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Enalish structure, facilitate the substitution of one diagnostic or interventional device for another, and to distinguish reactions to anticoagulation, or antiplatelet drugs Bwxre pasnen MOArOTOBKA 3A YINOTPEBA 3a 0] Kak fia n *  [Ipyrin CXEMUYHI ChCTOAHNA/MHDAPKT Romana / Romanian
nglisi the vasculature. Vascular access cgmphcatlons which may require transfusion or vessel repair, including: Reference Abbott website for patent markings: www.abbott.com/patents 13nonasare ToBa U3AENNe, 32 A4a CTe CUTYPHU, Ye TO paboTy No NpefHasHaveHue. Hecnassareto 0 Vlcxemus Ha ThKaHu/oprasm * Nulasatj extremitatea firului de ghidare in stare prolabatd.
K ™ CONTRAINDICATIONS g /lilgggg:/ Kb iy psellﬁrsg ouryar, A d‘sse;eggpe;g%g%gwgr?g%&) ) Ha NpeaynpexaeHnATa, noCOYEHN Ha TO3M ETUKET, MOXeE fia I0BE/e 0 NOBPEfia Ha NOKPUTUETO Ha 0 Hekpo3a Ha Tbkatu . ™ +  Nu amplasatj stentul astfel incét sa se blocheze firul intre peretele vasului si stent.
H | -To rq u e c 0 m m a nd The Hi-Torque Command™ Guide Wire is not intended for use in the coronary or cerebral vasculature. . E%‘é‘ﬁﬁﬁ‘{g-’} . p s g]géczatAegb% ;ragﬁrgzg tgf FEE: xggﬁ group of companies. Egaeg:l;;sh Lag;ég; g;{smpgﬁgam gzaﬂegggrr MOXe a Cb30age HyXAa 0T XUpyprudHa Hameca i g gg%ga F—— H | -TD rq u e c o m m a n d Indmﬁ]‘llrluduceu < retrget et frul de ghidare,
ism (air, tissu u ic material, or device) . . - . i i i itei
H H WARNINGS : ) ) « Target artery comphcahonspwt?lch may require additional intervention, includin bbnrapcku / Bulgarian M veeman N i i Yiize marcalul radioopac o tspoztivuut ntervenonal penty confimiarea pozfe.
This d d a1 g: 0 A6cuec Ir e I a re *  Vizualizatj radioscopic deplasarea extremitdtji firului de ghidare inainte de a manevra, deplasa
is ; eylce is not eS|‘gne' for use with amerleclomy devices. o Total occlusion or abrupt closure CneppailTe CTPUKTHO Te, nop, ,,Hukora“ n , Bunarn“ no-pgony. 0 Cencuc/MHpeKUus, BKIKUMTENHO 6aKTep|neMmﬂ/umyan/cenmuemwﬂ sau rofi firul de ghidare.

CAUTIONS The lifetime of the device is the labeled shelf life. This device is designed and intended for ONE TIME 0 Arteriovenous fistula, pseudoaneurysm, aneurysm, dissection, perforation / rupture H H T c ™ Hecna3saHeto um Moxe 1a i0Be/ie 10 TPABMa Ha Cb/a, NOBPE/ia Ha BO/jaua, 0TAeNAHe «  Bbbpeda 1w Gb6peHo ATENTIONARI «  Urmarit radioscopic firul pentru a depista indoirea varfului, acesta fiind un semn care indici

Thi " . USE ONLY. Do not resterilize and / or reuse. The safety and effectiveness of this device have not been 0 Embolism (air, tissue, plague, thrombotic material, or device) I- 0 rq u e 0 m m a n Ha BbpXa Ha BOAA4a MAM NOBPEaa Ha CTeHTa. AKO B aileH MOMEHT NouyBCTBaTe CmbpT " Acest dispozitiv trebuie utilizat numai de catre medici ializati in angi ie si intdmpinarea unei rezistente. '

anlgsl dpelme ?P_?_U;d be used only by trained in and p established after being reprocessed for multiple uses. 0 Artery or stent thrombosis CbNPOTUBNEHNE, p anop KOHTPON W B3emeTe D,UKnAleAHE HA CTPAHIHIA EQEKTI transluminala percutanata (ATP). ; ’ « Mentinetj o irigare continua in timp ce scoatefj i reintroducetj firul de ghidare, pentru a preveni

ZAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. OBSERVE ALL WARNINGS AND PRECAUTIONS Use extreme caution and careful judgement in patients for whom anticoagulation is not indicated. 0 Eéz”sgf':pgfsﬁs’e"“'s Bo aayvy W MOXORAL 30 1o Mpaa NEowA. Te Bonasa, koito 33 BCEK COPHO3EH VHLITEHT, BL3HYKHAN BB Bb3KA ¢ T03M BG4 HiTorque Command™, noTpeeHTensT CITITI CU ATENTIE TOATE INSTRUCTIUNILE INAINTE DE UTILIZARE. RESPECTATI TOATE pétrunderea aerului in sistermul de cateterizare. Efectualj schimburie lent, pentru a preveni

NOTED THROUGHOUT THESE INSTRUCTIONS. FAILURE TO DO SO MAY RESULT IN COMPLICATIONS. If contrast agents are used, use extreme caution in patients who have had a severe reaction to contrast o Claudication ’ W/WIW N2LIMEHTST TPAGBA A2 AOKNALIBA Ha MPOVSBOZVTENA U KOMIETEHTHAA Oprai Ha esponeiickata AVERTIZARILE $I MASURILE DE PRECAUTIE DIN ACESTE INSTRUCTIUNL. IN GAZ CONTRAR, . Eatrunderga aeruli sll/sag prﬁ%ucerea de raumatisme.

Refer to the instructions supplied with any interventional devices to be used in conjunction with agents and who cannot be adequately premedicated. Y hromb: li 1 1 NPEAVIIPEXIEHINA Huora: [AbPXaBa UNeHKa, B KOATO NOTPEGUTENAT W/ NaUMEHTLT € PErucTpypaH. POT SA A.MHA COMP."'CAT". P . " 5 ok g a reintroducerea firlui de ghidare, asigurati-va ca exremitatea distala a dispozitivului

the Hi-Te C d™ Guide Wire, for their intended traindicati d i ) fenous thromboembolism (including pulmonary embolism) Tosa napenme TpAGBa Aa Ce NINON3Ba CAMO OT NEKAgN, KOMTD Ca 0GYveHM 53 GHTAOMpabAA n _ _ _ _ Consultatj instructiunile furnizate cu orice dispozitive de interventie care urmeaza s fie utilizate interventional se poate deplasa liber in interiorul lumenului vascular si cd este paraleld cu

cnmpllic::illll:\es ommand™ Guide Wire,for thei intnded uses, contraindications, and patenta Persons with known history of alergies (o any of the components of this device listed below may sufer . Eypoﬁens;on / hypertension h nepkyTaHHa rpall:mymnuanua anrmonnactuka (PTA) - g auruorpa : E:nggzﬂeé::eﬁwame € BLTEHE, HE USTRMIAVTE 1 HE BBYTETE B0, KOWTO Cpea MOJTOTOBKA 3A VIOTPEBA impreuna cu firul de ghidare Hi-Torque Command™, pentru utilizarile prevazute, contraindicatjile si peretele vasului de sange. '

I ns. . an allergic reaction to this guide wire: stainless steel, nitinol (nickel-titanium alloy), platinum-nickel + Peripheral nerve injury, neuropathy . o g MpoTuBonc i complicatiile potentiale. ’ ’ ’ «  Procedati extrem de atent atunci cand deplasati un fir de ghidare prin interiorul unui stent

This Instructions for Use (IFU) as per European Regulation (EU) 2017/745 can be found on the Abbott alloy, polytetrafivoraethylene (PTFE) coating, Microglide™ Coating, tungsten polymer sleeve, urethane, + Other ischemic conditions / infarct BHUIMATENIHO NPOYETETE BCUYKI IHCTPYKLUAN NPEQN YMOTPEBA. CbE/THOIABAITE * He Bbprete Bofaua, ako BbPXbT Ce 3afneTe BbB BACKyNaTypara. cbBMecTUMY ¢ Bogadu Hi-Torque commandw Ca OMUCAHI B MHCTPYKLWAUTE, NPEA0CTABEHM ChC Aces':e inélrucll]iuni t}e utilizare (IDU) conform Regulamentului european (UE) 2017/745 pot fi gasite pe neendotéhzat sau printre barele de compﬁmaré ale unui s%em in |r’|Jtenoru| unui vas de sange

eLabeling website at vascular.lFU.abbott. polyvinylpyrrolidone (PVP) coating, tin-silver alloy, gold-tin alloy, and epoxy adhesive. Prior to its use on 0 Tissue/ organ ischemia BCUYKI NPEAYNPEXAEHIA 11 NPEANASHI MEPKIA, TOCOYEHI B HACTOALNTE * He ocrassifTe Bbpxa Ha BOflaua 8 NPONabupanc nonoxeHue. ite-ul web Abbott eLabeling | JarelF potiigastte p bifurcat. Utilizarea acestei tehnici implica riscuri suplimentare pentru pacient, incl ]

DESCRIPTION ; ) g e oot b . o Tissue necrosis WHCTPYKLII. HECMIA3BAHETO 1M MOXE [1A IOBELE 10 YCNOXHEHWIA. « He pasrpbluiaiiTe CTeHTa Taka, 4e BOTa|bT /1a Ce 3aKTeLLIM MEXy Cb0BATa CTeHa I CTEHTa. CHOTBETHATE YCTPOUCTER. site-ul web Abbott eLabeling la vascular elFU.abbot. P ri suplimentare pentru pacient, inclusiv riscul ca

F P ) o ) _ the patient, the patient should be counseled on the materials contained in the device, and a thorough Tosa u3envie e C XAPOGUAHO NOKPUTUE B AMCTATHA Kpail Ha U3RENKETO. 3a TOBA Kak 4 NOArOTBHTE DESCRIERE firul de ghidare sd se agate in barele de comprimare ale stentului.

