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English ADVERSE EVENTS (AEs) Note: Use the most distal marker as a distance gauge when using a 90 cm c _ H “u B - 2. |13BapeTe Bojaua OT AucneHcepa, M3byTBaNKM OTKpUTATa YacT Ha BOAAYA HaBbTPE Romana / Romanian utilizatorului informatji tactile valoroase. Testatj sistemul inainte de utilizare pentru a
Potential Adverse Events associated with use of this device may include the following but brachial guiding catheter, and the most proximal marker as the distance gauge H"en““'e CTPUKTHO MHGTPYKLMUTE OTHOCHO ,HINKOra™ It ,,BUHari™ no-nony. B [VICMIEHCEP, AOKATO BbPXbT HA BOAAYA U YACT OT TANOTO W3NA3AT OT Kpad Ha - - - identifica orice tip de rezistentd. Reglati sau inlocuiti valva hemostatica cu o valva
H . T c d 1 8 are not limited to: when using a 100 cm femoral guiding catheter. €CNasBaHeTo il MOXE 1a I0BEAE A0 TPABMA Ha CbAQ, YBPEXAAHE Ha 06pbya. Cries ToBa XBaHeTe TANOTO Ha XKUNOTO, 3a f1a 0 U3BAMUTE HAMBHO OT Fir de ghidare Hi-Torque Command 18 pentru ATP reglabila daca aceasta impiedica miscarile firului de ghidare.
I-10 rq ue Lomman + Abrupt closure 5. Attach the torque device. :(:::ma :;’:ﬁ""]‘:e Ha BbpXa Ha Bopaya uni VBPE"“;:"E d:‘: ?‘:‘m n‘r\:ﬁl [CNeHcepa. BbpXbT Ha BOAYA & MHOMO YyBCTBUTENeH 1 TPABBA fA Ce Nasit. ATENTIONARI Evitatj zgarierea invelisului hidrofilc.
G u|de Wi re for PTA * Allergic reaction (contrast medium, drug, guide wire material) 6. Under fluoroscopy, advance the guide wire out of the guiding catheter / sheath and into KOHTpOJL'Il " Bme eTe HeoGXOMUMITE I\I::IIK'I;I 2 orc:pauin au‘:e xa apoGnema, He xBaujaitTe Boflaua 3a BbPXa, 0KATO 0 M3BAXAATE OT AMCTIEHCEPA. « Acest dispozitiv trebuie utilizat numai de catre medici specializatj in angiografie si Nu retragetj sau manipulatj firul cu invelis hidrofilic printr-o canuli metalic sau printr-
2797 « Amputation o limb loss the selected vessel. Use the torque device to steer the guide wire across the lesion. 3. [lpu noka3aHue BbPXbT Ha BOJA4a MOXE BHUMATENHO fa 6bae 0dopmeH angioplastie transluminala percutanata (ATP). un obiect cu margini ascutite ’
+ Aneurysm or pseudoaneurysm in vessel or at vascular access site 7. Ifadifferent tip configuration or guide wire is indicated, the guide wire may be Te Hail- BOAaY 3a TRETHPaNaTa NEsHA. NOCPEACTBOM CTaHAAPTHY NPOLEAYPY 32 0GOPMAHE Ha BpbX. He uanonasaiire - Cititi cu atentje toate instructiunile inainte de utilizare. Respectatj toate avertizarile si EVENIMENTE ADVERSE (EA !
+ Angina or coronary ischemia, arthythmia (including premature beats, bradycardia, atrial removed as follows: : ) ) Huora: ) ) ) UHCTPYMEHT 32 0GOPMAHE C 0CTHP BPbX. masurile de precautie din aceste instructiuni. in caz contrar, pot s apara complicatji ) g (EA) ) " R
or ventricular tachycardia, atrial or ventricular fbrilation) a. Open the hemostatic valve and the flush line on the manifold. Slowly withdraw « He HacunBaiire, He MPWIBYXBAINTE, HE USTETTAWTE W HE BbPTETE BOJAY, KOMTO Bogaum Hi-Torque ¢ XWAPOGUHO MOKpUTHE « Consultat instructiunile furnizate fmpreund cu orice dispozitiv interventional care Potentialele evenimente adverse asociate cu utilizarea acestul dispozitiv includ, dar nu
ONLY « Arteriovenous fistula the guide wire while observing guide wire movement under fluoroscopy. CpeLLIa NPEKOMEPHO CbNPOTUBAIEHUE. 1. TIpeam fa V3BAZUTE BOAAYA OT AWICTIEHCEPA, MHXEKTPAVITE QM3UONOTMYEH PA3TBOP urmeaza s fie utilizat in asociere cu firul de ghidare Hi-Torque cu privire Ia indicatiile, se limiteaza |a, urmétoarele:
CAUTIONS « Bleeding complications requiring transfusion or surgical intervention b. Close the hemostatic valve and manifold flush line. * He BbpreTe BoRaya, ako BbPXLT CE 3aMIETE B CbI0BATA MPEXa. 1Pe3 0TBOpa Ha AMCMEHCEa, 3a fia HAMOKPUTE HanbHO LANaTa NOBbPXHOCT Ha BOJAYa. contraindicatiile si complicatiile sale potentiale. * Obstructie acuta ) ) o
« This device should be used only by physicians trained in angiography and «  Critical limb ischemia 8. Re%hape_ the guide wire tip according to standard practice or prepare the next . :e 0cTaBAviTe BbPX Ha BOfla4a B nponabupano nonoxexue. 2. BHumarenHo n3BazeTe BOAaYa OT AUCMEHCEPA, KAKTO € NOCOYEHO B ,,[104roToBKa 3a DESCRIERE . /F:eacp;e;lergma l(IadmedmI de gonﬁrgst, medicamente, materialul firului de ghidare)
. h e Death quide wire. . e pa3rpblLanTe CTEHTA Taka, Ye BOAaYbT fa Ce 3aKneLi Mexay cbaoBara CTeHa ynoTpeba“, cTbnka 2. AKo BOAYbT He MOXE fia Ce U3BAN NECHO OT AMCMEHCEPa, : : ; - : : bl i i i : . mputafle sau pierderea membrulul
. B:rrcelfjfjﬁ;e;g?j t;ﬁr:ﬁlsutmgla‘l):: %gglrﬁt{]é:%)ﬁsewe all warnings and precautions + Detachment of a system component 9. Reinsert the guide wire following steps 2 through 6 of this section. v cexTa. VIHXEKTUpIiTe OLLe GM3NONOTMUEH PA3TBOP U OTHOBO C& ONMTAIITe Aa FO M3BATMTE. ;I(;L(I)l f;ggﬁf;fnﬁ;;‘;rﬂﬁj?gsﬂ S:O?ﬁa%“faé%gggﬁsge?:sﬁsgt;:gzﬂﬂﬂnéf ;ﬂ?jl + Anevrism sau pseudoanevrism in vasul de sange sau in locul de acces vascular
noted throughout these instructions. Failure to do so may result in complications + Embolization (air, tissue, plaque, thrombotic material, device) 10. Remove the torque device and the guide wire introducer from the guide wire. Bukaru: 3. BepHbX U3BayeH, BOJAYLT He TpAGBa 4 CE BKAPBA NOBTOPHO B /CTEHCEpa. la specificatjile acestuia (de ex., lungimea firului, diametrul firului i lungimea zonei * Angina sau ischemie coronariana, aritmii (incluzand batai premature, bradicardie,
« Refer to the instructions supplied with any interventional devices to be used in ’ « Emergent surgery 11. Secure the guide wire while tracking the interventional device over it and into the - BbBeXgaiite 1 3TemnsiiTe Bogaua 6asHo. 4. AKO NOBbPXHOCTTA Ha XVNOTO C XMAPODIHO NMOKPUTUE U3CHXHE, HAMOKDAHETO it radioopace de la nivelul extremi&é’gii distale). ’ tahicardie atriald sau ventriculara, fibrilatie atriala sau ventriculara)
conjunction with the Hi-Torque Guide Wire for their intended uses, contraindications, * Fever ) ) ) ) ) lesion. *  |13non3BaitTe PEHTTEHOKOHTPACTHUA MapKep Ha UHTEPBEHLIOHATHOTO C HopmarieH (r3NONoruUeH pasTBop Lue NOAHOBY XUAPOGUNHUA edexT. YBepeTe Marcajul brahial si cel femural care sunt amplasate pe segmentul proximal al firului + Fistula arterio-venoasa . ) ) o
and potential complications. * Hematoma or hemorrhagic event, with or without surgical repair INSTRUCTIONS FOR INTERVENTIONAL DEVICE EXCHANGE PROCEDURE YCTPOVICTBO, 32 Aa MOTBbPAUTE NMO3MLNSATA. Ce, 4e BOJAYLT € 0THOBO HaMb/HO MOKbD, NPeA fa ro BbBe/eTe MOBTOPHO B de ghidare de 0,018 (0,46 mm) ajuta Ia aprecierea pozigei firului de ghidare fata de * Gomplicatii hemoragice ce necesita transfuzie sau interventie chirurgicald
« Hypotension / hypertension Over-the-Wire Type Systems (Preload Technique) « [IpoBepABaiiTe ABWXEHMETO Ha Bbpxa MO (NYOPOCKONCKM KOHTPON Npeau VIHTEPBEHLIOHANHOTO YCTPOCTBO. p fotals y ; f ;oA AV N N *  Ischemie critica a membrelor
DESCRIPTION * Infection 1. Maintain guide wire position while withdrawing the interventional device over the MaHunynpate, peMecTsatHe uii BbpTeHe Ha Bofjava. 5. Cnen Kato BOAAYbT € M3TerneH 0T TANO0TOo, TOil TpABBA Aa Ce NOYNCTY C HanoeHa ¢ extremitatea distald a cateterului de ghidare atunci cand se utiizeazd tefnica cu firu * Deces
i- i ire i i i i i L . . ; p e . . ’ Lla vedere”. Aceste fire de ghidare sunt compatibile cu cateterele de ghidare care au o ’ ; i
The H.' Torq_ue_ Guide Wire is a steerable guide wire available in 210 an_d_ 30.0 cm Iengths_. « Ischemia or infarction not covered under other AEs exchange-length guide wire. HabntopaBaiiTe XunoTo noa Gnyopockoncki KOHTPON 3a NperbBaHe Ha Bbpxa, (u3nonornyeH pasTeop Mapns 1 Aa ce Noaabpxa MOKbp. . i g N p g « Detasarea unei componente a sistemului
The distal tip is shapeable. Refer to the product labe for product specifications (¢.g., wire « Myocardial infarction 2. Prepare the other interventional device per manufacturer’s instructions KOETO & 3HaK 3a CbNPOTUBAEHNE VKA3AHIIA 3A VNIOTPEGA lungime de minimurm 90 cm (brahial) sau 100 cm (fomural) *  Embolizare (aer, tesut, placa, material trombotic, dispozitiv)
Iength., diameter, and length of tip radiopacity). . )  Occlusion 3. Load the device onto the guide wire and advance it over the Hi-Torque exchange *  Topgbpxalite NOCTOAHEH NOTOK, AOKATO OTCTPaHABATE W BKapBaTe OTHOBO Cuctemu TR over-the-wire (TEXHMKa ¢ npeABAPUTENHO 3apexpaHe) Consultaf _et[chetl_a plr?](.’;s?.llw cu privire Ig ;l)rgz?n[ba_?nm invelis Tdrpff'."ci Atg"c'h(.:g”d * Interventie chirurgicala emergenta
Brachial and femoral markers located on the proximal segment of the 0.018" (0.46 mm) « Pain (leg, foot, back and / or insertion site) guide wire and across the lesion. BOAAYa, 33 Ad NPEAOTBPATUTE NONafaHe Ha Bb3AyX B CUCTEMATa Ha KaTeTbpa. 1. BHumarenHo Bkapaiite Bofaua npe3 0TBOPa Ha nymeHa 3a BOjaua Ha este umezit, invelisul hidrofilic creste gradul de lubrifiere a suprafetei firului de ghidare. o Febrd ‘ ‘ o o
o gnre i |ntga#gmg gLT"l:18 o g “c)iusm'on ecom “:'%Igmqlt?]g Citjheter t{ﬁ Vchenth t * Perforation or rupture 4. Proceed according to standard medical practices. V3BbpluBaiiTe CMeHuTe GaBHO, 32 1a NPEROTBPATUTE HABMM3AHETO Ha Bb3AYX W/ WHTEPBEHLMOHATHOTO YCTPOICTBO. MOD DE LIVRARE + Hematom sau eveniment hemoragic, cu sau fard solufionare chirurgicala
:rsgné]t lee;r:tv;gec ;c(brgqcurﬁ.al) Oers$0%uL ni zgﬁqsogle) Tgr:npa ible with guiding catheters tha « Peripheral nerve injury Rail Type Systems (Bare Wire Technique) Wnu TpaBma. 2. TpuaBMXETE BORAYa, OKATO BbPXLT My Ce NO3ULMOHMPA HENOCPENCTBEHO Steril - Sterilizat prin.iradiere cu fascicul de electroni. Apirogen. Nu utilizati daca ' :-Iprotgnsmne/hlpenensmne arteriala
ng. B * Pulmonary embolism ! ) ) 1. Maintain guide wire position while withdrawing the device over the guide wire. * Koraro BKapBare 0THOBO BOJlaua, Ce YBEPETe, '€ BbPXbT Ha MPOKCUMANHO Ha BbpXa Ha UHTEPBEHLMOHANHOTO YCTPOICTBO. ambalajul este deschis sau deteriorat. : Igcergrel'e sal infarct neascuns de alte evenimente adverse
Refer to the DrOdUCri] |a|bf)| for prefs?]nce 9; a hydrop:\fnm coating. When wet, a hydrophilic * Renal failure or insufficiency secondary to contrast medium (with or without treatment 2. Prepare the next interventional device per manufacturer's instructions. VIHTEPBEHLIOHANHOTO YCTPOIACTBO € CBOBOAEH B NYMEH Ha KpbBOHOCHWA Cbf 1 3. AK0 u3non3Bare BOOELL KATETbP/AE3NE, 10 BBEAETE W BKApailTe CHCTEMaTa Acest dispozitiv de unica folosintd nu poate fi reutilizat pentru un alt pacient deoarece . Infaret rlniocgr::lic u venl v
coating increases the lubricity of the guide wire surface. including ‘dl3|VSIS) 3. Load the device oqto the guide wire and advance it over the Hi-Torque Guide Wire € yCNOpeAeH Ha CboBara CTeHa. VHTEPBEHLMOHANHO YCTPONCTBO/BOAAY Npe3 XeMocTaTyHaTa knana. Mpuasikere nu a fost proiectat pentru a mai functiona conform destinatiei dupa o primd utilizare. . Ocluzie
HOW SUPPLIED * Restenosis and across the lesion. *  TpuaBIKBAHETO Ha BORAY NP3 HEEHROTENM3NPaH CTEHT, T.e. Npe3 CTPAToBeTe Ha cucTemara npes BOAELLNA KaTeTbp/Ae3une, 4OKATO TA Ce N03NLMOHMpa Modificdrile caracteristicilor mecanice, fizice si/sau chimice survenite ca urmare a . D icior laba piciorului, spate si/sau locul de i
Sterile — Sterilzed with electron-beam radiation. Non-pyrogenc. Do not use if the « Shock 4. Proceed according to standard medical practices. CTEHTa, B Cb0BA BUGypKALVA TPAGBA A CE M3BLPLLBA C NOBULLEHO BHUMAHME. HENOCPEACTBEHO NPOKCUMATHO HA BbPXa Ha BOELUYA KaTETbp/Ae3une. utilizarii, curatarii si/sau a resterilizirii repetate pot compromite integritatea dispozitivului . Purrfere (picior, laba piciorului, spate §i/sau locul de inserare)