The Hi-Torque™ Guide Wire s a steerable quide wire available in several lengths and diameters. The distal tip history of allergies must be discussed. 0 Uleer ) BUXTE WHCTPYKUMHTE KbM OTZENHUTE UHTEPBEHLIOHATHI UAEANS, KOUTO e Bunaru: e T A y R o . e Hi » e diriabil disoonbilin mai i + Incazul'i care un al doilea fir de ghidare este amplasat intr-o ramur de bifurcare, avej in

is shapeable. Refer to the product label for product specifications (e.g., wire length, diameter, and length of This device has a hydrophilic coating at the distal end of the device that increases the lubricity of the - {\““‘e :'mbl ‘chem'ﬁ; ic including post-orocedurl W3NON3BaT 3aeaH0 ¢ Bosaua Hi-Torque Command™, 0THOCHO TAXHOTO Npe/Ha3HaueHue, « BbBEXAVITE HANDEA M USTEMAViTE BOgaya 6aBHO. IHGOpMaLMA. PG 11 78 CTE CHTYPrA, 46 PECOTI MO TPGAASHAUEHE, BIDCTE CnEAara Ewe%eng?elgaé%gllaT(;rs[ig%mt%:‘l;I:nCﬁt;#:ulgt:{?g{iﬁg‘!ﬁabp()gfsmnllléll‘JmnTl?:zllTa]uslmechJ\ggmlg ;‘é‘é‘??ﬁ.'a’e vedere faptul ca poate fi necesara refragerea acestuia inainte de desfasurarea stentului, din

t'F radiopacity). . X T ) X i quide wire surface for a length as specified in the table below; this device has hydrophobic coatings at un ECA%ZC;SDSW and systeric (including post-procedura) " * iTe peHr Mapkep Ha n3penue, 3a pa TIpe MHTEpBEHLVOHTHATA MIpOLeTypa NPT ame @TENHO 32 FIEYeKTU LUTOTO 060 (de ex., lungimea firului, diametrul frului si lungimea zoﬁei md\oopacepde la mve?ul extremitatii distale) oauza existente riscului suplimentar ca acest al doiea fir 52 ie prins infr peretele vascular

Hi-Torque Extendable Guide Wires: Some Hi-Torque Guide Wires have a modified proximal end that permits the the proximal end of the device that enh h p i - " . " . Hacroswute nHCTpyKuMM 3a ynotpea (IFU) cbrnacHo EBponeiickus pernament (EC) 2017/745 MOTBbPAVITE NO3NLIATA. " PBEHL POUEAYDA NIDEMMENANTE LL K u PYABaNE, KOETO LLE I A " _ PR A $i stent.

uide V 3 - | I N proximal end of the device that enhances the penetration capacity and provides good torque control 0 Sepsis / infection including bacteremia / cellulitis / septicemia PED: D P! o C€ 13Mon3sa, BKIOUUTENHO 3nenve. He eDEKTHO i Fire de ghidare extensibile Hi-Tc Unele fire de ghidare Hi-T

attachment of the DOC ™ Guide Wire Extension. Refer to the product label for Guide Wire Extension system for lengths as specified in the table below: + Contrastinduced renal msuffic i P Morar ia Gbaar HavepeHy Ha yebcaiiTa Ha Abbott eLabeling Ha aapec: vascular.elFU.abbott. . 0 Ha Bbpxa o ¢ KOHTPOR, Mpea Maunynupatie, A g A Fire de ghidare extensibile Hi-Torque: Unele fire de ghidare Hi-Torque au o extremitate proximala modificatd, -

compatibilty. Joining the quide wire extension to the guide wire facilitates the exchange of one interventional + Gonrastinduced renal nsuffiiency or renalfalre OMWCAHME TDEVECTEGHE U1 BB Ha BOE :’ 0"#“”"' . care permite atasarea unui gl’f‘“"g"“’ boc™ ] ?' “E“'”'h"g gh‘d&’e CO”SU"IaU ET{ChEI‘a g’“ﬁ“z“'“‘hpgmml - LIMITARI

device for another, while maintaining guide wire position in the anatomy. After the interventional device " " - " " . KWI0T0 M0g ¢y JNICKY KOHTPON 32 NIPErbBaHE Ha BbpXa, KOETO & 3HaK - MMoproTBeTe HTEPBEHLMOHANHOTO U3eNVe Cropea Ha comp: Lemull | Ing Inuiul de ghidare. Alagarea prelungitorulul firulul de ghidare 1a firu i 3 i i isponibile i ile chi 3

exchange has been completed, the gex%ension cag be detached, and mey quide wir can be used in ts orginal Type of Coating and Type of Coating and | Hydrophobic PTFE REPORTING OF ADVERSE EVENTS BopaubT Hi-Torque™ npefcTaBnABa yNpasnAem Bofiay, HANMUEH B PASNUMIHI ALMKHY U AUAMETPH. 3a CHNPOTUBAEHYE. ™ P P NPOMWIATe flyMeHa Ha BOAaYa, Npeayt fia BbBEMETE CaMuA BOJay. de ghidare usureaza inlocuirea unui dispozitiv interventional cu un altu, in timp ce este mentinuta pozita firului ﬁ;g;s":b;f n‘ggf;?"‘ggﬂ.’;gn'ﬁ in centrele in care sunt disponibile intervenile chirurgicale de urgentd pentru

capacity. Product Coating Length atthe | Coating Length at the | Coating Location The user and/ or patient should report any serious incident that has occurred in refation to this Hi-Torque HvcTanuaT BpbX € MORenvpyem. BuxTe eTukera Ha npoflykTa 3a npOAYKToBU crieuMdukauuy (Hanp. . N i MIOTOK, F0KATO ¢ " 0THOBO BOa4a, 3 fia 2. V3BaneTe BoAaya OT cnieHcepa, W3GyTBaiikyi OTKDUTATa My YaCT HABBTPE B AVCTIEHCEPA, IOKATO de ghidare pe trajectul anatomic. Dupa incheierea inlocuiri dispozitivului interventional, prelungitorul poate fi ’

014 Hi-Torque Guide Wires with Proximal Markers: Brachial and femoral markers located on the proximal Distal End Proximal End (Proximal) Ctr)]mrr]n&ndw Guidg)Nire n:_the _manufglc_nﬁredr and the competent authority of the European Member State in ;WKVIH& Ha MVIHOTOHJJMTHMETWHVI AbmKiHa Ha:e;nenommpacmam uact :]3 BbPXa). Ha Bb3AYX B i Ha Karerbpa. U1 CMeHuTe 6aBHo, BbDXLT Ha BONANA I YACT OT TAIOTO My USAIASAT OT KDaR Ha 06pbya. XBaHeTe TANOTO Ha XUNoTo, 3a fa g?tazﬂtx 'r?:jﬁflll"t‘i_eTthdareop&ate fi utll\za.t la car_actenstlcne s_ale Ong_lﬂéll?- MASURI DE PRECAUTIE

‘Seament of the 0.014 (0.35 mm) guide wire aid in gauging quide wire position relative o the quiding catheter - - which the user and / or patient is established. /mbxaemi Bonaun Hi-Torque: Hkon aouaqm i-Torque pasnonarar ¢ MoQVIQVLMPaH NpOKCUMANeH 33 [1a NPEOTBPATHTE HABNU3AHE HA B3YX WA Bb3HUKBAHE H TDABMA. 10 M3BATMTE HAMLHO OT BbDXa Ha BOJIava. ire de ghidare Hi-Torque .014 cu marcaje proximale: Marcajul brahial si cel femural care sunt amplasate pe i niciodata dispoziti i ificati itatii proxi i

o hen uing i it ToohaLeThece uids s i compatbl i guding Caneters ot rs o3 Hiorque Command/ |, 0 SO08, Nrophabi sodtn), | Under Microgce PREPARATION FOR USE Kpal, KoiTo Ha sogias DOC™. Uropmains 32 chBMecTamocT + Koraro skapsare 0TH0B0 BOa4a, CE YBEDETE, 46 BBPXLT Ha IHTEDBEHLIUOHATHOTO USAETHE & He xeallaiie Bofasa 32 BbpKa, AOKATO 10 USBAXKRATE OT AUCEHCEDA. segmentul proximal alfrului de ghidare de 0,014 (0,36 mm) ajuta |a aprecierea pozifel firuui de ghidare fata Enobl s sont a8 posts o tatoraron i e gicae, T cars e ipOCIAS tasre

90 cm (brachial) or 100 cm (femoral) long. ES, 190 cm (Rydrop 9, | ¢ 1930 coating), Coating, 134.5 cm ChC CUCTEMATA HA YILIKTENH Ha Eouaua LLie HaMEpWTE Ha ETVKETa Ha MPOYKTa. CBbP3BAHETO Ha CB060AEH B NyMeHa Ha CbAa € YCnopeaeH Ha CbAoBara CTeHa. 3. AKo Mva nokasanue sa Tosa BbDXLT Ha BOTAYa MOXE BHAMIATEHO 2 6b7e omopmeH 110CPEACTBOM de varful cateterului de ghidare atunci cand se utiizeaza tehnica cu firul ,la vedere”. Aceste fire de ghidare relunaitorulu firului de ¢ hidp p tibil cu Abbott e ghicare, fapt care tace imposibli atasarea

40.1 cm cm Contraindications, warnings, and intended uses of interventional devices compatible with Hi-Torque BOJa4a C Yb/KVITEN Ha BOJAY YNECHABA CMAHATA Ha 6HO VHTEPBEHLIMOHANHO V3aenue C Apyro, Kato < Ha BOfau npes CTEHT W NPE3 CTPaToBeTe Ha CTeHTa B O sunt compatibile cu cateterele de ghidare care au o lungime de minimum 90 cm (brahial) sau 100 cm p_ elungitorulul firului de ghidare compatil cu ADDO. N
T Guide Wi h Distal Radi Mark Hi-Te e Ha BpbX. He € 0CTbp . . N
Hi- ﬁrgueR ?\ et n\]res wﬁ t|zta a |opaghue‘ t)alr erg Some Hi-Torque Guide Wires have distal radiopaque - PVP coating Wicrogide Coating - Command™ Guide Wires are described in the instructions supplied with the respective devices. CblLEBPEMEHHO N03MLYATA Ha BOJaya Ce 3ana3sa Ha aHaToMU4HOTO MACTO. Cief KaTo CMAHaTa Ha Cb/i0Ba brdypkauus TpsbBa 4a Ce M3BbPLUBA C NOBYLLEHO BHUMAHME. V13N0N3BaHETO Ha Tasn BPbX, s (femural). Firele de ghidare sunt instrumente sensibile si trebuie manevrate cu grija. Inainte de utilizare si ori de céte
markers. Refer to the product drawing on the label to determine the presence and location of the markers. Hi-Torque Command / ' iic coatin , Under Microglide This device is coated with a hydrophilic coating at the distal end of the device. Refer to the following 70 M3ENVE € it MOXE 2 CE OTCTPaH! Ut BORAHbT fa e TEXHYKA KpYE FOMbIHUTENIHI PIUCKOBE 3a NALMEHTA, BKTIOYUTENHO XUNOTO Aa Ce 3aKadM 3a . i idare Hi i i i ori este posibil pe parcursul procedurii, verificati cu grija firul de ghidare pentru a depista prezenta de

Markers are by the followin H A f d mark ided | ( 9), ( coating), g Fire de ghidare Hi-Torque cu marcaje radioopace distale: Unele fire de ghidare Hi-Torque au marcaje ; ot : i ! A v .

Warkers are Topresontad e{ermlmngv;lelzs% R series of spaced markers are provided proximal to ES, 250 cm 401 ¢m 183.0 cm Coating, 193.0 cm information on how to prepare and use this device to ensure it performs as intended. 13n0on3Ba no MbPBOHAYATHOTO C1 NPefHasHaveHve. CTpara Ha cTeHTa. Bogaun Hi-Torque ¢ xuppodunHo nokputue } radioopace distale. Consulaf schifa produsui de pe eficheta pentru a stabi existenta si amplasarea indoituri, rasuciri sau alte semne de deteriorare. A nu se utiliza fire de ghidare deteriorate. Utilizarea unui fir

HicToraue Guide Wires with Hycrophilc Coating: Refer o the product label f + 2 hydrophi VP coatin [Y—— Prior to the interventional procedure, carefully examine all equipment to be used, including the interventional Bopauu Hi-Torque .014 ¢ npokcumantiu mapkepu: b " ¢ MapKepH, + Qbbprere BHUMarue, de aK0 Ce nocTaBi 0 Kuno B 1. Mpean fa ussapye sogada or et pasTeop B marcajelor. Marcajele sunt reprezentate prin urmatorul element grafic: M. Proximal fatd de ansa, exist o serie de ghidae deteiont poe provoca leziuri vasculare sisau lipsa precize a roir.

%w, efer to the product label for presence of a hydrophilic Hi-Torque Command / ) o ;?1 ing) icroglide Cunaalnnng ) Under Microglide device, for defects. Do not use any defective or damaged equipment. Ha NDOKCUMATHUA CETVEHT Ha Bogata 0,014” (0,36 mm), COMArar 3a NpeLeHABAHE Ha NOSULWATA Ha g?::?gﬂf:ﬁmih ;\gume [1a C& HanoXum T0Ba XWNo VJIJSKGBHE U3TerneHo nr)):mu;lopasrcp;gan?o Ha 0TBOpA Ha AVCEHCepa, 3a fia HAMOKPHTE HaMbIHO LANaTa NOBbPXHOCT Ha BOZAYa. de marcaje separate la distante fixe, care servesc drept repere pentru stabilirea lungimii leziunii. Inainte de utilizarea efectiva, asigurati-va de i firului de ghidare cu dispozitivul

. t 3 t p N N ’ " . . “ 3 “ i
ES, 300 cm a0 em 33,0 om 91 Coating, 244.5 cm 1. Prepare the interventional device according to the manufacturer's instructions. Be sure to flush the guide BORA4 10 OTHOLLIEHWE HA BbDX Ha BOELLIAA KATETLD NDH USNONSBAHE HA TEXHUKATA ,FON0" XUto. Tes Mexy Cb0BATa CTeHa W CTEHTA P Fa c& SaKnelL 2. Brumareno UssayieTe BORaYa OT AUCTIEHCEPA, KakTo € nocouero B ,MOMNOTOBKA 3A VITOTPEBA", Fire de ghidare Hi-Torque cu invelis hidrofilic: Consultatj eticheta produsului cu privire la prezenta unui invelis interventional. o

HOW SUPPLIED . . wire lumen before introducing the guide wire. BOfauy ca CbBMECTUMIA C BOAELLW KATETPH C AbKIHA Hall-MaTKo 3 CTbIKa 2. AKO BORAYLT HE MOXE Aia CE 3BV NIECHO 0T owe hidrofilic. ! Consultat indicatjile de pe etichetd si Instructjunile de utilizare pentru a confirma vasculatura adecvata

Sterile — Sterilized with electron-beam radiation. Refer to the product label for the sterilization method. Non- Refer to section PREPARATION FOR USE for further information on how to prepare and use this device to 2. Remove the quide wire from the dispenser by pushing the exposed section of the guide wire into the 90 om (6paaner) w100 cm (gemopaner). OIPAHIYEHIA Qu3HONOr4€H PaSTBO U OTHOBO Cé ONMUTA/Te A 10 U3BATMTE. MOD DE LIVRARE in care poate f utiizat acest fir de ghidare. Nerespectarea recomandari de mai sus poate ducea 0

pyrogenic. Do not use if the package is open or damaged. ensure it performs as intended. Failure to abide by the warnings in this labeling might result in damage to dispenser until the guide wire tip and a portion of the core exit the end of the hoop. Grasp the core of the Bopauu Hi-Torque ¢ IUCTANHY DEHTTEHOKOHTDACTHM MapKepu: HAkou Bogaqm Hi-Torque umar , 3. BenibX U3BaeH, BOR|LT He TPAGBA Aa CE BKAPBA NIOBTOPHO B ACTIEHCEPA. ’ i , ) - ) nepotrivire intre dimensiunea vasului de sange si a firului de ghidare, ceea ce poate duce la vatamari ale

This single-use device cannot be reused on another patient, as it is not designed to perform as intended after the device coating, which may necessitate intervention or result in serious adverse events. wire to remove it completely from the dispenser. Avoid damaging the guide wire tip. Do not grasp the tip AMCTNHIN PEHTTEHOKOHTDACTHM MapKepu. Cxemawa Ha TBORVKTA S STKETa N0KASSA Haniiefo PTA TpAGBa A2 Ce U3BbPLLBA CaMO B LEHTPOBE, KIAETO & Bb3VOXHA CNeLLa onepauA 3a arinac a 4. A0 IOBBPXHOCTTA HA XIUTOTO C XWEPOOUTHO MOKDUTUE USCHXHE, HAMOKDAH €TO it C 0GMKHOBEH Steril - Steriizat prin iradiere cu fascicul de electroni. Consultayj eticheta produsului pentru metoda de vaselor de sange, cum ar fi, printre altele, perforatie, disectie, rupere i avuisie.

the first Usage. Changes in mechaical physical, and / or chemical of the wire while removing it from the dispenser. Mﬁ IecTe Ha CbC CReaHuTE 060: H | nepupepHa aprepus. (M3MONIOTMUEH PA3TBOP LLIE MOJHOBY XWAPODWTHIA EDEKT. YBEPETE Ce, Y€ BORAUBT € OTHOBO HAMbHO steriizare. Apirogen. Nu utiizatj daca ambalajul este deschis sau deteriorat. Deplasarea liber a firului de ghidare in interiorul dispozitivului interventional reprezintd o caracteristica

of repeated use, cleaning, and / or resterilization may compromise the integrity of the design and / or materials, « ” “Do” 3. Ifindicated, the guide wire tip may be carefully shaped using standard tip-shaping practices. Do not use 0 Ha 1Ma cepua o1 Ha MapKepu, Cromaratly 3a MOKbD, MPEAM f1a 70 BbBEIETE MOBTOPHO B MHTEDBEHUNOHANHOTO U3TENMe. Acest dispozitiv de unicd folosinta nu poate fi reutilizat la un alt pacient deoarece nu a fost proiectat pentru importantd a unui sistem de fir de ghidare dirijabil, deoarece ii oferd utilizatorului informaii tactile valoroase.

king 1o CONGEEION 0 10 o G2 ) O apauss ) Tty a0 o peroTans B o oot 1 Conr o o W fore 10 00 50 May resultin a shaping instrument with a sharp edge. ONPRSENSHE Ha ALTIKUHATA Ha ESHFTa. MIPEANASHIA MEPKIA ) 5. Gnef Karo BORa4T & WaTETeH OT TANOTO, TO TPAGBA i G& NOYUCTI € HanoeHa ¢ Quaionorden ama functjona corect dupd o primé tizare. Modificarile caracteristcior mecanice, fizice si/sau chimice Testaf sistemul nainte de utizare penru a identiica orice tip de rezistenta. Regla sau nlocui valva

of the device. Absence of original labeli lead d eliminate t bity. Ab f 1 g g€, g p sep: g IS ) > N } . . Bopaun Hi-Torque ¢ xuapodunHo nokpuvie: BinkTe €TVKeTa Ha NPOYKTa 3a HANMUMETO Ha XiApOdUIHO Hukora He npukpenAiite ypeaa 3a BbpTeHe koM 4act Ha Kpai pasTBOp MapnA 1 Aa ce Nofabpka MOKbp. survenite ca urmare a utiizarii, curatari si/sau resterilizdrii repetate pot compromite integritatea constructjei si/ hemostatica cu o valvé reglabila daca aceasta impiedicd miscarile firului de ghidare.

iginal labeling may lead to misuse and eliminate traceabilty. Absence of origina observed at any time, determine the cause under fluoroscopy and take remedial action as needed. Hi-Torque Guide Wires with Hydrophilic Coating Ha YAb/KaemMiA BOfay, B NPOTMBEH CNyYail BORAYLT MOXKE Aa Ce NOBPEV, KOETO la 3 ca utili i i i '
packaging may lead to device damage, loss of sterit, and risk of injury to the patient and / or user. Use the most suitable guide wire for the lesion being treated. i ide wi o . .. noKpHTE. b Ha, o o 1A Ce TIOB{EI, KOET0 [ ranpeu Ha VKA3AHUIA 3A YTIOTPEGA saa dn cauza or sisau spaflor inguste si a reducerea Se recomanda ca utizatorul s3 determine sursa rezistente, s fe precaut atunci cand scoate in bloc
1. Before removing the guide wire from the wire dispenser, inject normal saline into the hub end of the Ha ¢ Abbott Ha Bogay. : gradului de sigurantd si/sau a per i. Lipsa e or originale poate determina o dispozitivul si/sau alte componente si sa schimbe dispozitivul cu unul nou pentru a finaliza procedur.

Contents — One (1) guide wire per pouch. . di horouahl h ide wi KAK CE [JOCTABA Cwctenu Tun over-the-wire (TexHika ¢ npenBapUTENHO 3apexziane) i " h § p § P p procegura.