package is open or damaged. ?}]rokeb . TRADEMARKS 113n0n38aHETO Ha Tasu TeXHKa KpUe AOMbAHUTENH PUCKOBE 3a MaLneHTa, 4. 3aterHere xemocTaTuyHara K1ana, 3a fia ce Nonyuit YrtbTHeHue okono §i/sau a materialelor, ducand Iq cont_aminarg d?n cauza deschiderilor $i/sau .a.spagiilo_r . Lzziﬁgzzzl#vr3|ﬂ?$e diferic
This single use device cannot be reused on another patient, as it is not designed to : Tisrsol:z ingL:rSy Hi-Torque Command and Hi-Torque are trademarks of the Abbott Group of Companies. BKIHOYNTENHO XKINOTO Aa CE 3aKauy 3a CTPATOBETE Ha CTEHTA. VHTEPBEHLIMOHANHOTO YCTPOMCTBO. YBEpPETe Ce, Ye LIeNeHaco4eHoTo ABIKEHNE Ha |nguste sila (egiucerea gradului dg 5|gurqq1a $|/§au a pevn‘olrman[elio‘r ‘d|spog|t|vu!u‘|.uL|Psa « Embolie pulmonara
perform as intended after the fist usage. Changes in mechanical, physical, and / or ~ Transiont isshemic attack MPEAIASHI MEPKI1 BOKA12 & BCE OLLE BbIMOXHO. etichetelor originale poate determina o utiizars incorects si mposibiltatea identiicar + Insuficients renalé sau insuficienta cauzata de substanta de contrast (cu sa fara
chemical characteristics introduced under conditions of repeated use, cleaning, and / or ! X 5. Mpukpenete ypena 3a BbPTEHE KbM BOJAUa, a0 XKeENaete. dispozitivului. Lipsa ambalajului original poate conduce la deteriorarea dispozitivului, la A
p \ g, RV hromboembol 3 / Bul Bopaunte ca uyBCTBUTENHN MHCTPYMEHTU 11 C TAX TPAGBA Aa Ce paboTi BHUMATENHO. ; oo Sl PR o o ’ fratament incluzand dializa)
e . e ] ; ) lenous thromboembolism barapckn / Bulgarian d 6. M
resterilization may compromise the integrity of the design and / or materials, leading ~ \Vessel dissoi TDEAW YIOTEGA  KATATO @ BbMOXHO 10 BPEME Ha NIpOLEMPATa, OrmenaiTe . Ton cbpyopocmncxm KOHTPON U3BEAETE BOJYA OT MHTEPBEHLIIOHANHOTO pierderea sterilitdtji si la riscul ranirii pacientului si/sau utilizatorului. + Restenozare
to contamination due to narrow gaps and / or spaces and diminished safety and / or esse’ dissection : . i YCTPOWUCTBO, NOAAbPMKAUKIA UHTEPBEHLIMOHATHOTO YCTPOUCTBO HA MACTO. Continut - Un (1) fir de ghidare, un (1) dispozitiv de rotire, un (1) dispozitiv de .
) o ° > o « Vessel spasm or recoil Bopau Hi-Torque Command 18 3a PTA BHUMATENHO BOfia4a 3a NperbBaxe, npeuyneate wiv Apyra nospena. He nanonssaiire WanonasaiiTe ypena 3a BbpTeHe, 32 a HANPABNABATE BORAYA NPE3 NESUATA introd firului de aid Soc
performance of the device. Absence of original labeling may lead to misuse and eliminate « Worsening claudication NPEOVIIPEXIEHNSA NI0BPEQEH! BOZauM. V13non3BaHeTo Ha noBpeaeH Bojay MoXe Aa oBese A0 g - introducere a firului de ghidare «  Accident vascular cerebral
traceability. Absence of original packaging may lead to device damage, loss of sterility, AVIIPEXAE BPEX[IAHE Ha CbAa /Wi HETOUEH PE3YNTaT OT BbPTEHETO. 7. 3apbxTe BOfa|a Ha MACTO, AOKATO NPUABINKBATE MHTEPBEHLIUOHATHOTO Depozitare — Depozitatj la adapost de lumind, intr-un loc récoros §i uscat. o Trombozi
and risk of injury to the patient and / or user. PREPARATION FOR USE « ToBa ycTpoicTBO TPABGBA A2 Ce U3MON3Ba Camo OT Nekapy, KOUTo ca 06y4enn 3a yBp peay P : YCTPOICTBO MO HETO 1 B NE3NATa. ’ 7 ' fomboza
Contents — One (1) quide wi Nt ) devi 1) auide wire intrad Contraindications, warnings, and intended uses of interventional devices compatible with aHrvorpaduA 1 NepkyTaHHa TPRHCAYMUHANHA aHronnactuka (PTA). MoTBbpAETE CHBMECTUMOCTTA Ha AUAMETBDA HA BOAIAYA C UHTEPBEHLIOHANHOTO 8. Mpy NoKa3aHme 3a pasnuuHa KOHQUIypaLMa Ha BbpXa WA PAsnuyeH Bomay INDICATII DE UTILIZARE + Lezine fisularda
ontents - One (1) guide wire, one (1) torque device, one (1) guide wire iniroducer this Hi-Torque Guide Wire are described in the instructions supplied with the respective « BHUMATENHO NpoYETeTe UHCTPYKLMMTE NPEaM ynoTpe6a. ChBioaasaiiTe BCHuKM YCTPOICTBO HEMOCPEACTBEHO Npeu yNoTpesa. BHUMATENHO OTCTPaHETe BOfaya, KaTo HaBnIoRaBaTe FABIKEHVETO MY NOf Firul de ghidare Hi-Torque este conceput pentru a usura poziionarea cateterelor de + Atac ischemic iranzioriu
Storage — Store in a dry, dark, cool place. devices. NPEAYNPEXAEHNA 1 NPEANAsHIt MEPKY, NOCOYEHY B HACTOALLMTE UHCTPYKLIM. CBOBOAHOTO IBMXKEHYE HA BOAAYA B MHTEPBEHLMOHATHOTO YCTPOICTBO € BaXHA (nyopoCKONCKI KOHTPON. dilatare cu balonas in cursul procedurilor de angioplastie transluminald percutanatd + Tromboembolism venos
INDICATIONS FOR USE Prior 1o the interventional procedure, carefully examine all equipment o be used, B NPOTUBEH CRYYail UMa PUCK OT YCAOXKHEHUA. ] ] XapakTepuCTIIKa Ha CHICTEMaTa 3 ypaBnAeM BOAay, Thil KaTo TO OCUrypABa Ha 9. TlpoMeHeTe (GopMmara Ha BbpXa Ha BOJaua, CrIeABaiiki CTaHTapTHaTa NPaKTUKa, W (ATP) in artere precum artera femurald, poplitee s infra-poplitee. Acest fir de ghidare : gls:scr%eszﬁ:gml\?alegge
This Hi-Torque Guide Wire is intended to faciltate the placement of balloon dilatation including the interventional device, for defects. Do not use any defective equipment. * BiKTe uHCTpYKUMMTE KbM omen:@}e UHTEPBEHLWOHATHI VCTDOMCTE& KoiiTo NOTPEBUTEN LgHHA TaKTUNHA MHSOpmaumg, Mpey ynoTpe6a npoBepeTe cucTemara NI0ArOTBETE CEABALLYA BOJAY 33 ynoTpe6a. {Joate f'i,de asemenea, utilizat fmpreund cu stenturile compatibile in cursul procedurilor . Agcemuare a claudicatiei
catheters during percutaneous transluminal angioplasty (PTA) in arteries such as the 1. Prepare the interventional device according to the manufacturer’s instructions. Be Ce 13nonasar 3agaHo ¢ Bogaya Hi-Torque, OTHOCHO TAXHaTa ynotpeoa no 3a Hannune Ha CbnpoTuBneHne. Perynpainte Unn 3aMeHeTe XemMocTaTuuHaTa Knana c 10. BbBeqete NoBTOPHO BOAAYA, KATo CMIEABATE CTbNKM 1 40 7 OT HACTOALUNA pasfien. f?rapeu |cg. o ‘ . . PREGATIREA PENTRU UTILIZARE
femoral, popliteal, and infra-popliteal arteries. This guide wire may also be used with sure to flush the guide wire lumen before introducing the guide wire. NpeaHasHa‘eHme, NPOTMBONOKA3aHA 1 BbSMOXHM YCNOXKHEHNA. perynupyema Kiana, ako ce yCTaHoBM, 4e Npeyit Ha JBUKEHUETO Ha Bofiaa. Pencoe Tun cuctemu (TEXHUKa ¢ ,,rono” Xuno) Firul de ghidare poate fi utilizat $i pentru atingerea si traversarea leziunil tinta, pentru a I etk ) o
compatible stent devices during therapeutic procedures. 2. Remove the guide wire from the dispenser by pushing the exposed section of the OMUCAHNE MaseTe XWAPOGUIHOTO NOKPUTUE OT HaTIpacKBake. 1. BbBefeTe BOELLMA KATETbP/Ae3nne, CRIef KOETO BKapaiiTe UHTPOAOCED Ha BogaY crea o cale in interiorul structurii vasului, pentru facilitarea inlocuirii unui dispozitiv de gomﬁ'i':‘ycatﬂli?ﬁ ?VT_I'}'?:”‘% Sl '”gf;t'"erid'S‘i)r??g"{f|°ri'”;ﬁr"?”}:i’zlileiﬁ?r?pa;g"le cu
The guide wire may also be used to reach and cross a target lesion, provide a pathway guide wire into the dispenser until the guide wire tip and a portion of the core exit Bogaubr Hi-Torque npencTasnABa ynpasNiAeM BORaY, Hanu|eH B AbmKutM He W3non3Baiite MeTanHyt KaHion Uni 0CTpU NPEAMETH NPU USTerNAHe W NPe3 XeMOCTaTUuHaTa Knana, NPUKpeneHa KbM BOJELLNA KaTeTbp/aesune. diagnostic sau interventional cu un altul si pentru a observa vascularizatja. dpes i ? 9 et_ orque sunt descrise in instructiunile furnizate impreund cu
the end of the hoop. Then grasp the core of the wire to remove it totally from the 210 1 300 cm. JWCTaNHAAT BPbX € MOfEnMpyeM. BIKTe ETvkera Ha ponyKTa sa MaHITYTIADaHE Ha XUNOTO G XAADOQUTHO MOKDUTHE. 1SpOREVER respective.
within the vessel structure, facilitate the substitution of one diagnostic or interventional dispenser. Avoid damaging the fragile guide wire tip. Do not grasp the tip of the wire NPOAYKTOBI CreunduKaLm (Hanp. AbMKIHA HA XUN0TO, AMAMETbP 11 AbIKIHA Ha CTPAHUYHI EQEKTI 2. BHuMarenHo BbBefeTE AUCTANHMA BPbX HA BOJAYa NPe3 MHTPOAIOCEPA 11 BbB CONTRAINDICATII Inainte de procedura interventionald, inspectatj cu grija toate echipamentele care
device for another, and to distinguish the vasculature. while removing it from the dispenser. PEHTTEHOKOHTPACTHATa YacT Ha Bbpxa). lMoTeHunanHuTe CTpaHN4HN ePeKTH, CBbp3aHN C ynoTpedaTa Ha ToBa yCTPONCTBO, BOJELUMA KaTeTbp/Ae3une. Nu este proiectat pentru a fi utilizat in interiorul vascularizatjei coronariene sau cerebrale. urmeaza sd fie utilizate, inclusiv dispozitivul interventjonal, pentru a depista existenta
PPL2122004-02 (2019-02-13) CONTRAINDICATIONS 3. If ind?cated, the guide wire tip may be carefull_y shaped using standard tip-shaping BpaxvianiuTe 1 GeMOpANHUTE Mapkepy, PA3noNOKEHN Ha NPOKCUMATHUA CETMEHT MOXe Aa BKNOYBAT, HO HE Ce OrpaHnyasar jo: 3. Ao u3non3sare MeTaneH MHTPOAIOCEP Ha BOAAY, FO OTCTPAHETE Npean U3Ternaqe AVERTIZARI oricarui defect. A nu se utiliza niciun echipament care prezintd defectjuni.
Notintendes o usen th coronary o erebalvaselaur T i Wi wih bl G 2 0% 10 OTIOLGHIE v i BN KT T Mo " R pe (onpacro SEVRp— PR e eSS ———— s spuat este conceput pntry ullzare oo ispazive de aeractomc. " Rioual ch a At el pon Tl d ohiar it d 4 moduce
h . o ) ’ v ’ ) Acest dispozitiv este proiectat si destinat NUMAI PENTRU O SINGURA UTILIZARE. o8
#‘!RZHN.GS . designed | ith ath devi 1. Before removing the guide wire from the wire dispenser, inject normal saline into the TexHukara ,rono” xuno (bare wire). Teau Bofayu ca CbBMECTUMI C BOLELLM KAaTeTpn *  AvnyTauma v 3ary6a Ha KpainHuk MapKep Ce 3paBHu C HarpaneHoTo Konye Ha XeMoCTaT4HaTa Knana, BbpxbT Ha A nu se rssteriliza si /gau reutiliza de ghidare.
is device is not designed for use with atherectomy devices. N hub end of the dispenser to thoroughly wet the complete surface of the guide wire. ¢ MuHUMAnHa gbmkwa 90 cm (6paxuanex) win 100 cm (Gemopanet). « AHeBDU3MA W NCEBOaHEBDM3MA Ha CbfL WM HA Cb0B OCTHN BOJaYa & HENOCPEACTBEHO NPOKCUMANHO HA BbDXa Ha BOAEILIMA KATETb. ? : 2. Scoatetj firul de ghidare din suport impingand sectiunea vizibili a firului de ghidare
Th:js device is designed and intended for ONE-TIME USE ONLY. Do not resterilize 2. Carefully remove the guide wire from the dispenser, as suggested above in BYKTe ETVKETa Ha NPOAYKTA 3 HANVUVETO Ha XUEPOGUAHO NOKpHTHE. KoraTo « CTEHOKapawA v KOPOHaPHA UCXEMUA, apUTMIS (BKN. EKCTPCUCTONM, 3abenexka: /13non3paiite Haii-QuCTaNHUA Mapkep KaTo KpUTEPUV 3a PA3CTOAHe, Respectati cu grijé instructiunile prezentate ma jos sub ttlurile ,Nu” §i ,Da”. in suportul sau pana cand exiremitatea sa distala §i o parte a zonei centrale pot fi
and / or reuse. Preparation for Use, step 2. If the guide wire cannot be removed easily from the MOKPO, XMAPOGUIHOTO NOKPUTUE MPABI OBBPXHOCTTA HA BOJAYA NO-XTTb3raBa. 6Gpanvkapaus, NPeACbPAHa WK KaMepHa Taxvkapaua, NPeaCchpaHI Uk KamepHo KOraro cit cnyxuTe ¢ bpaxuanen Bojelll karetbp o 90 ¢m, 1 Hail-NPOKCUMANHIA " S0 ea n vazute iesind prin capdtul inelului. Apoi prindetj zona centrala a firului de ghidare
. . ! ¢ . . g MapKep KaTo KpUTEpHiA 32 PasCTORHIE, KOTaTo CH CYXKUTE ¢ (beMopaneH Bofe Nerespectarea lor poate provoca traumatisme ale vasului de sénge, deteriorarea N - y e .
Hi- TOI'q ue Com mand 1 8 i i « > and “Do” i dispense, inject more normal saling and altempt (o remove (e guide wire again KAK CE JI0CTABA MoXaeHe) PKep purepiit 5a p ' v P Aew firului de ghidare, desprinderea extremitatii distale a firului de ghidare sau pentru a- scoate complet din suport. Evital deteriorarea extremitati distale fragile
Carefully observe the instructions under “Do Not” and “Do” below. Failure to do so 3. Do not reinsert the guide wire into the dispenser once it has been removed. ¢ B " H H ; «  ApTepuoBeHosHa ducTyna Katerbp ot 100 cm. deteriorarea stentului. in cazul in care se itampin rezistenta in orice moment afirului de ghidare. Nu prindetj firul de ghidare de extremitatea distala atunci cand