\ Do Not: ispenser to thoroughly wet the complete surface of the guide wire. BopauwTe ca fenvkaTHy UHCTPYMERTM 1 C TAX TpAGBA Aa ce paboTi BHuMaTenHo. Mpeay ynotpe6a utizare incorects gi identicarii sa i oiginal poate Evitatj zgarierea invelisului. Nu retragetj si nu manevratj firul de ghidare cu invelis printr-o canuld metalica

Storage — Store in a dry, dark, cool place. « Push, auger, withdraw, or torque a quide wire that meets resistance. 2. Carefully remove the guide wire from the dispenser, as suggested above in PREPARATION FOR USE, step —CTe c ﬁneenpnhno 6) o néKBe?'bMTTe €TUKETa Ha NPOAYKTa 0THOCHO MeTofa Ha W Korato e 110 BpEMe Ha T3, OrepaiTe BOflaY 32 NPErbBaHe, 12 ﬁﬂmmaTenHU BbBEfeTe BOAAYa Npes 0TBOPA Ha lyMeHa 3a BOAa4a Ha UHTEPBEHLMOHATHOTO M3aenve. S{J‘cea{z;rd?lenorarea dispozitivului, a pierderea stermtagu si la posibile raniri grave ale pacientului Si/sau ale sau printr-un obiect cU margini ascute. g sifsau ppnmr un dispozitv

INTENDED PURPOSE / INTENDED USE « Torque a guide wire if the tip becomes entrapped within the vasculature. 2. If the guide wire cannot be removed easily from the dispenser, inject more normal saling and attempt Renup s ©€ OTBOPEH UMY NOBPENEH. npeyynBaxe W Apyra nospega. He BOAAYY. ) Ha . TpuasikeTe Hanpes Bogaua, foKaTo BbPXbT My Ce Ha lizatorului metalic poate duce la distrugerea i/sau separarea |nve|\$uluw exterior, ceea ce poate face ca materialul

- R, § e . «  Allow the guide wire tip to remain in a prolapsed condition. to remove the guide wire again. Tosa n3nenue 3a eHOKPATHa YNoTpe6a He MOXe Aa Ce M3N0n38a NOBTOPHO NP APYT MaLUEHT, BOJa4 MOXE fia I0BEAE 10 YBPEX[IaHe Ha Cba w/wn HeTouHa Peakuua Ha BbPTEHETO. BbpXa Ha MHTEPBEHLVOHATHOTO M3nene. Continut — Un (1) fir de ghidare per punga. invelisului s rAmana in vasculaturd. La randul sau, acest lucru poate duce la evenimente adverse
lgﬂSL'JEgﬂ;i&%ﬂ?@gﬂvﬂ%ﬂgﬁgx :fnE}ﬁgfafgeﬁigagg"‘,?c“;sﬂav'ga“"” across vascular anatormies and + Deploy a stent such that it will entrap the wire between the vessel wall and the stent. 3. Do not reinsert the uide wire into the dispenser once it has been removed. Toff KATO 16 & MPOGKTPaHO A2 §YHKLIOHIDa 1o Gef mbpi ynorpeta. Il TTa Ha Ha Bogava ¢ nanenvie 3. A USONSSATE BOLE TETLD, ECSEOETe BRI KTETLD  BKAPAITE CHCToeT: o1 Depozitare — Depozita la adapost de lumind, intr-un loc récoros §i uscat ”ei”‘g"liO”ate care necesita intervenge suplimentard. ”
: Do: 4. Ifthe surface of the hydrophilic-coated wire becomes dry, wetting the surface with normal saline will n i B pesynmar HEroCpEACTBEHO NPeau yroTpeda. 1Ipes XeMm( Knana. I} Hanpea ' ’ ’ Dupd utilizare, acest produs poate fi un potential pericol biologic. Manevrati-| si eliminati- in conformitat

INDICATIONS FOR USE X Ha NOBTOpHA ynnTpeEa nouCTBaHE /W1 NOBTOPHA CTEPUNM3aLMA, MOrar fia HapyLuaT LenocTTa Ha . npes Bogewma KaTepr noxamm e e SCOP PRECONIZAT/INDICATI P , acest p poate potential p biologic. Manevrat-| si eliminati-lin conformitate

A e " i « Advance or withdraw the guide wire slowly. renew the hydrophilic effect. Be sure to thoroughly rewet the guide wire before reintroducing it into an KOHCTpYKLATA Wt MaTEpUANMTE M £ MDMHAT 321 Wi Buxre ) Ha ETUKeTa I 3a ynotpe6a 3a 3ano Ha A BbDXA Ha BOMELLIS KATET| L T cu practica medicala acceptata si cu legile si reglementarile locale, de stat i federale aplicabile.

This Hi-Torque Command™ Guide Wire is indicated to faciltate the placement of balloon dilatation catheters + Use the adiopaque marker of th inerventional device to confirm positon. interventional device. PYKU D Aanp MBPCABAHE MOPaAit CTECHEHI! OTBOPU W NOFXOAALLATA BACKYNaTYPa, B KOATO MOXKE 2 CE 3M0n3Ba To3u BORaY. HecniassaHeTo Ha ropHara 2 BbpXa Ha BOACLUNA KATETBD. Firul de ghidare Hi-Torque Command™ este destinat s faciliteze navigarea prin anatomia si structura Nu inmuiati dispozitivul mai mult de 4 ore cand dispozitivul nu este utiizat, Evitati

during percutaneous transluminal angioplasty (PTA), in arteries such as the femoral, popliteal and infra-popliteal i 5. After the guide wire is withdrawn from the body, it should be wiped clean with saline-soaked Kakro Wi a J'ImncaTa ta Kpbi 4. 3arertere XemocTaTiyHaTa Knlana, 3a aa ce nonyuin 0KOO OHAHOTO U3ENUe. lu inmuiati dispoztivul mai mult de 4 ore cand dispozitivul nu este utlizat, Evita

rterice This quids wire may 60 b6 waed with conipdlibls Stent devices Guring eapeutic proceduroe . Eﬁamme t,'Je tip e under 0 p before r moving, o torquing the guide wire. - :t M ; quide wire is withdrawn from the body, it should be wiped clean with saline-soaked gauze and OpUHATIHWA ETUKET MOXEe fla f0BEe A0 VroTpe6a i o ?gs;:%\éﬁmﬁ S: ggsixé% Eocmana o ngn;égyno Hapanaaa:g A, Hanpm;ég g«%ﬂi:aéamo) VBEPETe Ce, 4e LUEEHACONEHOTO JBUKEHUIE Ha BORAYa € BCE OLLE Bb3MOKHO vasculard pentru a fumniza dispozitive de diagnostic si terapeutice. dispozitivele de preinmuiere pentru o perioadd mai lungd decat cea indicatd, deoarece acest lucru poate

> . . serve the wire under fluoroscopy for tip buckling, which is a sign of resistance. . Ha u3nenveto. Jiuncara Ha opuriHanHaTa onakoBka MOXe f1a 10Beae 10 NoBpesa Ha ma;lenmem 3aryba g ; ’ INDICATII DE UTILIZARE avea un impact asupra performantei invelisului

The guide wire may also be used to reach and cross a target lesion, provide a pathway within the vessel « Maintain continuous flush while removing and reinserting the guide wire to prevent air from entering Ha cTey MephOPaLIA, AUCEKALWA, CKbCBaHE 1 aBYN3UA. 5. TpukpeneTe ypena 3a BbPTEHE KbM BOf2Ua, KO enaete. ) h ) " ' s FO S . AP

v PWIHOCT, PUCK OT HApaHABaHE 3a naLweHTa wunn noTpeeuTena. Acest fir de ghidare Hi-Torque Command™ este indicat pentru a facilita plasarea cateterelor de dilatare cu Atunci cand este umezit, invelisul hidrofilic creste gradul de lubrifiere a suprafetei firului de ghidare.
the catheter system. Perform exchanges slowly to prevent air entry and / or trauma. ! ’ ’ i
) ) ) ) DIRECTIONS FOR USE Cbabpxanme — no eavH (1) Boaay B vk, CBo6oaHoTo Ha Bopaya B 10 i € Ba)KHa Xxapax Ha 6. Mon GnyopocKoncky KOHTPON n3BeaeTe BOAaya ot nspenve, noj in bal in timpul angioplastiei i i a i i Tnvel A i céd i : i i
« When reintroducing the quide wire, confirm that the interventional device tip is free within the vessel Over the-Wire T ! H P T 3 yop( 4 A aa € 3enve, balonas in timpul angioplastiei transluminale percutanate (PTA), in artere precum arterele femurald, poplitee si Invelisul se umfla atunci cand este expus la medii apoase; totusi, acesta nu are niciun impact asupra
ne ype Systems (Preload Technique) ChbXpaHeHme — ClCTeMaTa Ha ynpaBnAeMyA BOAAY, Thil Kato OCUrypABa Ha LieHHa TakTnHa VHTEPBEHLIMOHANHOTO M3aenUe Ha MACTOTO My. V13nonssaiite ypeaa 3a BbpTeHe, 3a A Hanpasnagare infra-poplitee. Acest fir de ghidare poate fi, de asemenea, utilizat impreund cu stenturile compatibile in cursul utilizarii dispozitivului.
E l Abbott . {j’sngeg,jgﬂlﬁ,hiﬂﬁ,ﬂvaﬁe”naﬁlf,'i}%?Z,ﬁfﬁﬂixﬁ'ﬁmgh a non-endothelialized stent, or through stent Carefully insert the guide wire through the guide wire lumen hub of the interventional device. nPEpﬂHASH:HE:I:(:/?rT:::;:a €YX0, TEMHO U (POXNATHO MACTO. Mpeav ynotpeda NpoBepeTe CUCTEMATa 3a HATMUNE HA CbNPOTVBNIEHUE. PerynupaitTe unn 3ameHete BoJava npes neauAra. pmceeju?ilor terapeutice. ¢ P ' ' " ’ Integmateapsi performanta inveligului dispozitivului pot i afectate negativ prin prepararea in medii sau
siuts, info a bifurcated vessel. Use of this technique mvolves additional patient Tisks, ncll ding the 2_ Advance the guide wire unti the tip of the guide wire is just proximal to the tip of the interventional H B Kana ¢ perynupyema Knana, ako ce YCTaHoBM, Ye Mpeyit Ha ABIDKEHUETO Ha Bopaya. 7. 3apbiTe BOJaua Ha MACTOTO MY, I0KATO NPUABIXBATE UHTEBEHLIOHAIHOTO U3fIENUE Hafl HEro 1 Firul de ghidare poate fi utilizat si pentru atingerea si traversarea leziunii tintd, pentru a crea o cale in interiorul solventj incompatibili. Refinetj urmétoarele recomandari importante:
risk that the wire may become caught on the stent strut. device. Bopaybt Hi-Torque Command™ e npenHasHayeH 4a ynecHi HasurauyaTa npes CbAoBUTe aHaToOMuK 1 TpenopbuuTenHo e NOTPEBUTENAT Aa onpeaeni Ha CbpC Ha 0TCTpaHm B nesuta. structurii vasului, pentru facilitarea inlocuirii unui dispozitiv de diagnostic sau interventional cu un altul si - Evitatj sa sterget dispozitivul cu tifon uscat, deoarece acest lucru poate deteriora invelisul
. answder that if a secondary wire is placed in a bifurcation branch, this wire may need to be retracted 3. Ifusing a quiding catheter, engage the guiding catheter and insert the interventional device / guide wire CTPYKTYpW, 3a [ia Ce J0CTABAT ANArHOCTUYHI 1 TEPaneBTUYHI N3NENNA. E/aMJS'\:IBgzﬁ: :gl;l&g;ye;;/\:aenm C HEro ¢ 0c06eH0 BHUMaHHE, KakTo 1 1 CMeHY W3NENVETo C HOBO, 3a 8. Mpn nokasanme ga pasnuyHa KoHUrypauma Ha s}a);;lxa nu pasninyeH Bofiad, BHUMATENHO OTCTPaHeTe pentru a observa vascularizatia. d\SpOvaSIul P 3
- prior to stent deployment because there is additional risk that the secondary wire may become assembly through the hemostatic valve. Advance the system through the guiding catheter until it is just YKA3AHUA 3A YNOTPEBA - BOJaa, kato HaoItoaaBare ABWKEHUETO My NOA (yOPOCKONCKM KOHTPON. CONTRAINDICATI! . P R
H I - or u e C om m a n d ™ entrapped between the vessel wall and the stent. p[t»qmal 1o the tip of }he Quiding catheter. ' ' ) o ) Toav Bopay Hi-Torque Command™ e npenHasHayeH fa ynecHi ) Ha 6anoHHN Masere or He METaHy KaHIoNW WK 0CTPY NPEAMETI Nput 9. [pometeTe Gopmata Ha Bbpxa Ha BOAaya, Cleasaiikv CTaHfapTHata NpakTiKa, Ui NOAroTeeTe Firul de ghidare Iii—Torque Command™ nu este destinat utilizarii in vasculatura coronariand sau cerebrala. . Ev:ag! 5:].? by elxcefl\lza.a dlSTOEI:\VelOr.CU II‘.IVB|I$. i i i
I 4. Tighten the hemostatic valve to create a seal around the interventional device. Ensure intentional guide KaTeTpyt 110 BPEME Ha NepkyTaHHa aHr ) B Kato ¢ U3TEMNAHE WU MaHUMYNUPAHE Ha XANOTO C NOKPUTE. MaHunynupaHeTo, NpUABIDKBAHETO Hanpen Wi crieaBalLyA Boflay 3a ynoTpeda. g g vitatj utilizarea alcoolului, a solutilor antiseptice sau a altor solventj pentru a trata in prealabil
. . LIMITATIONS wire movement is still permitted. NONAVTEANHIA 1 MHAPANONAMTEANHN apTepun. To3u BOAY MOXe W3TENAHETO NPe3 METanHO M3fenue MOXe fa I0BEMIE 0 PaspyLliasaHe 1/ OTAENAHe Ha BbHLLHOTO 10. BbBefeTe NOBTOPHO BOfaYa, KATo CReABaTe CTbKM OT 1 40 7 OT HACTOALWA pasaen. AVERTIZARI g‘fg&gg";léC‘j'gonaggggvagiegsl}g%us?‘;ztﬁ provngxﬁm?dllzjcarlr:_rgprevmbne ale siratului de acoperire care
i s avail 5. Attach the torque device to the quide wire, if desired. TIOKPVTHE, KOETO OT CBOA CTpaHa Aa A0BEAE A0 0CTABaHE Ha YacT OT Marepuana Ha NoKpUTHETO BbB " PR ' I si performanta firului de ghidare.
G u I d e WI re PTA should only be performed t centers where emergency peripheral artery bypass surgery is available. 6. nggrftluf)rtgsgzzyd 2(’5:[:2; kgeguiﬁgewvlvri?élogf z‘fn:ﬁe interventional device while securing the ;bu.lo R C& USONSEa ChC CLEMECTIMIM CTEHT U3AENIA N0 BREME HA TERANEBTIHi MPOLERYDH. BacKynarypara. Tosa 0T CBOA CTpaHa MOXe fia A0Beae A0 p edexn, Pencos Tun ccTeMu (TexHuKa ,rono” wauno) N Acest dlsDo%mV m es.t ¢ col.'l.cepu.t pentru utlizare cu dispoziive d¢ aterectomie. Una sau mai multe componente ale acestui dispozitiv pot sa contina urmétoarea substanta definita ca
PRECAUTIONS " interventional device in place. Us% the torque device to steer the guide wire across the \egswon oglﬁf;;;la’;lr?: gan ﬁtheéKm: :og:;oaalg?aagtécymge ;any?ﬂ%’g:::::: ?1gg&z:géuﬂlzggsmégfocmuHo win HOMBHTENHA HaVIeca. 1. BuaGpgre BONGLLA KATGTLp, CEH KOGTO BK3paltTo Ha Boas npes Kena, Durata d-E utll\zqre @ dispoziivll 65t termenul de valabitate Indict pe etichetd. Acest dispozity CMR 1B intr-o concenrae de peste 0,1 % procent de masa: Cobalt, nr. Chemical Abstracts Service (CAS)
Never attach the torque device to the modified portion of the proximal end of the extendable guide wire; 7. Secure the guide wire in place while tracking the interventional device over it and into the lesion VHTEDBEHLIAOHATHO YCTPOCTBO C APYTO, KAKTO 1 32 A3TPAHIIYABAHE HA BACKYNATYPATa. Crieq ynoTpeGa To3it NpoRyKT MOXe f2 NPEACTABNAB NOTEHLNaTHA Guanor|ia onactoct. Bopasere PUIKPENEHA KoM BORELLIA KTETp. este projectat si conceput NUMAI PENTRU O SINGURA UTILIZARE. A nu se resteilza sisau reutiiza. 7440-48-4; nr. GE 231-158-0. Dovezle stintfice actale susfin c3 dispozitivele medlicale fabricate din
horuiSo.quite wirs damage 1y ocour preventing the abit 1 sach th Abbott compats Gulds Wire 8 1fa diferont b conficuration or auide i s indicated. careful e quide wie whils observi g C Hero 1 ro B Cb ¢ npuerara TpakTIKa MecTHn, 2. BHUMATENHO BbBEMETE AUCTATHYA BPbX HA BOJAYA NPE3 MHTPOMIOCEPA M BbB BOMELLWIA KaTeTbP. Siguranta si eficacitatea acestui dispozitiv nu au fost stabilite dupa reprocesare pentru utilizari multiple. aliaje de otel inoxidabil care contin cobalt nu provoaca un risc crescut de cancer sau efecte adverse asupra
gerse, g ge may Pl g -comp: uide Wi . e moa/ emengt waton fluogro sceopy € Is indicated, carefully remove the guide wire while observing NPOTNBOMNOKA3AHINA 06MACTHY 1 TbPXKABHI aammm W pasnopesom. 3. éKO 13n0n3Bare MeTaneH UHTPOAIOCEP Ha BOAAY, OTCTPaHETe ro NPeay U3TErNAHE UK NO-HaTaTbLLHO Folosit o precautie extrema si o judecatd atent la pacientji pentru care nu este indicaté anticoagularea. functiei de reproducere.
' - ™ 0PaBEHE C KIOTO. ) ™
Guide wires are delicate instruments and should be handled carefully. Prior to use and when possible during 9. Reshape the guide wire tip according to standard practice or prepare the next guide wire to be used. ESE‘S;;TMTBT;EUE Command™ te e @ 8 V'”” He akucaaiiTe U3eNAeTo sa gt 4 qggal'lgﬂ:;?OHchyeK;I:gHogfgZDIQI?IIGE"TSIMETO S— n npauamtxeTgK :;uaTua HANDEL KM CHOTBETHIA MDOKCUMETEH MapKep. KOraTo NpOKCHMATHUAT Dacé se utiizeaza substante de contrast, avetj grija extrem la pacientji care au avut o reactie severd Ia g&%ﬁglsn? eficactatea acestuifirde ghidare Hi-Torque Command™ nu au fos stabilt la Copi
1Whiere;)sm8§ﬁ%reg g:r;rj]zgte tgg L?Iléleds‘/ \i/:érﬁn g@rﬁl@lﬂ){tfi%rv%esr;ﬁa l;lrr;]kasg, eo; géh/e(r) Eﬁ]n;ggﬁh?:tg% uues%g:ronnasggd guide 10. Reinsert the guide wire following steps 1 through 7 of this section. MPEMVIPEXTIEHUA MI0BAUAE Ha EEKTUBHOCTTA Ha TIOKPHTHETO. MapKep Ce V3paBHiA C HarpaneHoTo Kon4e Ha XeMOCTaTi4HaTa Kniana, BbpXbT Ha BOfaya ce Hamvpa substantele de contrast i care nu pot fi premedicati in mod adecvat. EVENIMENTE ADVERSE
PPL2129171-02 (2022-08-19) Cnnfi}m the compatibity of the quide i dameter vith the nterventional b wal g Rail Type Systems (Bare Wire Technique) Tosa vagenue He e npenHasaaueuo a ynomesa  WSENHA 30 ATEpEKTOMIA. KoraTo € BaxHo, XWAPOQUIHOTO NIOKDATHE NPaH NOBLPXHOCTTA Ha BOAYA N0-XTb3raBa. HEIOCPEAICTBEHO MPOKCHMIATIHO Ha BbPXA Ha BOTELMA KTeTb. Persoanele cu antecedente cunoscute de alergii la oricare dintre componentele acestui dispozitiv, Potentialele evenimentele adverse asociate cu utiizarea acestui dispozitv includ, dar nu se fimiteaza la