Guide Wire for PTA may result in vessel trauma, guide wire damage, guide wire tip separation, or stent 4. If the surface of the hydrophilic-coated wire becomes dry, wetting the surface with TEpUNEH — LTEPUAN3Pat C ENEKTROHHO 0OITb1BAHE. HENVpOreHe. e usnonssante, * XeMOparvuHyt yCTOXHEHIIR, HanaralL TRaHCQYSMA W XUPYPrdHa VHTEPBEHLUA 5. Mpukpenete ypena sa BbpTeHe. al proceduri, idenificai radioscopic cauza si luali masurile necesare pentru il scoatetf din suport.

2797 damage. If resistance is observed at any time, determine the cause under fluoroscopy normal saline will renew the hydrophilic effect. Be sure to thoroughly rewet the guide aKo ﬂaKeTbt € OTBOPEH WA NOBPEEH. « KpuTviuHa vICXeMItA Ha KpaiiHitka 6. Mop (])}_'IyOpOCKOI‘ICKI/I KOHTPON U3BELIETE BOKaua OT BOMelMA KaTeTbp/mesune u ro remedierea e;cesteia A'se utiliza firul de ghidare cel mai adecvat pentru leziunea 3. Incazul in care este indicat acest lucru, extremitatea distald a firului de ghidare
and take remedial action as needed. Use the most suitable guide wire for the lesion wire before reintroducing it into an interventional device. ToBa yCTpOICTBO 3a EAHOKPATHA YNOTPeba He MOXE /1A Ce 113N0eN3Ba NOBTOPHO Npu o CmbpT BKapaiiTe B 136paHua cby. [13non3Baiite ypeaa 3a BbpTeHe, 3a fia Hanpasnasarte tratata g g p poate fi modelatd cu grija prin utilizarea procedurilor standard de modelare. A nu
being treated. 5. After the guide wire is withdrawn from the body, it should be wiped clean with Apyr NaunenT, Tk KaTéJ Hﬁe NPOEKTMPaHo fa ¢YHKU$0HWD3 no HF;EJJH“Ha”EHV‘e «  (OTpenAHe Ha CUCTEMEH KOMMOHEHT B0Java npes nesuAta. : se utiliza pentru modelare un instrument cu o margine ascutjta.

Do Not: saline-soaked gauze and kept wet. crieq mbpeata ynotpe6a. MPoMeHn B MeXaHNUHUTE, GUSUYHUTE W/UTi XMMUYHUTE - EMBONM3AUMA (Bb3OYX, ThKaH, 1aKa, TPOMBOTUUEH MaTEpUan, YCTPOCTBO) 7. Tpu NoKa3anue 3a pasnnuHa KOHGUrypaLna Ha BbpXa Un pasnuueH Bopay No: _ _ o _ _ o Firele de ghidare Hi-Torque cu invelis hidrofilic

ONLY _D P?J'Sh auger, withdraw, or torque a guide wire that meets excessive resistance. DIRECTIONS FOR USE XapakTepUCTIKK, HACTbNUNW B PE3ynTaT Ha NOBTOPHA ynoTpeda, nouucTBaHe w «  HeomnoxHa onepauva MOCNENHNAT MOXE fia GbAe OTCTPAHEH, KaKTO Crieasa: »  Nuimpingeti, fortatj, retrageti sau rotitj niciodata un fir de ghidare atunci cand 1. Tnaimg de a scoate fi‘:ul de ghidarg din suport, injectatj ser fiziologic in butucul de
. Toquie a gu}de wire if‘the tip becomes entrapped within the vasculature. Over-the-Wire Type Systems (Preload Technique) N1 NOBTOPHA CTEPUNM3aLMA, MOrar fia HapyLuar LienocTTa Ha yCTpoincTaoTo 1/ « Tpecka a. OtBOpeTe xemoCTaTyHaTa Knana v NMHUATA 3a NPOMMBAHE Ha Maxudonaa. imémpipaﬁ rgzistentg'a excgsivé. . ) . ‘ 3 |a capatul suportului pentru a umezi bine intreaga suprafata a firului de ghidare.
« Allow the guide wire tip to remain in a prolapsed condition 1. Carefully insert the guide wire through the guide wire lumen hub of the interventional W MaTepUaniTe M A2 MPUUNHAT 3aMbPCABAHE NOPAAW CTECHEH!U OTBOPU W/ * Xemarom W XeMopariiHo ChBuTue CbC Wik 663 XUPYprtiHO Bb3CTaHOBABAHE basto n3Ternete Bofaua, karo Habnionasate ABXEHIETO My MOf * Nurrotit un fir de ghidare in cazulin care extremitatea distala a acestuia se blocheaza 2. Indepartati cu grija firul de ghidare din suport, conform indicatiei de la pasul 2 al

CAUTIONS « Deploy a stent such that it will entrap the wire between the vessel wall and the stent. device. MPOCTP2HCTBA U NIOHIKEH@ GE30NACHOCT /M QYHKUNOHATHOCT Ha YCTPOIiCTBOTO. * XunoTOHUA/XUNEPTOHUA (nyopockoncku koHTpon. in interiorul vasului. sectiunii Pregétire pentru utilizare. Tn cazul in care firul de ghidare nu poate s fie

. . - o . Do: 2. Advance the guide wire until the tip of the guide wire is just proximal to the tip of the Jluncara Ha opurHanHUA ETMKET MOXe A AOBELE 40 HenpaBuiHa ynotpeba 1 fo o Undexuna b. 3arBopete xemocTaTyHara Knana 1 IMHUATa 3a NPOMUBaHe Ha MaHuponaa. » Nu lasatj extremitatea distald a firului de ghidare in stare prolabata. $¢0s cu usuringa din suport, mai injectatj ser fiziologic si apoi incercatj din nou s

« This dew.ce shou]d be used only by physicians trained in angiography and percutaneous o: A ith e auide wire slowk interventional device. HEBb3MOXHOCT 32 NPOCNeAABAHE Ha YCTPOIACTBOTO. JluncaTa Ha opuriHanHara « VIcXeMWA Wi UHAGADKT, HEMPUUICTIEHN KbM APYIY CTPAHUYHI EDEKTI 8. TpomeHeTe (opmara Ha Bbpxa Ha BOAaua, CneaBaikin cTaHaapTHaTa NpakTuka, unn + Nuamplasatj stentul astfel incét sa se blocheze firul intre peretele vasului i stent. scoatetj firul de ghidare.
transluminal angioplasty (PTA). Udvatrrl]ce o(;_wn draw t ekguan?hW|_rets owty_. | device o cori " 3. If using a guiding catheter / sheath, engage the guiding catheter and insert the ONakoBKa MOXe fia 0Befe 0 NOBPeAa Ha YCTPOACTBOTO, 3ary6a Ha CTEpUNHOCT, PUCK VIHapKT Ha M1OKappa NOAroTBeTe CNEABALLNA BOAAY. Da: 3. Odata scos din suport, nu reintroducet firul de ghidare in acesta.

. instructions ofi . ' se the radiopaque marker of the interventional device to confimm posttion. . : : o v . 3a naueHTa Wunu noTpesuTens. - OKknyaus 9. BbBesere NOBTOPHO BOAAYQ, KATO CNIEABATE CTBMKM 2 [0 6 OT HACTOALIMA pasgen. . Introducefj si i lent firul de ghid 5 ol de ahi ivelis hidrofil 5 ireq ei
Carefully read all instructions prior to use. Observe all warnings and precautions noted « Examine the tip movement under fluoroscopy before manipulating, moving, or interventional device / guide wire assembly through the hemostatic valve. Advance Yy ntroducef si retragetj lent firul de ghidare. 4. Daca suprafata firului de ghidare cu invelis hidrofilic se usuca, umezirea ei cu ser
throughout these instructions. Failure to do so may result in complications. torquing the guide wire ' ' the system through the guiding catheter / sheath until it is just proximal to the tip of Coappxanue — Enut (1) Bonad, enutt (1) ypen sa sbprere, enu (1) unTpoatocep + Bonka (kpa, CTbnano, rpb W/ MACTO Ha A0CTLN) 10. Orcrpatere ypena sa upreHe U MHTPONIOCEPA HA BON|A OT BOAG . + Utilizatj marcajul radioopac al dispozitivului interventjonal pentru confirmarea poziei. fiziologic va reface efectul hidrofil. Asigurati-va c ati reumezit complet firul de