con p g ; jonal device before actual use. 1. Engage the quiding catheter and then insert a guide wire introducer through the hemostatic valve TIOKDITETO Habb6Ba, KOTATO & ATOXEHO Ha BORHA CEIa, HO TOBA HE OKA3BA BMAHIE Ha MapKep Kato KpUTepHil 3a pa3CcToRHIE, KOraTto it CRyxuTe enumerate mai jos, pot suferi o reactie alergicd la acest fir de ghidare: otel inoxidabil, nitinol (aliaj de urmitoarele: ! !
U K Refer to the indication on the label and the Instructions for Use to confirm the appropriate vasculature that attached to the guiding catheter. MepnobT Ha CPOK Ha roaHocCT. ToBa u3penve e VW3N0N3BaHETO Ha Msﬁeﬂmem ! ¢ 6paxtaneH Bodgw kareTbp ot 90 Cm, 1 Haii-POKCUMANHVA MapKep Karo KPUTEPUIA 3a PasCTOAHMe, nichel-titan), aliaj de platind-nichel, acoperire cu polltelraﬂuoroetllena (PTFE), acoperire cu Microglide™, - 5 " L .
“}'ZIQUISE wwrelmaér be gsed in. F?i:‘UfhE to abldﬂ'{?Y the ab?ve fECOme%?ﬂdégl(iﬂ fTﬁy V?S‘Ljﬂ{ in SIIZ_F m{smamh 2. Carefully insert the distal tip of the guide wire through the introducer and into the guiding catheter. MPOEKTUPaHO 1t npeunasuaqeno CAMO 3A EHHOKPATHA VNOTPEBA. [la He ce cTepunuapa wunu MoaroToBkara ¢ ) pa— MOXe 12 MOBIAE GTHIATETHO Ha LEN0GTTa i KOraro cu CnyxuTe ¢ emoparier BogeLL karerbp ot 100 cm. manson polimer de tungsten, uretan, acoperire cu polivi idona (PVP), aliaj st gint, aliaj de + Reacte alergicd sau hipersensibitate la Ilgtex, la substanta de contrast, Igaineslgne, la materialele
of blood vessel and guide wire, which can result in vessel injury; such as, but not limited to, perforation, ; A ; p : 3 i byt ;
ONLY C n dissection, upture, agnd avlsion. ury, P 3. It ametal guide wire introducer was used, be sure to remove it before withdrawing or further MOBTOPHO. ran TTa Ha 1082 U3eVe Crea NoBTopHo oGpagoTsare ©e(EKTVBHOCTTA Ha NOKPUTVIETO Ha U3ENVETO. B3eMETe NOf BHUMAHVE CNIEMHITE BaXHY NPENOPbKIA: 5. MMpyKpeneTe ypena 3a BbpTeHe. . aur- s_tamuAS| adeziv epoxidic. 'v”a"_“e de utilizarea la pacient, acesta trebuie sfatuit cu privire la materialele «  Complicatii legate de locul de acces vascular, care pot s necesite transfuzie sau repararea vaselor,
Free movement of the uide wire within he interventional device is an important feature of a steerable quide manipulating the wire. 33 MHOTOKpaTHa yNOTPe6a He ca yCTaHOBEHM. « Ho GHpLIETE U3BNMETO CHC CyXA MADTS, Tol KATO T0BA MOX® 1A NOBPEAH MOKDHTHETO My, 6. og dnyopocKomCKi KOHTPON M3BaZETe BOAAYa OT BORELLUYIA KATETbD W 0 BKapaiiTe B 13bpariA Cba. contnute in dispozitiv si trebuie discutat un istoric aménuntjt al alergiilor. inclusiv:
CAUTIONS 0086 2797 wire system because itggwes 6 user valuabl tctl nformaton. o5t e system for any resistance Pgrzgr 4 ﬁdvﬁmg im%g?ig? whire o l‘h‘e app‘mpr:ﬁte pr%xim;_il rqarlger_. V\{hen b Mo ¥ n]g_rker isﬁ;i\igned e Beae g o TIpH KOUTO + VIgGATBaTe NPEKOMEPHOTO 61pCaH Ha H3TENMATa C MOKDUTHE. . 7 ﬂ320§:s:£:myep:§a Zaan?/l}:g: :ghfmua Hauza:\n lim: ?noﬁlnaqa np; o om 6 Acest dispozitiv are un invelis hidrofilic la capatul distal, care creste gradul de lubrifiere a suprafetei firului 0 Sangerare ( , EXSudare, hem; hemoragie, b e retropertoneald)
This device shoul | - o . to use. Adjust or replace the hemostatic valve with an adjustable valve f it is found to inhibit guide wire nurlec knob o e Remostatic valve, the guide wire I IS Just proxima tothe guiding catheter tp. @HTUKOArynauvoHKITE Npenapat ca npoTMBONOoKasHH. « He U3noN3BaiiTe ANKOXON, aHTUCENTUYHIA PASTBOPY W ADYIY PsTBOPUTENIA 3 NIPEABAPUTENHA ’ o?cmaneu Kakro cﬁeuaa TYPAUUIA 2 BLPXA 1M PATIEH O, BORATLT MOXE A2 Ob1e de ghidare pentru lungimea specificata in tabelul de mai jos; acest dispozitiv are invelisuri hidrofobe la g Elsmtggx“: rzs;g)égggo?es:dtps?:g;) ag§¥gjgf ,trgr:ﬁgg:;n,sglljsgIcs}lebzpnjz‘gorare/ uplurd 5i laceraie
is device should be used only by physicians trained in angiography and movement. g:é%g;eoge f:;z%gllsﬁmgrﬂgﬁse % idlsiztr?gece gauge ‘;lvgﬁﬂ g:mga% 88 gr?: fbrachlal\ gu_léi]ﬂg Ci}:\etieﬁ Ako ce 6baere it 0 npu KowTo 06paboTKa Ha U3RENKETO, 3aLLOTO TOBA MOXE A NPUYMHI HENPEACKA3YEMM NPOMEHN B a Orsopere . Sk Ha BABHO WSTEMETS BONAYA, capétul proximal al dispozitivului, care imbunatatesc capacitatea de penetrare i oferd un control bun al « Complicatii a nivelul arterei ;m?a care pot necesita intervente s%phmemara inclusiv:
percutaneous transluminal angioplasty (PTA). tI}]\s éec_ommedn?ed that the user determine the source of resistance, exercise caution when removing 5 Atach the ton;)ue device gauge when using emoral guiding catheter. B MUHATIOTO €2 MMANK TeXKE peaKLMA KbM KOHTPACTHY BELLECTBA U KOUTO He MoraT fia Gbpiar NOKPUTUETO, KOUTO MOXE f1a NOBAUAST OTPULATENHO Ha 6830NaCHOCTTA v paboTara Ha BOfaya. KaTo HAbNIOTABATe ABIDKEHWETO My NI0T GMYOPOCKONCKIN KOHTPON. ’ cuplului pentru lungimile specificate in tabelul de mai jos: o Ocluzie otald sau obstructe acuta
CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. OBSERVE A e device and / or other components as a unit, and exchange the device for a new one to complete the - - e B afIeKBaTHO NPEMEANLMpaHN. EZH Wi NOBEYE KOMNOHEHT!! Ha TOBA M3ENUE MOXKE [1a ChAbPXaT CIIEAHOTO BELLECTBO, ONpeeneHo o Fistula arterio-venoasd, pseudoanevrism, anevrism, disectje, perforare/rupturd
PRECAUTIONS NOT! OUGHO LL WARNINGS AND procedure. 6. Under fluoroscopy, advance the guide wire out of the guiding catheter and into the selected vessel. Use 1WA C W3BECTHA WCTOPHA HA ATEPTHM KoM HAKOR OT KOMTIOHEHTITE HA TOBA 3AETHe, W3GROBHN Kato CMR 1B, 8 KoHLeHTpaLua Hag 0,1% Ternosu: Kobant; Chemical Abstracts Service (CAS) 6. Sateopere Knana n fara MHNA Ha Tipul de invelis si Tipul de invelis $I Localie de acoperire o Embolie (gazoasd, tesut, placd, material trombotic sau distpozp'mv) P
ED THROUGHOUT THESE INSTRUCTIONS. FAILURE TO DO SO MAY Avoid abrasion of the coating. Do not withdraw or manipulate the coated guide wire through a metal cannula the torque device to steer the guide wire a6rss the lesion. 1O-07Y, MOKE 1 IOKEXGT A1EPTVHA PEGKLIA KoM TOSU BOTS: HEpbKTzena cTomata HDMTMHOH o 7440-48-4, EQ N 231-158-0. | Hayt e 8. ThoMetcro QOPNTa Ha B a BORR4A, CEBaAKN CTHDAPTHATA PAKTH, W1l OBFOTEETe Produs imea invelisului la i A PTFE 0 Tromboza arteriald sau de stent
RESULT IN COMPLICATIONS. orsh;r L e1dged odbl/ect tion of the out i hich ¢ ml;lgh a mteial Idtevwce may r?ﬁult 7 I;a dgl;girlthgphceﬂgsg;?nonlor guiéi(tehwiir‘e ifﬁ' dicatett:], e gq;drawérle n:ay t?ti;emo;/; ¢ as‘;ol\oyvs: hil (cnnas : aH), cnnas 8 f ot SN (P : ﬂgﬂﬁm puck ot paxoafggggﬁﬁsglmn wm He6narc<71rm§3:h edextn Bbpxl«;)ggﬂlgor;leyxfwsuom 31pase. 9 gliﬂ;iimgoﬁ%z:o BOJ1aya, KaTo cnefasare CTbky 0T 2 40 6 OT HacTOALLMA pasaen capdtl distal capat pmxlmal {proximald) g gteﬁgozé 32” rle:tenozare
f i i i i i i i in destruction and / or separation of the outer coating, which may cause coating material to remain in the 8 c valve and the flush line on the manifold. Slowly withdraw the guide wire while ™ ; " PYPY g . . g — pasm vascular
Refer mt.the m.?:lr;': "‘:Fs.rsu']p"%d with ar(l'y":nlel_'vemu_:mal devices to be used in vasculature. This in turn may lead to unintended adverse events requiring additional intervention. observing guide wire movement under fluoroscopy. Microglide™, poKaB O BOTQPaVOB NOAMME, YPETaH, NOKPITHE T NOTHBHHKATHPOAGH (PVP), BesonachocTTa i edekTvBHoCTTa Ha Tosu Boay Hi-Torque Command™ npy negwaTpuyHara nonynauma 10. OrcrparieTe ypena 3a BbpTeHe U MHTDOROCEPA Ha BOfaua OT BOfiaua. Hi-Torque Command/ inveli PVP Invelis Microglide Sub fvelisul 0 Claudicare - N
°°"{““.° ['i‘.’“ With the i i-Torque Command™ Guide Wire, for their intended uses, After use, his product may be a potential biohazard. Handle and dispose of tin accordance with accepted b.  Close the hemostatic valve and manifold flush fne. nnas e an ' ;efﬁg canas 3nato kana n:3HaT oo rerue: Mpepy Aa ce wanonssa Bvpxy He G YCTaHOBEHI. 11, 3apbKTe BORa|a, AOKATO NPWIBHKBATE UHTEPBEHLYIOHATHOTO USENVIE HAZ HerO 1 B NEaATa, ES, 190 cm (lnvegg f;IdmﬁIIC), (el irofoh) Microglide, - Tomboembols venoasd ncusv embolie pumonar)
i i i ; S ) : , UTe, ChabpKaLLY ' ) .
contraindications, and potental complications. medical pactice and applicable ocal tate, and foceral laws and reguiatons. ) 8. Reshape the uide wire tip according to standard practice or prepare the next guide wie. TP o OGCh AR GOCHO NCTODHT K PN CTPAHINHIN EQEKTI UHCTPYKLLUAW TTPIA TIPOLIENIYPA 3A CMAHA HA UHTEPBEHLIMOHATIHO W3LENNE oLl - = 1845 cm © Line s ot pfons, neuropats
Do not soak the device for longer than 4 hours when the device is not in use. Avoid pre-soaking devices for 9. Reinsert the guide wire following steps 2 through 6 of this section. . Il CTp: edexTI, CBbp: C ynoTpe6ata Ha T0Ba YCTPOVCTBO, MOXE [ BKMIOYBAT, Cuctenn Tun over-the-wire (TexHnka ¢ npesBapuTesHO 3apexaaHe) Hi-Torque Command/ Inveh$ PP Inveli§ Micmglide s”?’ |nvg||$ul «  Alte afectjuni ischemice/infarct
longer than instructed, as this may impact the coating performance. i i i i Tosa u3aenvie MMa XuapOGUIHO NOKPUTUE B AMCTAHA MY KDail, KOETO YBEMYaBa CMa3BaHeTo : (invelis hidrofil lis hidrofob) Mi lid e ti 3 ici
5 y imp: g p 10. Remove the torque device and the guide wire introducer from the guide wire. HO He Ce OrpaHnyasar fo: " (Invelis hidrofilic), (invelis hidrofob), icroglide, 0 Ischemie tisulard/organica