; ) " : ohis 4 si " the guiding catheter / sheath. Ha BOfay « Tepdopauus unn pyntypa 11. 3anpbxTe BORava, 0KATO NPUABIKBATE MHTEPBEHLMOHANHOTO YCTPOCTBO NO HEro * Vizualizatj radioscopic deplasarea extremitati distale a firului de ghidare inainte de a il ghidare inainte de a-I reintroduce intr-un dispozitiv interventjonal.
« Refer to the instructions supplied with any interventional devices to be used in + Observe the wire under fluoroscopy for tip buckling, which is a sign of resistance. ! - ; ; ; . 1 B Ne3uATa i 5 o fi . " ; ; o enratat pri
function with the Hi-T pp Guide Wi Y for their intended aindicai « Maintain continuous flush while removing and reinserting the guide wire to prevent 4. Tighten the hemostatic valve to create a seal around the interventional device. Ensure CuxpaHeHne — ChxpaHABaiiTe Ha CyX0, ThMHO, XTaiHO MACTO. * Tpasma Ha nepudepHi Hepsm - _ manevra, deplasa sau rot. o . 5. Dupd ce firul de ghidare a fost retras din corpul pacientului, el trebuie curétat prin
conjunction with the Hi-Torque Guide Wire for their intended uses, contraindications, airfrom entering the catheter system. Perform exchanges siowly to prevent ai intentional guide wire movement is still permitted. [10KA3AHINA 3A YIOTPEEA « benonpobra embonua WNHCTPYKLIWW 3A CMAHA HA NHTEPBEHLINOHAJTHO YCTPOIICTBO *  Urmaritj radioscopic firul pentru a depista indoirea varfului, acesta fiind un semn care stergere cu o bucatd de tifon imbibatd in ser fiziologic si mentjnut umed.
and potential complications. entry and / or trauma ’ 5. Attach the torque device to the guide wire, if desired. Toau sogay Hi-Torque e NpEAHASHAEH 12 YNECHY NNACUDEHET0 Ha GanoHHM «  Bbbpeyna HeLoCTaTbYHOCT BCNEACTBYE HA KOHTPACTHOTO BELLIECTBO (CbC Mnn 6e3 Cuctenu Tun over-the-wire (TeXHuka ¢ npenBapuTenHo 3apexnane) indicd intmpinarea unei rezistente. INSTRUCTIUNI DE UTILIZARE
: P . " . " PTIN i i i i i i - JIeYeHIe, BKN. ananusa 1. 3anasete no3numATa Ha Bogaya, JOKATO M3TEMNATE UHTEPBEHLMOHANHOTO * Mentinetj o irigare continua in timp ce scoatetj si reintroducetj firul de ghidare, pentru : : : : P
* When reintroducing the guide wire, confirm that the interventional device tp is free 6. - Under fluoroscopy, advance the gulde wire sut o the intervenfional device whie AunataumoHHyt KaTeTpil NO BPEME Ha NEpKyTarHa ThaHCymMuHaiHa aHronnacTuka « Pecrero3a ; ) CTPOICTBO I'IOLlOBMeHHI/Iﬂ BuonauJJ PR a réver}i étrgnderea aeruluiin siZtemuI de clatéterizare Efeétuati schi?ﬂbirile Ieznt Sistemele de fip coaxtal (tehnica de preincarcare) PP '
within the vessel lumen and that the tip is parallel to the vessel wall securing the |ntewgnt|0nal device in place. Use the torque device to steer the guide (PTA) B apTepuuITe, KaTo GeMopanHi, NONAMTEATHI U UHOPANONNUTEATHY ApTEpUM. * Lok ) )r'] p B . Pt patrun i i s § d ; ¢ ] 1. Introducetj cu grijd firul de ghidare prin butucul lumenului firului de ghidare al
. ion when movina a quide wire throuah a non-endothelialized stent. wire across the lesion. . ToAroTaeTe CNEMBALLOTO UHTEPBEHLIMOHATHO YCTPOCTBO, KaTo CrIeABaTe pentru a preveni patrunderea aerului si/sau producerea de traumatisme. dispozitivului interventional.
Usehextrerr]n ¢ caution w bit 9 gd LU ? his toch | ' 7. Secure the guide wire in place while tracking the interventional device over it and Tosu Bopay MOXE CbLLO A2 C8 U3MI0N3Ba CbC CbBMECTUMM CTEHTOBE N0 BPEME Ha o Uheynt WUHCTPYKUMUTE Ha NPOM3BOANTENA « La reintroducerea firului de ghidare, asiguratj-va ca extremitatea distal a 2. inaintat firul de ahid d extremitatea distal "
or through stent struts, into a bifurcated vessel. Use of this technique involves - : TepanesTUYHI NpoLieaypu. . < : S : g LS . . . Inaintatj progresiv firul de ghidare pana cand extremitatea distald a acestuia ajunge
additional patient risks, including the risk that the wire may become caught on the into t_he |esm_ . . . o . 8 Tpombo3a 3. ng]eHeTe YCTPOWCTBOTO Ha BOAAYA W r0 NpUaBIKETE N0 06MeHHNA Bopay d[spozﬂnvulm m}erven’gonal se poate dep[asa liber in interiorul lumenului vascular si imediat proximal fati de extremitatea distald a dispozitivului interventional.
stent strut 8. If a different tip configuration or guide wire is indicated, carefully remove the guide Ofa\LT MOXE fia Ce USNON3Ba W 3a AOCTUraHE 1 NPEMUHABAHE NPES MpULIENKa * ThKatiHo yBpexpane Hi-Torque u npes nesuata. ¢ este paraleld cu peretele vasului de sange. 3. In cazul in care se utilizeazi o teaca/un cateter de ghidare, cuplatj cateterul de
. wire while observing guide wire movement under fluoroscopy. nesna, 3a 0CUrypABaHE Ha NbTeka B Cb0BaTa CTPYKTYPA, 3a ynecHABaHe NoamAHara « [lpexoaHa ncxemuyHa araka 4. Tlpogbnxerte, kato cneasaTe CTaHAAPTHUTE MEOULIMHCKI NPaKTUKK. « Procedatj extrem de atent atunci cand deplasatj un fir de ghidare prin interiorul unui ghidare si introducetj ansamblul dispozitiv interventional/fr de ghidare prin valva

“ Abbott Vascular PRECAUTIONS 9. Reshape the guide wire tip according to standard practice or prepare the next guide Ha eAHO AUarHOCTU4HO W1 MHTEPBEHLIMOHANHO YCTPOVCTBO C APYTO, KAKTO 1 33 «  BeHo3eH TPOM60EM60IM3bM Pencos Tun cucTemn (TEXHIKA C ,rON0" Xuno) stent neendotelizat sau printre barele de comprimare ale unui stent in interiorul unui hemostatica. inaintati progresiv sistemul prin cateterul de ghidare/teaca pana cand

3200 Lakeside Drive Guide wires are delicate instruments and should be handled carefully. Prior to use and wire to be used. pasrpatiiaBane Ha Cbiosara Mpexa. * Conosancekauus 1. 3anaseTe No3uuATa Ha BOfaya, 0KATO USTEMNATE YCTPOCTBOTO N0 BoAAYa. vas de sange bifurcat. Utiizarea acestei tehnici implica riscuri suplimentare pentru ajunge imediat proximal fata de extremitatea distala a cateterului de ghidare/tecii.

Santa Clara. CA 95054 USA Abbott Vascular when possible during the procedure, inspect the guide wire carefully for bends, kinks, or 10. Reinsert the guide wire following steps 1 through 7 of this section. NPOTNBOMOKA3AHIA « Cbji0B CnasbM vt peKoiin 2. ToaroTsete CNEABALIOTO UHTEPBEHLVOHATHO YCTPOVICTBO, KaTo Crieasare pacient, inclusiv riscul ca firul de ghidare sa se agate in barele de comprimare ale 4. Strangetj valva hemostatica pentru a crea un element de etansare in jurul

' International BVBA other damage. Do not use damaged guide wires. Using a damaged guide wire may resuft Rail Type Systems (Bare Wire Technique) He € npeatasayen 3a Npunoxetie B KOpOHapHaTa v Lepebpantara cbaosa * Browasauwo ce Knayaukauuo VHCTPYKLMWTE Ha NPOM3BOAUTENA. . stentului. dispozitivului interventional. Asigurati-va de faptul ¢ sunt inca permise miscarile

CUSTOMER SERVICE Park Lape, Culliganlaan 2B in vessel damage and / or inaccurate torque response. 1. Engage the guiding catheter / sheath and then insert a guide wire introducer through Mpexa. NOATOTOBKA 3A YMOTPEBA 3. Hapexete ycTpoiCTBOTO Ha BOfJaua 1 ro npuaBIKeTe no sofada Hi-Torque n npes MASURI DE PRECAUTIE intentjonate ale firului de ghidare.

TEL: (800) 227-9902 1831 Diegem, BELGIUM Confirm the compatibility of the guide wire diameter with the interventional device before the hemostatic valve attached to the guiding catheter / sheath. MPEAYNPEXOEHINA MpoTusonoKasanyATa, NpenynpexeHuATa i npeaHasHaennaTa Ha NesnATa. Firele de ghidare sunt instrumente sensibile si trebuie manevrate cu gria. Inainte de 5. Daca este de dorit, atasalj dispozitivul de rotire la firul de ghidare.

. TEL: + 32271414 11 tual 2. Carefully insert the distal tip of the guide wire through the introd d into th o M VHTEPBEHLIMOHANHWUTE YCTPOICTBA, CbBMECTUMMY C Te3u Bopaum Hi-Torque, ca 4. TpogbmxeTe, kato cneaBaTe CTaHAAPTHUTE MEAMLIMHCKI NPaKTUKY. Y o 6. Sub control radi ic, inaintati iv firul de ghidare in afara dispozitivului
FAX: (800) 601-8874 : actual use. . Carefully insert the distal tip of the guide wire through the introducer and into the ToBa yCTPOICTBO He & NpenHa3HaueHo 3a yoTpe6a ¢ yCTpoiicTBa 3a fi , utilizare i ori de cate ori este posibil pe parcursul procedurii, inspectati cu gria firul de . Sub control radioscopic, inaintatj progresiv firul de ghidare in afara dispozitivului
Outside USA TEL: (951) 914-4669 FAX: +32271414 12 Free movement of the guide wire within the interventional device is an important feature of guiding catheter / sheath. ) ) ) aTepekTomMns. Ofvcatit B MHCTPYKLMUTE, NPEAOCTABEHI CbC COTBETHMTE YCTPONCTER. ghidare pentru a verifica existenta indoiturilor, rasucirilor sau altor semne de deteriorare. interventional in timp ce dispozitivul interventional este mentinut fix pe pozitie.
Outside USA FAX: (951) 914-2531 a steerable guide wire system because it gives the user valuable tactile information. Test 3. If ametal quide wire introducer was used, be sure to remove it before withdrawing or ToBa YCTPORCTBO & NPOGKTPaHO 1 MpeaHasHayeHo CAMO 3A EAHOKPATHA Mpean nHTepBeHLMOHaNHATa NpoLeaypa nperneaainTe watenHo uAnoto obopyasaHe, A nu se utiliza fire de ghidare deteriorate. Utilizarea unui fir de ghidare deteriorat poate Utilizat dlspo_zmvul de rotire pentru a dirija firul de ghidare astfel incat sa

thg system for any resistance prior to use. Adjyst or replace the hemostatic valve with an A fAU(;";enfcf:?r?e'Dmaggg “r]eet\gliﬁe aooronriate proximal marker When the roximal VIOTPEBA. He cTepn iiTe u/uan iiTe NOBTOpHO. EZETZ Ugﬁscea@SgOJLPgea, B?%%MTGHH: ZHTBDBGHHWUHaﬂHOTO YCTPOIACTBO, 32 AedeKTH. provoca leziuni vasculare si/sau lipsa preciziei la rotire. traverseze leziunea.

adjustable valve if itis found to inhibit guide wire movement. - ndvance te guice wi ppropriale proxi Ker. proxima HSNONSBAATE AEQEKTHO 000pYABAHE. inainte de utilizarea efectiva, asiqurati-va de compatibilitatea diametrului firului de ghidare

A 'b'b o Avoid abrasion of the hydrophilic coating. matrker s ahlgtne(tihwnh .tdh.e knu;lhedt k"tl.)b of the hemostatic valve, the guide wire fip is 1. ToQroTBeTe MHTEPBEHLMOHATHOTO YCTPOIACTBO CMIOPEA UHCTPYKUMUTE Ha cu dispozitivul interventional
l,l, ) ) " ) just proximal to the guiding catheter tip. ) i ) SRR R . o Abb tt
Do not withdraw or manipulate the hydrophilic-coated wire through a metal cannula or 22323:?;2;31:;‘ iznnl;tmmemo MPOMWVTE NyMeHa 3a BoRa«a, NIpeau Aa Deplasarea liberé a firului de ghidare in interiorul dispozitivului interventional reprezinta 0
©2015 Abbatt sharp-edged object. ' 0 caracteristica important a unui sistem de fir de ghidare dirijabil, deoarece i ofera
0
FOLD TEMPLATE ALONG THIS CENTER LINE TO VIEW THE PIECE BACKED-UP FOLD TEMPLATE ALONG THIS CENTER LINE TO VIEW THE PIECE BACKED-UP FOLD TEMPLATE ALONG THIS CENTER LINE TO VIEW THE PIECE BACKED-UP

7. Fixatj firul de ghidare pe pozitie in timp ce ghidatj dispozitivul interventional de-a NPUYNHON HEBEPHOTO UCMOMb30BAHNA U UCKIIOUYUTb BOSMOXKHOCTb OTCAEXMBAHNA *  CMepTh; 2. OCTOpOXHO BBEAUTE AUCTANbHIA KOHUVK MPOBOAHMKA B NPOBOAHNKOBbI KaTeTep KONTRAINDIKAATIOT 1. Valmistele interventiolaite valmistajan ohjeiden mukaisesti. Muista huuhdella 2. Tybnnd ohjainvaijerin distaalikarki varovasti sisadnviején lapi ohjainkatetriin/holkkiin.
lungul lui si in interiorul leziunii. 0YepPeaHOCTIA NPUMeHeHNA yeTpoilcTBa. OTCYTCTBIE OPUrMHANIBHON YNaKOBKI MOXET *  OTCOBANHEHME KOMMNOHEHTA CUCTEMbI; W TUNb3Y Yepes UHTPOAbIoCEp. Ei tarkoitettu kéytettévaksi sepelvaltimo- ja aivoverisuonistossa. ohjainvaijerin luumen ennen ohjainvaijerin siséénvientid. 3. Jos kaytettiin metallista ohjainvaijerin sisédnviejaa, muista poistaa se ennen

8. in cazul in care este indicatd o altd configuratie de extremitate distala sau un alt tip CTaTb NPUYNHON NOBPEXAEHMA YCTPOINCTBA, HAPYLLINTL CTEPUABHOCTb 1 CO3AATh *  3Mbonn3aumA (BO3MyX, TKaHb, BNALLKA, TPOMBOTUYECKIA MaTepIan, YCTPOICTBO); 3. Ecnm ncnonb3osanca METIMYECKNA MHTPOAbIOCED, YOBAUTECH, UTO OH YAareH, VAROITUKSET 2. Poista ohjainvaijeri annostelijasta tyontdmélld ohjainvaijerin nakyvissa olevaa osaa ohjainvaijerin poistamista tai lisékasittelya.
de fir de ghidare, extrageti cu grija firul de ghidare in timp ce ii urmériti deplasarea 0NacHOCTb NONYYEHNA TPABMbI KaK [NA NaLNEHTa, Tak U 1A NONb30BaTeNs. *  BO3HVKHOBEHME HEOBXOMVMOCTI B SKCTPEHHOIA XMPYPrAYECKOi onepawmm; MIPEXAE 4EM NPOABHraTb NPOBOAHNK AabUE W BBINONHATb C HUM Kakue-nu6o Titi tuotetta i ole tarkoitettu kiytettaviksi aterekiomialaitteiden kanssa annostelijaan, kunnes vaijerin karki ja osa ydintd tulevat ulos annostelijan padsta. 4. Tyonnd ohjainvaijeria asianmukaiseen proksimaalimerkkiin asti. Kun proksimaalimerkki
sub control radioscopic. Copepxumoe: 0fvH (1) YANMHAEMbIit NPOBOTHYK, OAHO (1) MOBOPOTHOE YCTPOCTBO, *  NNXOPajKa; Maunynauum. ; ; Timé laite on tarkoitettu AINOASTAAN KERTAKAYTTOON. Ei teriloid " - Tartu sitten ohjainvaijerin ytimeen ja irrota se kokonaisuudessaan annostelijasta. on kohdakkain hemostaasiventtiilin uritetun nupin kanssa, ohjainvaijerin kérki on juuri

9. Remodelatj extremitatea distald a firului de ghidare in conformitate cu practica opuH (1) UHTPORbIOCE ANA NPOBOLHUKA * TMaTOMa WM FeMOpPar|ecKkoe NPOABAEHIE C PEKOHCTPYKTUBHbIM XUpYPIUHECKIM 4. TpogBitHbTE NPOBORHUK A0 COOTBETCTBYIOLLEI NPOKCHMATbHOM MeTk. Koraa k?."“an laite d‘"l‘l arkoitettu - Ei saa steriloida ja/tai Vilti vaurioittamasta ohjainvaijerin haurasta kirked. Al tartu ohjainvaijerin Kirkeen ohjainkatetrin karjen proksimaalipuolella.
standard sau pregatiti urmatorul fir de ghidare care va fi utilizat. XpaHEHWE: XpaHUTh YCTDORCTEO B CyXOM, TEVHOM U MDOXTATHOM MECTe BMELLITENLCTBOM Wit 6E3 Hero; NPOKCUMANbHAR METKa ByAET Ha ypOBHE PUNEHOI PyuyKM FemMOoCTaTueckoro dyttdd uudelleen. poistaessasi sit annostelijasta. Huomautus: Kayta distaalisinta merkkia etéisyyden mittaamiseen 90 cm:n

10. Reintroducetj firul de ghidare urménd pasii de la 1 pana la 7 din aceastd sectjune. ) ! . ©  [UNOTEH3VA UK TUNEPTEH3NSA; KnanaHa, KOH4IK NPOBOAHKA OKAXETCA Cnerka NpokCUManeH no 0THOLIEHWHO K . BT N . 3. Ohjainvaijerin karkeé voidaan muotoilla varovasti vakiomenetelmia noudattaen, olkavaltimokatetria kdytettdessd ja proksimaalisinta merkkid etdisyyden mittaamiseen

Slslemele de tip sina (tehnica cu firul ,la vedere") MIOKA3AHIA K NIPUIMEHEHUII) * WHOUUMpOBaHYE; KOHLLY MPOBORHIIKOBOTO KareTepa. Noudata huolellisesti seuraavassa annettuja ohjeita siitd, miten ei saa toimia ja mikali tamé on kayttdindikaatioiden mukaista. Al4 kayta teravéreunaista 100 cm:n reisivaltimokatetria kaytettiessa.