When wet, a hydrophilic coating increases the lubricity of the guide wire surface. 11. Secure the guide wire while tracking the interventional device over it and into the lesi Ha NOBBPXHOCTTA Ha BOZa4a 32 AbIKIIHA, NI0COUEHA B TaGNVILATA NO-A0NY; TOBA U3ReNUAE A o Anepru 1 Ao nsnonssare obweien 0%a4 HiTorque ™, MPEMIHETE et cronia 3. £S. 250 om .1cm 183,0cm 193,0 cm o Necroza tesuturilor
Abbott Medi " o : ! - _ . g g the interventional device over it and into the lesion. ATDOGOBHO HOKDITHE 8 1 4 eprituHa peakumn wn cap! KbM f1aTexc, 2. Ao v3nonsare yabmaem 8ofay Hi-Torque, yabmkeTe Bogaua, KHTD U3I0N3BETE YALMKUTENA Ha -
bbott Medical Abbott Vascular International BVBA X ApOO: p DOKCUMATHUA My Kpaii, KOETO YBENyaBa KanauuTera Ha NpOHUKBaHe Vi = o Ulcer
3200 Lakeside Dri l The coating swells when exposed to aqueous media; however, this does not have any impact on device use. INSTRUCTIONS FOR INTERVENTIONAL DEVICE EXCHANGE PROCEDURE 1 OCHIVDABA 106H 6 KaKTO 1 fiekap peakunn KbM aHTVKoarynantHi i Bogay DOC™ . Bibxre N invelis PVP invelis Microglide Sub invelisul X ~
axeside trive Park Lane, Culliganiaan 28 The integrity and performance of the device coating can be negatively impacted by preparation with Over-the-Wire Type § Preload Techni TYPAEA 0OLD KOHTPOM Ha BBPTALLUA MOMEHT 52 AbMKWHI, KAKTO € NI0CO4EHO B TabmMuaTa ammmomaoumm MEMKAMEHTH; 0THOCHO 13M0M13BaHETO Ha BoTaY Hi-Torque KaTo 0BMeHeH Bofiay o o YCTPOiACTBa (exchange- Hi-Torque Command/ (invelis hidrofiic) (invelis hidrofob) Microglide 0 iSchemie acuti a membrelor 5
Santa Clara, CA 95054 USA 1831 Diegem, BELGIUM incompatible media or solvents, Please take note of fhe following important recommendations: 1verl-f e- |reHy¥e vSlengs (" re naG :c vr&IQUE) no-ony: * VCNOXHEHVA HA MACTOTO HA Cb0BUA FJ0CTB, KOBTO MOXKE 2 HanoX KpbBONpenBaKe wi length guide wire). ES, 300 cm P 93.0cm 2445 o . Infec%% —locala si sistemica (inclusiv post-procedurala)
TEL + 322 71414 11 . Avoid wini U N N . . Ifusing a Hi-Torque™ Exchange Guide Wire, proceed to step 3. Bb3CTaHOBABAHE HA Cbfa, BKIOUMTENHO: 3. 3anasere nosn . i - 0 ces o . T
iping the device with dry gauze as this may damage the device coating. 2. If using a Hi-Torque Extendable Guide Wire, extend the quide wire using the DOC™ Guide Wir 0 KbPBEHe (EKXIMO33, CbI3EHE, XEMATOM, \ . 3anaseTe No3vLMATA Ha BOfaYa, AI0KATO U3TErNATE uapenve Han n N = B - N 0 Sepsis/infectie incluzand bacteriemie/celulita/septicemie
CUSTOMER SERVICE FAX: +3227141412 + Avoid excessive wiping of the coated devices. " Extansion. Referto he nstuctions icluded with the awension for specic inf%?matﬁ)l:wdoen he use of the Bua ka nokpuTuero | BuA a nokputuero | Mectononokgie 0 AprepuoBero3Ha GucTyna, NCeBA aHeBpUIMA, nepax pynTypa BORa 32 CVAKA Ha WSLENUA. Gonsulta sec{unca PREGITIREA PENTRU UTILIZARE perir informali suplimentare despre mocl * Insuficientd renala indus de substanta de contrast
TEL: (800) 227-9902 Avoid using alcohol, antiseptic solutions, or other solvents to pre-treat the device because thi Hi-Torque Guide Wire as an exchange-length guide wire. i’ Mpoayxkr t RbJuKina 1t AbMKUa Ha 43 XiapogoGHoTo 1t paskbeeae ' ' 4. TIoroTBETe APYFOTO MHTEPBEHLIOHATHO U3NENvE, KATO CMENBATE WHCTPYKLIAATE Ha NDOUSBORMTENS. de pregatire si utilizare a acestui dispozitiv pentru a va asigura c functioneaza conform destinae. . Deces
- ) ° I IS m: a i - " v o € aubs ! riedzd LOTIOT ~stinay
BA)t(. igsogégquEﬁaﬂ 951-914-4669 cause unp?edlctable changgs in the coating which could negaqlve\y affec?th% scaefetica?wliisgem?rmgce of 3. Maintain guide wire position while withdrawing the interventional device over the exchange-length noprruergp:;ﬁ Kounanin :paﬂl axommanm 0 EMOONUA (631X, Tokat, Mnaka, TROMGOTIeH MaTepnan Wik 3nenie) 5. Tocrasere YCTPOACTEOTO 2 BOLEG M 0 TPAIBIXETE 10 OB 50324 HETOrQUE NS NEsHAT2 Igl:erzs:: Ct;l;f: ::sgizt:niﬁregvmnafeg prospte c;poatle dl;ce‘la dettenzrarea g copeL RAPORTAREA EVENIMENTELOR ADVERSE
Outs-de USA FAX- +1 951 _91 4_2531 the guide wire. quide wire. + VCnOXHEHUR Ha ienegata apTepy, KOWTO MOXE [12 HANOXAT AOMbIHUTENHA UHTEPBEHLINA, 6. Mpombnxere, Karo CAeasare CTaHIAPTHITE MESULIMHCKI NPaKTMKV. P entie sau poate duce la evenimente adverse grave. Utilzatorul si/sau pacientul trebuie s raporteze orice incident grav care a avut loc in legatur cu acest fir
utside o Rand Abbott Medical UK Limited One or more components of this device may contain the following substance defined as CMR 1B in a 4. Prepare the other interventional device per manufacturer's instructions. Hi-Torque Command / PVP nokpuriie Moxkpuwe Microglide Mog nokpuTve gmm'l%ﬁmzobmysma WM BHE3ANHO 3anyLUBAHE Pencos TUn cucTeMu (TEXHUKa ,ron0" Xurio) - — N N de ghidaj Hi-Torque Command ™ catre producétor si autoritatea competenta a statului membru european in
Elder House concentration above 0.1% weight by weight: Cobalt; Chemical Abstracts Service (CAS) No. 7440-48-4; EC 5. Load the device onto the uide wire and advance it over the Hi-Torque Exchange Guide Wire and across ES, 190 cm ( Microglide, 134,5 cm ADTEPUOBEHOSHA DCTYNA nepd 1. 3anaseTe NOSULIIATA Ha BOJAYa, AOKTO USTENNATE USENUETO Haf Hero. i atent mai jos sub titlurile , Interdictii” i , Indicati”. care este stabili utizatorul si/sau pacientul.
EC Central Boulevard No. 231-158-0. Current scientifc evidence supports that medical devices manufactured from stainless stel the lesion nokpurue), 40,1 cm | nokpurue), 123,0 cm ; PR Nerespeciarea aceslor indicafi poate provoca traumatisme alé vasului de Sange, deteriorarea
oL ° ) ] - ) ) 0 EMBONUA (Bb3ayX, TbKaH, Nnaka, TPOMBOTUYEH MaTepuan Unu U3nenue) 2. TogroTBeTe CNEABALIOTO MHTEPBEHLMOHATHO U3AENVE, KATO CReBaTe MHCTPYKLMTE Ha
Blythe Valley Busi Park alloys containing cobalt do not cause an increased risk of cancer or adverse reproductive effects. 6. Proceed according to standard medical practices. PVP m Microglid Toom6 firului de ghidare, desprinderea extremitatji firului de ghidare sau deteriorarea stentului. in
Abbott Vascular ythe Valley Business Parl The safety and efeciveness of this Hi-Toraue G d™ Guide Wie h th ablished in th - - Hi-Torque Command / TIOKPUTUE okpuue Bicroglide Tos nokpuTIe 0 CDOM 032 Ha apTepuATa UM Ha CTenTa NPOUSBOAUTEN. _ cazul in care se intampina rezistenta in orice moment al procedurii, identificati radioscopic
Netherlands BV SO!IthLé”KBQOdgAJ pediatrictgopulation of this Hi-Torque Commant uide Wire have not been established in the Rail Type Systems (Bare Wire Technique) ES, 250 cm noxlpmme) A O o Microglide, 193,0 cm g cz%%sgﬂm;ﬁlaecmriosa i :EUJSHCTE VM3AENVETO Ha BOAAYa 1 ro NpuasibkeTe no Bogaya Hi-Torque v npes nesnara. czuza si luati méasurile necesare pentru remedierea acesteia. Utilizati firul de ghidare cel mai
nited Kingdom 8 1. Maintain quide wire position while withdrawing the device over the quide wil 40, , 183, . TlpombKeTe, Kato CneasaTe CTaHAAPTHUTE MEALIHCKN NPAKTUKI. adecvat pentru leziunea tratata.
Argonstraat 1, 6422 PH g i g the device over the guide wire. Knayavkauns i
! ADVERSE EVENTS 2. P th i i i S i ' icrogli . Interdic
'}Fﬁg rll\?entherlands Potential adverse events associated with use of this device may include the following but not limited to: 3. L;%atrﬁe dzazﬁér;}t%n{ﬁgtgm‘ed\;‘i’rt Zr?g ;r;vznnucfgcnmorjerrsﬂzr;s:ﬁ%ﬂm Guide Wire and across the lesion EIS-T%][;Jecgommand ! '?VP podunHoO " omwonotio Mi I'Io;ll‘gokgﬁmse . )E;:gigswﬂ/xmnepmnm oo ’ ggiste?]ggﬂiy 110, TR0 5 0 ot un e niare eunct eind i
i — i R B e S T Abbott
TEL: +31-(0) 45-5435700 Alergic reaction or hypersensitivity to latex, contrast agent, anesthesia, device materials, and drug 4. Proceed according to standard medical practices. nokpuve), 40,1 cm | nokputue), 233,0 cm Ha HEps, . gu roti un fir de ghidare fn cazul n care extremitatea acesiuia se blocheaza fn interiorul vasului o
le sange.
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PREGATIREA PENTRU UTILIZARE 11 BO3MOXKHbIX ncnomneuunx *  JleTanbhbiii MCXOR, i / Finni 3. A iainvaiieria takaisi i i . Kavti distaalisi i ot ; ’
N . . . . Ald aseta ohjainvaijeria takaisin annostelijaan sen jélkeen, kun se on poistettu. H : § katetria
Contraindicatile, avertizarle siindicaile inter cu firele de ghidare H (IFU) & cooTBeTCTBIM C EBpONEMCKUM pernamenTom (EC) * Bpaujab npoBOGHUK, EC/V €70 KOHIUK 3CTAN BHYTPY COCYAUCTLIX CTPYKTYP. OTYET 0 HEXENATENbHBIX NOCNELCTBUAX Suomi / Finnish * Varmista sijainti interventiolaitteen rontgenpositivisen merkin avulla. 4. Jos hydmﬁilijpinnoi{etun ohjainvaijerin pinjla kuwuul Kastele pinta uud:lleen normaalila k:ﬂ&ggéﬂ: J'é}l( ?,ﬁiﬁ.ﬁ:;‘f.‘:"ﬁ{: mgm: 3{3'3553?3 $80C21mn'n isivaltimokatetria
Hi-Torque Command™ sunt descrise in instructiunile 1urmzate impreund cu dispozitivele respective. 2017/745 MOXHO HaiiTh Ha Be6-carite Abbott eLabeling no agpecy vascular.elFU.abbott. «  OcTasnATb KOHYUK NPOBOSHIKA B COCTORHMY NPOrM6a (Nponanc KOHUMKa). . *  Tarkasta karjen lii ennen in kasittelya, lii . p ; g I~ : JOddid . AR -
P = Monb3oBarenb v (k) NALMEHT AOMKHbI CO0BLLATH O NHOBOM CEPbE3HOM NPOMCLLECTBIM, IMEBLIEM y: keittosuolaliuoksella. Tama aktivoi hydrofiilivaikutuksen uudelleen. Huolehdi siitd, etté ohjainvaijeri kaytettaessa.
«  [lonyckarb 3axarue NPOBOSHUKA MEXAY CTEHKO COCYAa M CTEHTOM MPU PACKPLITMN CTEHTA. 1 o D y . - ™ tai vaantamista. . v uureleen. FUOENCl Sitd, etia onjainvaje i