. Cuplatj cateterul de ghidare/teaca si apoi inseraj un dispozitiv de introducere a RanHbiit npoBoAHvK Hi-Torque npeatastadeH AnA NPOBEAEHIA NPOLIEAYDbI YCTAHOBKM * VWEMUA WV UHQPKT, HE YKasaHHbIE B CTIACKE NPOYMX NOBOUHbIX SOOEKTOB; Mpumeyatme. Vicnonbsyiite camyto AUCTaNbHYIO METKY NP1 N0SMLIOHMPOBaHUN miten saa toimia. Néiden ohjeiden laiminlybminen voi johtaa verisuonitraumaan, muotoiluinstrumentia. 5. Kiinnita vantolaite.

firului de ghidare prin valva hemostatica atasata Ia cateterul de ghidare/teaca. KareTepos an 6%{”?:””0” Aunaraunm 8 npouﬁecce HPECKOXHON TP2HCAIOMYKNLHON * WHOADKT MAOKADTA; MPOBOAHUKOBOTO KaTeTepa A1A NNEesoro A0CTyNa Annkoit 90 ¢v u camyio 3:{]1:2:"?]'::2:::";:)“3“"'.“'393" .' 'lunlukua”en I méérlta‘\allazzzagzn Hydrofillipinnoitieella varustetut Hi-Torque-ohjainvaijerit 6. Vie ohjainvaijeri ohjainkatetrista/holkista kohdesuoneen lapivalaisuohjauksessa. Ohjaa
2. Introducey cu i exremitatea distald a firluf de ghidare prin dispozitivl de igrrive:g:ﬁcx::n& no;:o;:::)c();T:T’:ampTA); Kﬁ;osgg::: :szgnnﬁgmﬂﬁﬁﬁﬁgmef . EKK”KESMH; () ) gg;;::r:ﬁ:?&%?%momﬁn? SSLLMISHMDOBHHMM POReIOROrO KTETER syy lapivalaisuohjauksessa ja ryhdy tarvittaviin toimiin. Kéyta kohdeahtaumaan 1. Injisoi normaglia keitosuolaliuosta annostelijan kantaan ja kastele ohjainvaijerin pinta 3h|a|nva|]er| ‘eﬂnauman pﬁ'kk' vaantolgﬁteililsk { ohvainvaiieria. ohiainvaiier

introducere si in cateterul de ghidare/teaci. - *  bonb (B HOTe, CTyNHE, CTIMHE 1 (W) MECTE BBEAGHWA); - ! " oeese 1d 7 . kunnolla ennen ohjainvaijerin poistamista annostelijasta. 7. Jos tdssd vaiheessa on kdytettava eri kérkikokoonpanoa tai ohjainvaijeria, ohjainvaijeri
3. n cazul in care a fost utilizat ?m disp/ozitiv metalic de introducere a firului de ghidare, COBMECTUMbIMI CTEHTAMM B XOE N|EGHbIX MpoLeayp. * NIephopauuA Uik paspbis; 5. MoncoeavkwTe N0BOPOTHOE YCTPORCTBO. ) '_f“"‘“"e“ sopivaa ohjainvaijeria. 2. Poista ohja\invaijeriI varovlasti apnnosteli]asta ylli annjertujen valmisteluohjeiden vaiheen voidaan poistaa seuraavasti:

asigura-v c4 I-a indepértat inainte de a extrage sau de a continua manevrarea TIPOBOAHVIK TakKe MOXHO UCMONb30BaTh ANA AOCTIKEHUA U NEPECEUEHNS *  NOpaXeHue Nepudepuyeckoro Hepsa; 6. Mop PEHTTEHOCKONUUECKVIM KOHTPONEM NPOABUHbTE NPOBOAHUKOBMIA KaTeTep Al toimi seuraavasti: 2 mukaisesti. Jos ohjainvaijeri ei irtoa annostelijasta vaivattomasti, injisoi lisad a. Avaa hemostaasiventtiili ja putkisarjan huuhteluletku. Veda ohjainvaijeri hitaasti

firului de ghidare. NOPaXEHHOT0 y4acTka fnA 06ecneyeHna Nyt s COCYAE, YNPOLLIEHNA 3aMeHbI OAHOTO *  JIEroYyHan ambonus; w unb3y B BbIOPaHHbIiA COCYA. Bo BpemA NpoaBuKeHA NPOBOAHKKA Yepe3 « Ald tyonnd, kierrd, vedd ulos tai vddnna ohjainvaijeria, jos tunnet liikaa vastusta. normaalia keittosuolaliuosta ja yrita uudestaan. pois seuraten sen liikettd ldpivalaisuohjauksessa.

4. Introducetj progresiv firul de ghidare pana la marcajul proximal corespunzator. /UArHOCTAYECKOrO UM UHTEPBEHLIIOKHOTO YCTPOIICTBA AIDYTM, A TAKIKE Pagninyexia * 10YeyHan HeAOCTATO4HOCTb KaK OCNIOXKHEHYE NOCNE BBEAEHUA KOHTPACTHOMO BELLECTBa MOPaXEHHBIN y4aCTOK ynp T€ €10 KOHUMKOM C NOMOLLIbO NOBOPOTHOrO A nné ohjainvaijeria, jos sen kérki on juuttunut suonistoon. 3. Al4 aseta ohjainvaijeria takaisin annostelijaan sen jlkeen, kun se on poistettu. b. Sulie hemostaasiventtil ja putkisarjan huuhteluletku. )

Atunci cand marcajul proximal este aliniat cu butonul striat al valvei hemostatice, COCYAO0B B COCYANCTON CETH. (c Tepanuei, BKIKOYAA Anann3, un 6es Hee); ycTpoucrea. B . Alg |at§ ohjainva?jgn‘n kérkeéf pr(_)_lap§9ftune_eseen tilaap.“ o - 4. Jos hydrofiilipinnoitetun ohjainvaijerin pinta kuivuu, kastele pinta uudestaan 8. Muotoile ohjla|‘nva|‘|§n.n karki uudestaan vakiomenetelmaa kayttden tai vaimistele

extremitatea distald a firului de ghidare este situata imediat proximal fatd de NPOTBONOKASAHIA °  PECTeHos; 7. Ecnn Heobxomvma Apyraa KOHQUrypauua KoHuUKa uni apyroi MPOBOAHMK,  Ald aktivoi stenttia siten, etta vaijeri jaa verisuonen seinaman ja stentin valiin. normaalilla keittosuolaliuoksella. Tamé aktivoi hydrofiilivaikutuksen uudestaan. seuraava ohjainvaijeri. o o .

extremitatea distala a cateterului de ghidare. [laHHOE YCTPOICTBO HE MPeAHasHaUEHO [NA MCTIONb30BaHIA Ha KOPOHaPHOI Wn * ok YCTRHOBAEHHLIA NPOBOAHYK MOXHO H3BEds CrERIoMM 06pasoM: Toimi seuraavasti: Huolehdi siita, etté ohjainvaijeri kastellaan kokonaan ennen kuin se viedaan uudelleen 9. - Vie ohjainvaijeri uudestaan sisadn noudatiaen taman osan vaitieita 2-6.

Nota: Atunci cand utilizatj un cateter de ghidare brahial de 90 cm, folositi marcajul MO30BOW COCYIUCTOl CHCTEMe. * Hoynbr, a. OTKDOMTE TEMOCTATUNECKAi KnanaH U MarucTpans 1A NPOMbIBaHA « Tyonna ohjainvaijeria siséén- ja ulospéin hitaasti. sisaan interventiolaitteeseen. 10. Irrota vaantolaite ja ohjainvaijerin sisaanvieja ohjainvaijerista. o

cel mai distal ca reper pentru misurarea distante, iar atunci cand utilizatj un * TPpOM603; Ha maHugonsae. MEINeHHO USBNEKHTE NPOBOHAK, OTCAEXNBAA 6r0 - Varmista sijainti interventiolaitieen rontgenpositivisen merkin avulla. 5. Kun ohjainvaijeri on vedetty pois elimistostd, se on pyyhittava puhtaaksi keittosuolaan 1. Kiinnitd ohjainvaieri paikalleen samalla kun etenet interventiolaitteella ohjainvaijeria

cateter de ghidare femural de 100 cm, folositi pentru acesta marcajul situat cel NPEAOCTEPEXEHUA . * TOBPEXAEHNE TKaHN; MEPEMELLEHIE NPVt NOMOLL PEHTTEHOCKONMM, « Tarkasta Karjen sijainti lipivalaisuohjauksessa ennen ohjainvaijerin kasittelya, kastellulla sideharsolla ja pidettava markéna. pitkin ahtaumaan.

mai proximal. VCTPOIICTBO HE NPeaHa3HaueHo ANns NCN0Nb30BAHUA C YCTPOICTBAMM ANiA *  NPEXOALLIEE HapyLLEHE MOSTOBOTO KOBOOBPALLIEHNS, b.  3aKpoiiTe reMOCTATMUECKWI KNanax 1t MarucTpanb A NpOMbIBaHNA likuttamista tai vAAntAMiSti, KAYTTOOHJEET INTERVENTIOLAITTEEN VAIHTAMISOHJEET
5. Atasatj dispozitivul de rotire. arepakTomum. * BEHO3HaA TPOMBOIMBOMMA; makgonbaa. ) « Tarkkaile ohjainvaijeria lapivalaisussa vastusta imaisevan kirjen taipumisen varalta. Ohjainvaijeria pitkin sisddnvietavat jdrjestelmat (esilatausmenetelma) Ohjamvauerla pitkin sisaznvietavat jarjestelmat (esilatausmenetelma)

6. Sub control radioscopic, avansaij progresiv firul de ghidare in afara cateterului de YeTpoiicTeo npepaskayero TANbKO ANA OAHOPA30BOTO 1CMOMb30BAHIA. * acenoevte CTekut cocyna; 8. ismeHuTE GOPIY KOHu11Ka POBONHIIKA B COOTBETCTBIW CO CTaHAADTHOM « Kayta jatkuvaa huuhtelua poistaessasi ohjainvaijeria ja asettaessasi siti uudelleen 1. Tyonné ohjainvaileri varovasti interventiolaitteen ohjainvailerille tarkoitetun Pid ohjainvaijeria paikallaan samalla kun vedit interventiolaitetta pois pidennettya
ghidare/tecii si in interiorul vasului de sange ales. Utilizati dispozitivul de rotire pentru He NOANeXuT NOBTOPHOI CTEPUAN3ALMI N NCNONL30BAHNID. * CNa3m W YMEHbLIEHNE NPOCBETa COCYAR; 9 gemnmkom VI NIOATOTOBBTE K UCMONb30BAHMIO APYroM ”')0520’1;”*" paikalleen, jotta estat iiman padsyn katetrijariestelmédn. Suorita vaindot hitaasti Juumenkannan lpi. ohjainvaijeria pitkin.

a difa firul de ghidare astfel incat s traverseze leziunea. o - * YCWIEHUE NEPEMEXAIOLLENCA XPOMOTHI. T 0:5;‘:”3Jﬂoesr?g:;mo'lzz?p;o gﬂcc‘:g?m;?”;' i'gz:KTg'T"'r':' - ”:M"::m paspena. estidksesi ilman pésyn suonistoon ja/tai trauman. 2. Tyonna ohjainvaileria eteenpain kunnes sen Krki on juuri interventiolaitteen Karjen 2. Valmistele toinen interventiolaite vaimistajan ohjeiden mukaisesti.

7. Dacd este indicata o altd configuratje a extremitatji distale sau un alt tip de fir de TwarenbHo co6/HAANTE UHCTPYKLUN, NPUBEAEHHBIE B Pasaenax B NOAroToBKA K NPUMEHEHINIO 1 1' 3 AVHITE P yerp Y VIHTPOA P OT MMPOBOAHNIKA. *  Kun viet ohjainvaijeria uudestaan sisddn, varmista ettd interventiolaitteen kérki proksimaalipuolella. 3. Lataa laite ohjainvaijerin péélle ja vie sisaan Hi-Torque-ohjainvaijerijatketta pitkin
ghidare, firul de ghidare poate fi extras dupa cum urmeaza: «3anpeujaercs» n «Heobxonumo». HecobnioaeHne aTX MHCTPYKLMA MOXET MpOTUBOMOKA3aHYA, NPEAOCTEPEXEHUA U 0BNACTY PUMEHEHIA YCTPOICTB A - 3aQUKCUPYITE NPOBOAHIIK U NPOABMTaiiTE N0 HeMY YCTPORCTBO ANA liikkuu vapaasti suonen luumenissa ja ett se on samansuuntainen suonen 3. Jos toimenpiteessa kéytetian ohjainkatetria/holkkia, ota se kéyttion ja tyonnd ahtauman poikki.

a. Deschidetj valva hemostatica i linia de spalare din ramificatie. Retrageti lent NPUBECTH K TPABME COCYAA, NOBPEXAEHNIO Np or MHTEPBEHLIOHHOV! XVIpYPTI, COBMECTUMbIX C TPOBORHMKOM Hi-Torque, onucatbi 8 VHTEDBEHUVOHHOM XVIDYPri BHYTPb MOPAXEHHOTO yuacTka. seinaman kanssa. interventiolaite-/ohjainvaijeriyhdistelma hemostaasiventtiilin Ipi. Tyonna jérjestelmaa 4. Jatka toimenpidetta noudattamalla laaketieteellisia vakiomenetelmia.

firul de ghidare in timp ce i urmérit deplasarea sub control radioscopic. NPOBOAHIKA WS NOBPEXAEHII0 CTEHTA. TP BOSHNKHOBEHII OLLYLLEHNSA WHCTPYKUWAX, NPUAraeMbiX K 3TUM YCTPOMCTBAM. WHCTPYKLLIAW 10 3AMEHE YCTPOWCTBA ANA NHTEPBEHLIOHHOW XNPYPrUIA « Noudata erityistd varovaisuutta tydntaessasi ohjainvaijeria sellaisen stentin lapi, eteenpéin ohjainkatetrin/holkin lpi, kunnes se on hiukan proksimaalisesti Kiskotyyppiset jarjestelmt (paljasvaijeritekniikka)

b.  Inchidetj valva hemostatica si linia de spalare din ramificatje. . CONPOTMBAEHUA BO BPEMA BbINOSIHEHNA NPOLEAYPLI ONPEAEANTE Ero NPUUUHY Mepen UHTEPBEHLIMOHHBIM BMELLATENbCTBOM TLLATENbHO OCMOTPUTE BCE Cuctemb! py o TeSILHOM YCTaHoBKM joka ei ole kiinnittynyt endoteeliin, tai stentin tukirakenteiden lapi kaksihaaraiseen ohjainkatetrin/holkin karkeen nahden. 1. Pida ohjainvaijeria paikallaan samalla kun vedat laitetta pois ohjainvaijeria pitkin.

8. Remodelaff extremitatea distala a firului de ghidare in conformitate cu practica € NOMOLULIO PEHTTEHOCKOMUI Ul IPMNMUTE COOTBETCTBYIOLLINE MEPbI N0 &e NPEANONAragMOE K 1CMONb30BaHII 06OPYAOBAHNE, BKTI0UaA MHTEPBEHLIOHHbIE WHTGDBEHLNOHHOT0 YGTPOACTB Ha TOBORHH) . suoneen. Tama menetelma lisa potilaalle aiheutuvaa riskid, mukaan lukien riskia 4. Kirista hemostaasiventtiii tiivisteen muodostamiseksi interventiolaitteen ymprille. 2. Valmistele seuraava interventiolaite valmistajan ohjeiden mukaisesti.
standard sau pregatti urmatorul fir de ghidare. ! o yeTpanenutio. icnonb3yiite np Hauny YCTPOIACTBA, HA HaNMuue AEdEKTOB. Henb3aa UCMoNb30BaTh NOBPEXAEHHbIE 1. ViepxuBan NPOBOAHIIK HENOABIKHO, USBNIEKUTE YCTPOCTBO ANA ohjainvaijerin juuttumisesta stentin tukirakenteeseen. Varmista, ettd ohjainvaijeria voidaan viel likuttaa. 3. Lataa laite ohjainvaijerin pédlle ja vie siséén Hi-Torque-ohjainvaijeria pitkin ahtauman

S1)0 Eelntrod_uc_en firul df ghidare urmand p_a_sulde la 2 péné la 6 rfj_m lageasta:1 sectiune. NOAXOMNT ANA BMELATENLCTBA Ha AAHHOM NOPAKEHHOM y4acTKe. MHCTPYMEHTSI. ) Hg;er%:g:tlr:;Horogmiy;p?;c:goyﬁﬂmrxmm:gﬂagmﬂ;mg. O AROTOMET 5. Kinniti halutaessa véintolaite ohjainvaierin. o - poikk. S

. Extragetj dispozitivul de rotire si dispozitivul de introducere a firului de ghidare de pe 3anpewaerca: 1. TIORFOTOBbTE UHTEPBEHLMOHHOE YCTPOICTBO B COOTBETCTBUM C UHCTPYKLMAMM AP Mﬂl\lll)lzll'l ﬁ Bp o p pyp Onjainvaiieit ovat herkkia instrumentteia, ja it on kisteltava varovasti, Ennen kiytoa 6. Tybnna ohjainvaijeri ldpivalaisuohjauksessa ulos interventiolaitteesta pitden 4. Jatka toimenpidetta noudattamalla laaketieteellisia vakiomenetelmia.
firul de ghidare. « U3VEHATb NOTIOXKEHUE NPOBOTHIKA, A TAKKE NPOTANKUBATb, BPALLATH W 06 i G MHCTPYKU IPONSBOAWTENS. . ; T OV IMEntcd, ja va varovast. =neh £ interventiolaitetta samanaikaisesti tukevasti paikallaan. Ohjaa ohjainvaijeri ahtauman
e - I ) o p , P  BP npon3soauTend. 06A3aTenbHO NPOMOIATE NPOCBET ANA NPOBOAHIKA Nepes
11. Fixati firul de ghid: hidatj d | | de-a lungul | i . - 3. YcTaHoBuTe YCTPOMCTBO Ha NPOBOAHUK W NPOABUTAITE €10 N0 YAIMHEHHOMY ja mahdollisuuksien mukaan toimenpiteen aikana tarkasta ohjainvaijeri huolellisesti s e
- Fixatj firul de ghidare in timp ce ghidatj dispozitivul interventional de-a lungul lui si U3BNEKATb €10, ECAA 3TI ABICTBIA BCTPEYAIOT UPESMEPHOE COMPOTUBIIEHNE; BBE[IEH/IEM NPOBOSHYIKA B YCTPOACTEO. HicT taioumien. mutkien tai muiden vaurioiden varalta. Vaurioituneita ohiainvaiiereita ei poikki vééntolaitteella.

in interiorul leziunii. - BDALLIATH MPOBOTHYIK, ECAIM €10 KOHYMK 3ACTPT B COCYIUCTOM PYCTIE: 2 1 i MPOBOAHUKY Fil-10rquUe BAOML NOPAKEHHONO yuacTka. ; ; pumien, mutkien ! vaurioiden varata. vat Janvaijereita el 7. Kiinnita ohjainvaijeri paikalleen samalla, kun etenet interventiolaitteella ohjainvaijeria
INSTRUCTIUNI PENTRU PROCEDURA DE SCHIMBARE A DISPOZITIVULUI . CETIBNTY KDWY THOBOIY e B TPIBHPUBIAION COUTORNG s ToomOs B AHCHENGED R0 0% 0D, T0Ks K OB < o 4. TMpoRonXzifTe MELLATANLCTE B COOTBGTCTBAN OO CTAHRERTHOK METORAKO. e olinvalrin K0 vof ateuttaa suoneen vammoja pitkin ahtaumazn
INTERVENTIONAL o *  [I0MyCKaTb 3aXKaTVie NPOBOTHIKA MEXTY CTEHKOI COCYA U CTEHTOM NpU CEPIEUHIKA HE NOFBATCA W3-NOT ONNETKM. VI3BNIEKUTE MPOBOMHIK 13 AMCTIEHCED, MonopenbcoBLie cucTeMb! (TeXHMKa HOro p vaantolikkeen ep%tarkklfu?[a: . . 8.  Jos toimenpiteessa kaytetaan muuta karkikokoonpanoa tai ohjainvaijeria, poista
Sistemele de tip coaxial (tehnica de preincarcare) _ PacKpbITAM CTEHTA. NOTAHYB 3a CepeuHNK. CTapaiiTeCh HE MOBPEAUTD XPYNIKUii KOHUYK NPOBOAHNKA. W1 WHTEPBEHLIOHHOTO YCTPOiCTBA) § Vahvista ohjainvaijerin lapimitan yhteensopivuus interventiolaftteen kanssa ennen ohjainvaijeri varovasti seuraten sen liketté lapivalaisuohjauksessa.

1. Mentineti pozitia firului vde ghlqare in timp ce extragefj dispozitivul interventional HeoGxoaumo: He 6epuTe NPOBOAHYK 32 KOHUMK NP U3BNEYEHMN NPOBORHIKA U3 AMCTEHCEPE. 1. Ypnepxusas MPOBOTHUIK HEMOBINKHO, U3BNEKNTE YCTPOCTBO ANA var.SI.nalsvtla llﬁayﬁoa. - o o 9. Muotoile omamvauerm karlk[ uqus'gaan vakiomenetelmaa kayttaen tai valmistele
peste portiunea de schimb a firului de ghidare. ) o * OCYLLECTBNATH BCE MaHUMYNALIM C MPOBOIHIKOM (KAK IPOABIEHYE N0 3. TIpit HEOBXOMUMOCTI MOXHO aKKypaTHO NpUAaTh KOHYMKY NMPOBOAHMKA HYXHYIO VHTEPBEHLIMOHHOWN XMPYPritn N0 NPOBOAHNKY. . Ohjainvaijerin vapaa liike interventiolaitteen sisalla on tarkea ohjattavan ‘ seuraavaksi kaytettava ohjainvaieri. -

2. Pregaug celala;lt dispozitiv interventjonal in conformitate cu instructjunile COCYANCTOMY PYCTY, TaK 1 U3BNIEHEHIE) MEIIEHHO; (OPMY CTAHOAPTHBIM CNOCOBOM. Henb3s NCTIoNb30BaTh MHCTPYMEHTbI C OCTPBIMM 2. TloArotoBbTe CrieayioLLee YCTPOCTBO AA UHTEPBEHLMOHHOV Xupyprin B ohjalnval]erl]arjest_elman ominaisuus, koska sen _givu_l_l_e_i kéyttdjd pystyy paremmin 10. Vie ohjainvaijeri uudestaan sisaan noudattaen tdéman osan vaiheita 1-7.
producatorului. ) i o A ) « YTOUHATb MECTOMONOKEHUE VHTEPBEHLIMOHHOTO YCTPOICTBA N0 KpadAMu 4nA M3MeHeHUA GOPMbI KOHUVMKA MPOBOBHMKAE. COOTBETCTBUM C UHCTPYKUMAMM NPOUSBOAUTENA. hahmottamaan laitteen sijainnin. Testaa ennen kayttod, tuntuuko jarjestelméssa Kiskotyyppiset jarjestelmat (paljasvaijeritekniikka)

3. Incarcatj dispozitivul peste firul de ghidare si inaintati-l progresiv peste firul de PEHTTEHOKOHTPACTHBIM METKAM; 3. YcTaroBUTe YCTPOCTBO Ha NPOBOLHVIK 1 MPOMBUTAiiTe €ro N0 NPOBOMHIKY vastusta. Saada hemostaasiventtiia tai vainda se saadettavaan ventillin, jos se estaa 1. Ota ohjainkatetri/holkki kayttoon ja tyonna sitten ohjainvaijerin sisanvieja
ghidare de schimb Hi-Torque si de-a lungul leziunii. . Hi-Torque B/IONb MOPaXEHHOr0 y4acTka. B B ohjainvaijerin liiketta. ohjainkatetriin/holkkiin kiinnitetyn hemostaasiventtiilin I4pi.

4. Continuatj in conformitate cu practicile medicale standard. . [ponomxaiTe BMELLATENbCTBO B COOTBETCTBUM CO CTAaHAAPTHOW METOANKON.

Sistemele de tip siné (tehnica cu firul ,la vedere”) N - n Hi-Torque ¢ rmapo@unbHEIM NoKpbITUEM . Suomi / Finnish Valta hydrofiilipinnoitteen hankautumista. Graphical Symhols for Medical Device Labeling; [paguutn cumBsonn 3a eTukeTupane Ha meanLmHcKk ypeaw; Simboluri grafice pentru etichetarea dispozitivelor

1. Mentinetj pozitia firului de ghidare in timp ce extragetj dispozitivul peste firul de MEPEA MaHVMYALMEN, MEPEMELLIEHNEM W1 BPALLEHIEM KOHHIIKE MPOBOAHIKA 1. Tepen nseneyeHuem NpoOBOAHUKA 13 AMCTEHCEPa BBEANTE (U3MonOruyecKi - — — Al veda hydrofiilipinnoitettua ohjainvaijeria ulos &lika liikuttele sita metallikanyylissa tai pad | Ha STMKETKaX MeANLMHCKIX n3aennii; Laaketieteellisten laitteiden tuotetarroissa esiintyvat symbolit
ahidare. NPOBEPATH C NOMOLLIbIO PEHTTEHOCKOMMN NONOXKEHYE AUCTANBHOTO KOHUVKA pacTBOp YEPE3 NOPT Ha KOHLIE AMCTIEHCEPA, YTOBbI XOPOLLO CMOYHTH BCIO Hi-Torque Command 18 -ohjainvaijeri valtimon suonensisaista teravireunaisessa kohteessa.

2. Pregétiti urmatorul dispozitiv interventional in conformitate cu instructiunile MPOBO/HUKA B COCYAMCTOM DY, NoBEPXHOCTb NPOBOAHMKA. i
proguctétorului. P ! ! *  HabnionaTb 3a MPOBOSHIKOM G NOMOLLIbIO PEHTTEHOGKOMUM: BbIVIBaHVE KOHUMKa 2. OCTOPOXHO U3BMEKTE NPOBOTHIK U3 AUCIEHCEPA B COOTBETCTBIM C pallolaajennusta (PTA) varten HAITTAVAIKUTUKSET o S _ N o

3. Incarcati dispozitivul peste firul de ghidare si avansat-l peste firul de ghidare MPOBOAHIKA YKA3LIBAET HA HATM4WE NPENATCTBIA, PEKOMEHZALMAMM, NPUBEAEHHBIMI BbILUE B MYHKTE 2 pasaena «/1o4roToka k HUOT':III;)Ianetta saavat Kiytad ainoastaan kA, jotka on koulutetu angiografan ja .Siﬁraa‘."?’_?s%wte!.lg?n ‘.a”.‘ta" I__a_lﬁegn kayttodn mandoliisest littyvid haittavalkutuksia, Manufacturer; Mpou3soguTen;

Hi-Torque si de-a lungul leziunii. * TIOAEPXVIBATb NOCTOAHHbI/ TOK XKUAKOCTM BO BPEMA USBNEUEHWA 1 NIOBTOPHOTO MpuVEHgHIo>. ECIN Npyt U3BNeYEHMI NPOBORHIKA U3 SVICNIEHCEPA BOSHUKHYT ytia ! glogratian } Jotka elvat valtiamatta rajoitu nainin: Producator; Mpou3sonurens; Valmistaja Keep dry; Masere wa cyxo mAcTo; A se feri de Non-pyrogenic; Henuporeriex; Apirogen;

4. Continuatj in conformitate cu practicile medicale standard. BBO/IA NDOBOJHIKR, 4TOGE! NDEAOTBPATHTS NONAAHUE BO3AYXA B KATETep; 3ATDYIHEHIA, BBETNTE €UIE HEMHOTO QU3NONIOTMYECKOTO PACTBOPA 1 CHOBA vaftimon suonensisaisen pallolaajennuksen (PTR) suorttamisgen. + &ilinen sulkeutuminen umiditate; Bepeds or Bnar; Sailytettava kuivassa AnuporexHo; Pyrogeeniton

3aMEHATb UHCTPYMEHTbI MEMIEHHO, UTOBbI He AONYCTUTH MoNajaHtA Bosayxa B MONbITAITECH I3BNEU5 NPOBOTHMK. * Lue kaikki ohjeet huolellisesti ennen kayttod. Noudata kaikiia naissa «allerginen reaktio (varjoaine, laake tai ohjainvaijerin materiaali) ' '
p it / Russi COCYAMCTOE PYCNO 1 (W) MOBPEXAEHUA COCYAO0B; 3. He BBOGUTE U3BNEUEHHDI/ MPOBOSHIK 06PATHO B AUCTEHCED. ohlels_sa annetiuja varoituksia ja varotoimia. Niiden laiminlydminen voi johtaa «  amputaatio ta@ raajan menetys ‘ -
ycckuid / Russian * IpW IOBTODHOM BBSAEHIY NDOBOHUKA YGEUTCA, UTO KOHUHK MHTEPBEHLIMOHHOTO 4. ECIv NOBEPXHOCTb MPOBOAHYKA BbICOXTA, TO Y17 BOCCTAHOBNEHNA TUAPOQUIBHONO komplikaatioiin. ~ o o - aneurysma tai valeaneurysma verisuonessa tai verisuoniyhteyskohdassa Date of manufacture; fara Ha /.\
. YCTPOVICTBA PACNIONOXEH CBOGOKHO B MPOCBETE COCYAA U NAPANNENeH CTeHKe 30(.KTa NOKPLITUA CREAYET YBNAXHUTb NPOBOTHIK GU3UONOTIUECKAM +  Lisatietoa Hi-Torque-ohjainvaijerin kanssa kaytettavien interventiolaitteiden « angina pectoris tai sepelvaltimon iskemia, rytmihzirit (mukaan lukien ennenaikaiset MpowasoncTao: Data fabricatier: far 71\
MpoBopkuk Hi-Torque Command 18 ans YTA cocyna; kéyttdindikaatioista, kontraindikaatioista ja mahdollisista komplikaatioista annetaan dimenhannit. biscykardia. eteisen fai kammion kvkardia. el i kanmiovarna poussoncTeo; Data fabricatie flara
yna; aCTBOPOM. TLIATENbHO YBNAXHUTE NPOBOAHYK NEPes NOBTOPHBIM BBEAEHNEM B syddmenlyonnit, bradykardia, eteisen tai kammion takykardia, eteis- tai kammiovaring) ) .

NPEAOCTEPEXEHWA « COBMIOHATb UCKITIOUMTENbHYIO OCTOPOXHOCTS NPY NPOBEAEHIN NPOBOSHIKA Yepe3 EHTE BEH monur-iloe o7 OIS;ICTBO RoBOA nea n A niiden mukana toimitetuissa kayttoohjeissa. «  arteriovenoosi fisteli waroToBeHwA; Valmistuspaivamaara a Keep away from sunlight; Mazere ot cnbhuesa ~ ONLY  CAUTION: Federal (USA) Law restricts this

* NanHoe ycTPOWCTBO IOMXKHO MCMONb30BATLCA TONBKO BPaamH, 0BYUeHHbIMM HE3HAOTENM3MPOBAHHbIA CTEHT NI Yepe3 PacnopKi CTEHTa B y4acTKe Gudypkaumm 5. I'Iucn’; mssnequMﬂynpgsouHmka 113 Tena nauyeHTa CneayeT HavucTo NpoTepeTb KUVAUS « verenvuotokomplikaatiot, jotka edellyttavét verensiirtoa tai leikkaustoimenpidetté ﬁ;g;ﬁm&?i&gg;‘fg gfolj:gmg zﬂ?ﬁghﬁsgmm COMHEHHbIX Sﬁ‘ﬂfﬂmg a&%,‘};n”“”ﬁ';%g&%ﬁm"ﬂg Eﬂﬁ'gﬁlmaw
BBINONHEHVIO AHTUOTPAQUM U YPECKOXHOI TPAHCTIOMUHANHON aHTNONNacTK (4TA). cocyna. icnonb3osatue 3Toil TEXHUKY CONPAXEHO C AONONHMUTENbHBIM PUCKOM [NA NPOBOAHIK MapeBOii CandeTKOi, CMOUEHHOI CTEPUTIbHBIM (U3NONOTMYECKUM Hi-Torque-ohjainvaijeri on ohjattava ohjainvaijeri, joka on saatavana 210 ja 300 cm:n « vakava raajojen iskemia - ’ npoaax6ara Ha 1031 ypefa Aa ce U3BbpLUBA Camo OT

* Tepen wcnom%soaaHMeM BHUMATENbHO U3y4WTe BCE WHCTPYKLMU. Cobniopaiite NaLyieTa, BKTIYA PUCK YLIEMIIEHUA NPOBOTHIIK B PACTIOPKE CTEHTA. PACTBOPOM, 1 HE FOTYCKATb BHICHIXaHMA. pituisena. Distaalikirki on muotoiltava. Lisitietoa tuotteen teknisistd madrityksistd on « kuolema Batch code; MapTigeH Homep; ngmp W N0 HeroBa nopwkalAtentle Legea federa:ja
BCE npasuna be3onacHoCTI 1 Mepbl NPeA0CTOPOXHOCTM, NPUBEACHHbIE B tuotetarrassa (esim. vaijerin pituus, ldpimitta ja kdrjen rontgenpositiivisen osan pituus). * jdrjestelmén osan irtoaminen Codul lotului; Homep cepwu; Erakoodi — restrictioneazd comercializarea acestui aparat doar
aHHOI WHCTPYKLM, TIDEHEGDENEHUE NDAEMNaM BE30NACHOCTH 1 MEpavi MEPbI NIPES0CTOPOXHOCTI PEKOMEH[IALINA 11O NIPUMEHERUI ¢ Jerin piLs, apimita 2 Karlen rontgenpos " pitis) et i e ki tromboosimateraal i poep i (o cate s bo bara comensh Lt e

. o = CucTeMbl JOCTaBKU N0 (TexHmKa HOIl VCTaHOBKN 0,46 mm:n (0,018 tuuman) ohjainvaijerin proksimaaliosassa sijaitsevat olka- ja embolisaatio (ima, kudos, plakki, tromboosimateriaali, laite) ' m LA

NPEAOCTOPOKHOCTA MOXET NMPUBECTH K OCTOKHEHNAM IMpOBOAHNK — TOHKWI HCTPYMEHT, TpebyIoLuuil GepexHoro obpaleqna. Mepen P Y P P V! o htaleikk Contents (numeral represents quantity of penynpexaenue: GenepanbHoe 3aKoHOAATeNbCTBO Cl

. WHTEPBEHLMOKHOTO YCTPOWCTBA HA NPOBOSHIK) rmswaltlmomerklt avustavatohjamval]erln sualnnln médrittamisessd ohjainkatetrin dlalelkkaus — | Tep quantity a3PELLIAET NPOAAKY STOTO 06OPYIOBAHNS TONLKO

« TIpOBEPbTE WUHCTDYKLMU, MPUAAraEMbIE K APYTAM YCTPORCTBAM ATA BMELIATENbCTBOM, @ TakKe, 110 BO3MOXHOCTH, BO BPEMA BMELIATENbCTBA, BHIMATENbHO | Opcm P anepn P qg e 1 1D0CBET ATA NOBOZHMKG Ha Kirkeen nanden kaytetta ikkaa. Nama ohjainvaijerit ovat o kuume units inside); Cbibpxaniue (6poil eNeMeHT! B nakeTa); gpaﬂam pa ﬁo o %pennmcaHm%ﬂHuomiO' Vhoysvaliain

UHTEPBEHLYIOHHOIA XUPYPril, KOTOPbIE MNAHUPYETCA CMIONb30BATb COBMECTHO 0CMATPUBAITE NPOBOHUK Ha NPEAMET M3riGOB, NEperutos U ApyriX noBpEXIeHUy. p AUTE NPOBON pesp P AnA TiposoA hteensopivia vahintadn 90 m Jitkien (olkavattimo) tai 100 cm pitkien (reisivaltim « hematooma tai hemorraginen tapahtuma (joko korjausleikkauksen kanssa tai ilman sitd) Catalogue number; Karanoxen  Confinut (numarul reprezinta cantitatea de unitati din littovaltion lain mukaan tamén laitteen saa myyds vain

) z WHTEPBEHLIMOHHOM YCTPOIACTBE. yhteensopivia vahintdan 90 cm pitkie (0 avaltimo) tai 100 cm pitkien (reisivaltimo) 5 ) t K 6 yy
nposoaxukamu Hi-Torque, Ha NpeaMeT 06nacTu NPUMEHEHNUA 3TIX YCTPORCTB Henb3A ncnonb3osatb MoBpexeHHble NPOBOAHUKK. VICN0Nb30BaHHe HEMCMpaBHoro p . - tai i Homep; Numar de catalog; KaTanoxblit interior); KomnnekTauys (4ucno 0603Hauaet KonuyecTso 4akari tai laakarin maard i
C NPOBOAHNKAI Orque, Ha NpeaMer 0bnacTn NPUMEHEHNA TUX yCTPOICTB, 2 ohjainkatetrien kanssa. hypo- tai hypertensio p; g; il f I |dékari tai ladkarin madrdyksesta
IDOTUBONIOKA3AHAT 1 BOZMONHIX OCTOXKHEHMT, NPOBOHYIK MOXET NPUBECTY K NOBPEXAEHIIO COCYAA M (W) HENpPABUIbHOMY . TponBuraiiTe NPOBORHIK 4O TEX NOP, NI0KA €10 KOHUYIK HE OKAXETCA NPOKCUMAneH raetnen o I * infektio wowmep; Tuotenumero NPeAMETOB B ynakoske); Sisaltd (numero ilmaisee sisalla
BPALLEHIIO NPOBOTHIKA. KOHUVKY VIHTEBEHLVMOHHOTO YCTPOICTBA. Hydrofiilipinnoitteesta on merkintd tuotetarrassa. Kun hydrofiilipinnoite kastellaan, se ~ iSkemia tai infarkt. ofa e ole mainitty muissa haitiavaikutuks olevien yksikkojen maaraa)
ONUCAHKE ) lepe, UCHOTb30BZHIEN YGEUTECh B COBMECTAMOCTH AHVETD MPOBOZNKA ¢ 3. Tpyt MCNIONb30BaHNM NPOBOLHUKOBONO KATETEPA WA TMIb3bl YCTAHOBUTE KATETEp M lisé4 ohjainvaijerin pinnan luistavuutta. - g.m'.af‘a'k'{.‘ arkt, jota i ole mainittu muissa haittavalkutuksissa
oot oy i e e OO T T O NS 0BT oo T
- - ’ NPOBOJHIKOM YEPe3 TeMOCTATUUECKWi knanak. MPOSBuraiiTe CUCTEMY uepe3 i o i e B - © KOs ol o s

XapakTepucTIKK YCTPOMCTBA (B T. U. A7IMHA NPOBOJHMKA, €ro AMamMeTp 1 inHa CB0BOAHOE ABWXKEHUE NPOBOAHIKA BHYTPI NHTEPBEHLMOHHOTO YCTPOCTBA — LIEHHOE HEOBOEHMKOBW ﬁaTeTep W b3y 10 TEX Mop, fmﬁa oHa He 0Ka>KeT¥;ﬂ HgCKOJ'IbKO Ste;:'"t‘_ Ste”'_o'_ttu betetasterllmnmlla. Pyrogeeniton. Ei saa kdyttad, jos pakkaus on « kipu (sadri, jalkatera, selkd ja/tai sisaanvientipaikka) Use by; Toge 0; Valabil pana la; @ ) ) Consult instructions for use; Bikre

PEHTTEHOKOHTPACTHOTO KOHUMKA) YKa3aHbl Ha 3TUKETKE. NPEUMYLLECTBO CUCTEM C YNPaBNAEMbIMY NPOBOAHUKAMM, NOCKOMbKY AAET XMpYpry MPOKC/MATbHee KOHUUK NPOBOBHIKOBOTO KaTefepa r—— avattu tai vaurioitunut. « perforaatio tai repedmé cnonb3osarb fo; Viimeinen kayttopaiva Do not use if package is damaged;

T : 4t Aytiista laitetta ei voi Kyt i i il sitd ei o perifeeri i He Wanonasaiite, ako nakerst e nospener: N utizafi daca  YMHCTYKUAMTE 3a ynoTpeba; Consulta nstructiunile de

MeTkvt f11 7EUeBOro U GEAPEHHOTO AOCTYNa, PACTIONOXEHHbIE B NPOKCHMATLHOM BXHYI0 TKTUbHYH MHGOpMaUWto. Mepen ucnonb3osaHuem npoBepsTe cucTemy Ha 4. 3aTAHWTE reMOCTATAYECKUII KNanaK, UTOGbI 0BECNEUUTH repMETU3ALMIO BOKDYF Tata kertakaytoista latetta ei voi kayttad uudelleen toiselle pofilaall, sila sita ef ole perifeerinen hermovaurio ambalajul este deteriorat: He e e ynakoska  Utiizare; O3HaKoMBTECH C MHCTDYKUMAMI N0

cermeHTe npoBoaHuKa Anametpom 0,46 mm (0,018 proiima), nomoratot Hanuume conpoTusneHyA. OTPEryupyiTe Ui 3amMeHuTe reMoCTaTieckuii Knanas, VHTEPBEHLMOHHOIO YCTPOACTBA. YBeaUTeCh B OTCYTCTBUM CONPOTUBNEHIA MY suunniteltu toimimaan kayttotarkoituksen mukaisesti ensimmaisen kayton jalkeen. ° keuhkolemboha . . - . X o X nospexneHa; Ei saa kayﬁaa jos pakkaus Oh vaurioitunut npumeHeHnio; Katso kayttoohjeita
€CNY OH CO3AAET CONPOTUBNEHNE ABWKEHNIO MPOBOAHIKA. Toistetun kayton, puhd|stuksen ja/tai uudelleensteriloinnin olosuhteiden aiheuttamat * munuaisten vajaatoiminta tai insuffisienssi, joka on sekundaarinen varjoaineelle (joko ’ ’

N03MLMOHNPOBATb NPOBOAHNK OTHOCUTENBHO KOHUMKA NPOBOAHIKOBOO KaTetepa p p ABUKEHIN MPOBOJHYIKA. 0 /tal rlioinr | jddioilt " o

NPV 1CNONb30BAHIN TEXHVKI NOCNEA0BATENbHOTO BBEAEHA NPOBOAHYKA 1 KaTeTepa. He nonyckaiite noABREHYA LapanuH Ha ruapoGuUIbHOM NOKPbITUM. 5. lpu HEOBXOVMOCTI NOACOEANKUTE K NPOBOTHYKY NOBOPOTHOE YCTPOACTBO. muutokset m fysikaz ja/tai kemiallisissa ominaisuuksissa saattavat hoidon kuten dialyysin kanssa tai iman sit) B

3T NPOBOAHUKI COBMECTUMbI G HNPABNAIOLIMIMIUA KATETEPaMU ANUHOT HE Metee He nepemewuaiite NPOBOAHYK C TAPOGWLHbIM MOKPHITMEM BHYTPU METaNAUMYECKOi 6. Mo KOHTPONIEM PEHTTEHOCKOMMI BbIABUHbTE MPOBOMHUK U3 YCTPOWCTBA ATA heikentaa mallin rakennefia ja/ta materiaaleja. Tamd voi johtaa ahtaista aukista ja/ * restenoosi Do not reuse; He u3nonasaiire | GW INTRODUCER |

90 cm (A nnevesoro noctyna) unu 100 oM (nA GeAPeHHOTo AOCTYNa). KaHion 1k 0GbEKTOB C OCTPLIMIU KpasMi VHTEPBEHUMOHHOI XVDYPU, 3aQMKCUPOBaB MOGTBAHEE B HYKHOM MEcTe tal tloista johtuvaan kontaminoitumiseen seki laitteen vanentyneeseen turvallisuuteen * sokki nosTopHo; A nu ¢ reutiiza; flna Guide Wire Introducer;

u o P paami. ’ ° . ia/tai toimintakykyyn. Alkuperi i i i johtaa virheel « aivohal 0[IHOPa30BOro Mcnonb3oBaHus; Ei saa n - Dispozitiv de introdi firului AUTION: Iti ions f I

Hanuuue rAPOGUIbHOTO NOKPLITUA OTMEYEHO Ha ATUKETKE YCTPOMCTEa. BO BAAXHOI Bo BpeM#A NPOKBINKEHNA NPOBOSHIKA YePE3 NOPAKEHHbI y4aCTOK yNpasnsiiTe ero ja/tai toimintakykyyn. Alkuperdisten tuotetarrojen puuttuminen voi johtaa virheelliseen aivohalvaus Kavitas dudell HTpoAtocep Ha Bofad; Dispoxzitiv de introducere a firului - CAUTIO! : Consult instructions for use for

CPEIE TWDOUALHOE NOKPbITHE CAYIT CAZKO/ MOBEPXHOCTA nposon'HMKa HEXENATE/IbHbIE NOCNEQCTBNA KOHUMKOM € OO0 NOBOPOTHORD YCTPOACTBA kayttoon ja estaa laitteen jaljitimisen. Alkuperaisen pakkauksen puuttuminen voi johtaa «  tromboosi aytlaa uudelieen de ghidare; HTpopbiocep AnA nposoaHuka; Ohjainvaijerin warnings and precautions; NMPEQYNPEXAEHUE: Buxte

‘ BO3MOXHbIE HEXeENaTeNbHbie MOCNEACTBYA, CBA3AHHbIE C MCNONb30BAHIEM AaHHOTO 7. BaiKcApyITE NPOBOTHHK B HYXHOM MECTE, OTENEXHEAA NONOKEHME YETDOiCTBa laitevaurioon, steriiliyden menetykseen ja potilaan ja/tai kayttajan vammautumisriskiin. « kudoksen vaurioituminen Sisaanvieja VIHCTPYKUUWTE 32 yNOTPE6a 32 MPERYNDEXASHIATa 1.

(DOPMA BbINYCKA 11 KOMIUTEKTALIA YCTPOCTBA, BKHOUIOT, HO HE OrPaHNYMBAIOTCA CReAYIoMMA: ’ o ' Lt v L R ) R «  TIAkohtaus npeanasxute mepku; ATENTIE: Consultati instructiunile

JNA UHTEPBEHLMOHHOM XMPYPriA Ha NPOBOMHUKE U BHYTPY NOPAXEHHOTO yyacTKa. Sisiiltd — Yksi (1) ohjainvaijeri, yksi (1) vaantolaite, yksi (1) ohjainvaijerin sisaanvieja de utilizare pentru avertizdri 'si masuri de precautie;

CTepunbHo: CTEPUTH30BAHO SNEKTPOHHEIM 061y4EHUEM. ATUPOTEHHO. * OCTPOE 3aKPhITUE COCYAA; 8. Ecnv HeoBXomuma Apyras KOHQUIYPaLUa KOHUMKA Ui APYroi NPOBOMHUK, Siilytys — Sailytettiva viiledssa, pimeassa ja kuivassa paikassa + laskimotromboembolia % BHIIMAHIE: npepynpexagtinA  meps! -

He vcnonb3oBatb, e HapyLueHa repMeTUYHOCTb YNaKoBKY. QINepryveckan peakuma (Ha KOHTPACTHOE BELLECTBO, SIEKAPCTBEHHII Npenapar, ’ 0CTOPOXHO U3BNEKUTE MPOBORHIK, HABAIOAAR 32 €r0 NEpeMeLLEHYEM C noMoLLbi0 I ' ) * suonen dissektio ) Do not resterilize; Percutaneous transluminal angioplasty; MPELOCTOPOXKHOCTA CM. B MHCTPYKLMAX N0 NPUMEHEHNIO;

370 YCTPOICTBO NPEAHA3HAYEHO ANA OFHOPA30BOTO UCMONb30BaHUS. MOBTOPHOE MaTepuan NPoBORHIKA); PEHTFEHOCKONMI. KAYTTOINDIKAATIOT ! ! ) * suonen spasmi tai vastaliike He crepunuswpaitre noBTopHo; A nu se MepkyTaHHa TpancayManta aHrvonnactuka; Angioplastie  1UOMIO: Katso varoitukset ja varotoimet kéyttoohjeista

NPUMEHeHUe AA NPOLERYP C APYTM NALUEHTOM 3aNPELLIEHO, NOCKObKY Nocne * aMNyTaUwA WM NIOTEPA KOHEUHOCTH; 9. Vl3MeHuUTE (GOpMY KOHYMKA IDOBOZHMKA B COOTBETCTBYM CO CTAHAADTHOI Tamé Hi-Torque-ohjainvaijeri on tarkoitettu avustamaan pallolaajennuskatetrisn + lisaantyva katkokavely. resteriliza; He nopnexut nOBTOpHoit transiuminala percutanata; YpeckoxHan

i Gopmy POBOA Aap It llol t teen (PTA! TG crepunuaauuy; Ei saa steriloida uudelleen ;

NepBOro NPUMEHEHWA OHO YTPauNBaeT HeOBXOAMMblE (YHKLMOHANbHbIE CBOICTBA. *  aHeBpM3Ma 1NN NOXHAA aHeBpM3Ma COCYAa N B MECTe COCYAUCTOr0 JOCTYNa; METOANKO/H WA NOATOTOBLTE K NPUMEHEHMIO APYTOW NPOBOGHUIK. sisaanviennissa vaitimon suonensisaisen pallolaajennustoimenpiteen ( F ) VALMISTELU KAYTTOA VARTEN p Lan; TPaHCAIOMMHaNbHaA aHrvonnacTuka; Valtimon

13MeteHUe MEXHUMECKIIX, QUBUMECKIX U (Wnit) XUMUUECKUX CBOTICTB BCEACTBUE CTEHOKApAVA WK KOPOHApHAA MLLEMWA, apUTMUA (BKMIOYaA PaHHIOK BKCTpacuCTony, 10. BBeMITe NDOBORHYIK NOBTOPHO B COOTBETCTBII € NYHKTAMU 1—7 AGHHOTO Pa3nena. aikana sellaisiin vattimoihin kuten reisi-, polvitaive- ja polvitaipeen alapuoliset Hi-Torque-ohjainvaijereiden kanssa yhteensopivien interventiolaitteiden kontraindikaatiot, suonensisdinen pallolaajennus ) .

MOBTOPHOTO MPUMEHEHNA, OYMCTKI 1 () NOBTOPHOIA CTEPU3ALIM MOXET 6pATMKAPaVIO, NPEACEAHYIO WM XKENY0UKOBYIO TaXxUKApaUio, NPeAcepaHas valtimot. Tita ohjainvaijeria voidaan kayttaa myds yhteensopivien stenttien kanssa varoitukset ja kéyttoindikaatiot on kuvattu kyseisten laitteiden mukana toimitetuissa : Authorised representative in the

NPUBECTU K HAPYLLEHNIO |.’lenocmocm YCTPOCTBA 1 (WIA) PA3PYLLEHINIO MATEPUarIoB d)m6pvmnﬂuvno‘ WK GBPUNNALVIO KENYLOUKOB); Y MoHopenkcoBLE CHCTEMEI (TEXHMK TEfbHOrO v " hoitotoimenpiteissa. kaynéohjeisjsa g -E Eoean Commémlty; e eaniant s

p ) k ) VHTEPBEHLLMOHHOTO YCTPOINCTBA) Ohiainvaiieria voidaan kiyttia kohdeatt A5cnmicann | it . Sterilized using | TORQUE DEVICE | EBponeiickara o6LiHocT; Reprezentant autorizat in

V3 KOTOPbIX OHO GREN2H0, LTO, B GBOI0 046PEy, COCOGCTBYeT 3arpAHeniio * 3pTEpHOBEROSHAA QuCTYna, 1. YCTaHOBUTE NPOBOAHUKOBBI KATETED W FWNb3Y, NIOCAE YEro BBEAUTE Jainvailera vodaan kayttaa kohdsantaumaan padsemiseen ja sen yiitamiseen, Kaikki kaytettavat laitteet interventiolaite mukaan lukien on tarkistettava huolellisesti irradiation; CTepunuanpar ¢ 06buBate; Torque Device; Ypen Comunitatea Europeand, VnonHoMouerHbi Abbott

(HOULMPOBAHUIO) YCTPOVCTBA N0 NPUUVHE 06PA3OBAHNA Y3KUX LLeneit 1 (Mni) *  TemoppariyecKme OCNOXHEHA, TDEOYHOLLME NEPENVBAHA KPOBM WA XMPYPIYECKOrO VHTDOMBIOCED [T NPOBOTHMKA YEDE3 TeMOCTATUHECKATE KNanaH, NOMCOEUHEHHbIA K muodostamaan reitti verisuonistorakenteen sisalle, avustamaan yhden diagnostisen tai vikojen varalta ennen interventiotoimenpidetta. Viallista laitetta ei saa kéyttaa. Sterilizat prin iradiere; CrepinuaosaHo 3a BbpeHe; Dispozitiv de rotire; MOBOPOTHOE YCTPOVICTBO; npencrasutens B EC; Valtuutettu edustaja Euroopan

HafpbIBOB, CHXAET 6E30MaCHOCTb NPUMEHEHIA YCTPOCTBA U (W) YXYALIAET ero BMELLATENbCTBa; ! interventiolaitteen vaihtamista toiseen ja madrittamaan verisuoniston sijaintia. nanyuenven: Steriloitu sadettamalla Viantolaite Yhteisossa

YHKUVOHANbHBIE CBOMCTBA. OTCYTCTBIE OPUTMHANBHOI MapKUPOBKYM MOXET CTaTb *  KpUTUYECKAA MLUEMIA KOHEUHOCTEN; MPOBORHIKOBOMY KATETEPY WA TMNb3E. Y i
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Label Type

Languages Appearing
on Label

PPL2122004-02

IFU, Addendum, GW, Hi-Torque Command 18, Rev. A
PTA, CE Page 1 of 1
International
e English e Russian
e Bulgarian e Finnish

¢ Romanian

Note: Controlled content is contained in PPL2122004 (2019-02-13).

Generic Specification

Dimensional
Requirements

Material Requirements

Deliverable

Ink Color

Receiving Inspection
Requirements

Artwork Date
Label Control Level

Barcode Scans

See PK2011944 for requirements not listed below.

Insheet style
Adhesive-backed label: 4-9/16” -1/16” W x 5-3/4” -1/16” L
Inside leaflet: 25-7/16” W x 10-15/16” L folded to 3-1/4” W x 5-1/2” L

Paper: 40 Ib. Opaque offset, white
Label: 0.002” clear polystyrene
Adhesive: Fasson S 1000

Liner: 44PK

Single Insheet style IFU on a liner 4-7/8” +1/8” W x 6-1/4” £1/8” L

(for reference only)

PANTONE Cool Gray 11 U

Inspect PANTONE color to swatch.
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