Capitul distal al acestui dispozitiv este acoperit cu invelis hidrofilic. Consultatj urmatoarele informati despre ONUCAHNE MECTO B CBA3M C aHHbIM NpoBoaHMKom Hi-Torque Command ™ , NpON3BOAUTENIO M B KOMNETEHTHbIV | u m a n « Tarkkaile ohvainvaiieria Fpivalai isen ki PP kastellaan kokonaan ennen kuin se vieddan uudelleen siséan interventiolaitteeseen. 5. Kiinnitd vadntolaite.

modul de pregatire si utilizare a acestui dispozitiv pentru a va asigura ca functioneaza conform intentiei. MNposopnuk Hi-Torque™ — ato i KOTOpbIi B HECKOTIbKIX Heobxopumo OpraH rocyfapcTea — unexa EBPONEVickoro coto3a, B KOTOPOM 3apericTpUpoBaH Nonb3oBarenb u (i) . . . . v:rst a't: aren varaita, mikd imaise 5. Kun ohjainvaijeri on vedetty pois elimistosté, se on pyyhittavé puhtaaksi keittosuolaan kastellulla 6. Vie ohjainvaijeri i ipivalaisuohj Ohjaa

inainte de procedura interventjonala, examinatj cu atentie toate echipamentele care urmeaza sa fie utlizate, AHb M AUAMETPa. [IUCTanbHbIN KOHELL ABAAETCA O apaK BT.Y N (”)PURBVlfaTb WA VI3BNIEKATb NPOBOAHIK MEIEHHO. B nauyent. 0 hl ainva |l ern Kiytd jatkuvaa huuhtelua ia ja i sit uudelleen paikalleen, jotta sideharsolla ja pidetiava markna. poikki vaantolaitteella.

inclusiv dispozitivul interventjonal, pentru a depista existenta oricarui defect. Nu folositi niciun echipament care AnvHa MPOBOAHIKA, €ro AuameTp 1 inHa pemrenuxumpacmoru KOHUIIKa) YKa3aHb! Ha STKeTKe. * UpveHTvpoBaTbCA Ha PEHTIEHC METKY 0 yeTp! ana TOJITOTOBKA K MPUMEHEHINKD jestelméan ei padse ilmaa. Suorita va\hdot hitaasti, jotta suonistoon ei p4ase ilmaa ja/ KAYTTOOHJEET 7. Jos tassa vaiheessa on kéytettava eri karki tai i voidaan poistaa

prezinta defectjuni. Yanussemble nposogHyku Hi-Torque. Y Hi-Torque Hbiii KOHELL H‘;ﬂL BEE)KE[EHMF! Er0 NOTOXEHIIA. i . . n W onactu VCTPOViCTS AtA i HUOMIO tai aiheudu traumaa. ijerikayttiset jarj seuraavast

1. Pregatitj dispozitivul interventional in conformitate cu i { a i. Asiguratj-va ca afj irigat 4to K Hum DOC™. Yoenuech ousnﬁaaiﬁemﬂiﬂ”fe“%mg"n”%'somﬂfcmﬂyuﬂﬂ”.oMi:fm%enmmﬁ TIPOBORHIKOM XUpypriv, COBMECTUMBIX C NPOBOAHUKamy Hi-Torque Command™ , onucatbl B MHCTPYKLUEAX, Tité laitetta saavat kiyttda ainoastaan l4akarit, jotka on koulutettu angiografian ja valtimon « Kun viet ohjainvaijeria uudelleen siséan, varmista ettd interventiolaitieen kérki liikkuu vapaasti 1. Tyonnd ivarovastii . i . ani. a. Avaa iventtiili ja putkisarj Veda ohijai i hitaasti pois seuraten sen
lumenul pentru firul de ghidare inainte de a introduce firul de ghldare IE " 110 JaHbIM, Ha ATUKETKE. . C peHTTEHOCKONAM n a nl:]ED,MeT NeperuEa KoMK MIPUANArAEMbIX K 3TVIM YCTPOVCTBAM. suonensisaisen pallolaajennuksen (PTA) suorittamiseen. suonen issa ja ettd se on s intainen suonen seindman kanssa. 9 Ty i " K ki i 5 o liiketta ldpivalaisuohjauksessa.

2. Scoatet; firul de ghidare din suport impingand sectiunea viziia a firulu e ghidare in suportul sau pana MEHATb OfHO (U0 YKaGLIBGET Ha HATWIHE NDENATCTBAA 370 U3nEVe MMeeT T o Ha KoHLE. CM. CC LUE KAIKKI OHJEET HUOLELLISESTI ENNEN KAYTTOA. NOUDATA KAIKKIA NAISSA o Noudata erityista h jeria sellaisen stentin api, joka i ole 3 yonng of lalnvauena eteenpain, kunnes sen karki on |uun inter kérien p b Sule ventiil ia
cand extremitatea sa distald si o parte a zonei cenirale pot fi vazute iegind prin capatul inelului. Prindet JCTROFICTBO 2 APYTOS, e oo HDOBMHMK V3 GHGTOMI4ECKOT CTBYTYDoL. 8 Kompom Of YCTaHOBNEH. . : S ) 6 UHQODMALWMIO 0 TOM, KaK MOLrOTOBUT W UCTIONb30BATb 3TO U3 o 410501 B OHJEISSA ANNETTUJA VAROITUKSIA JA VAROTOIMIA. NIIDEN LAIMINLYOMINEN VOI JOHTAA tai stentin Iépi iseen suoneen. Tama menetelma 3. Jos Kaytetddn ota i kayttoon ja tyonné interventiolaite-/ - ou) L O .
zona centrala a firului de ghidare pentru a-| scoate complet din suport. Evitat deteriorarea extremitati firului ocre samet! MOXHO ¢ o o T ToBbl tyiopagory HEME, CIEHUTs ero KOMPLIKAATIOIHIN., liséa potiaalle aiheutuvaa riskia, mukaan lukien riskia ohjainvaierin juuttumisesta stentin ohjainvaijeriyhdistelma hemostaasiventtilin l4pi. Tyonnd jariesteimad eteenpain ohjainkatetrn lépi, kunnes 8. Muotoile Karki uudelleen alld tai valmistele seuraava ojainvaiieri.
de ghidare. Nu prindet il de ghidare e extremitate atunci cand  scoateg din suport. MaHUNYNALYW C NPOBOHUKOM B nonnom 06beme. PELOTBP: alk Ay, p- amel . Lisiitietoa Hi-Torque Command™ -ohjainvaijerin kanssa Kéytettévien interventiolaitteiden tukirakenteeseen. se on juuri proksimaalisesti ohjainkatetrin kérkeen nahden. 9. Vie ohjainvaijeri uudelleen sisaén noudattaen timéin osan vaineita 2-6.

4 p 4TO6b! HE Bo3nyxa 8 PYCRO 1 (1) NOBPEXAEHNS COCYIOB. i 4 Njainvaij A - S e - s "

3. in cazulin care este indicat acest lucru, extremitatea firului de ghidare poate fi modelata cu grija prin MposoaHuki Hi- Torgue .014 ¢ npoKcuManbHbiMm MeTkamu. MeTki Ana nneueaoro ¥ 6eMIpeHHoro focTyna, « Mpu '8 TOM, UTO KOHUUK NHTEPBEHLMOHHOTO Bfﬁzﬂ Be H Kayttit ja niiden mukana « Ota huomioon, ettd jos liséohjai t suonen toiseen haaraan, 4. Kiristd il tivisteen i interventiolaitteen ympirille. Varmista, 10. Irrota véa ja C
utiizarea procedurilor standard de modelare. Nu utiliza un instrument de modelare cu o margine ascufita. CervenTe 6 Mm (0,014 arovivia), JCTDOVICTBa CBOBOAHO PACTONONEH B NDOCBETE COCYRA W ODUEHTUPOBAH NADAIENHO CTEHKE o 425 HTEPBEHLUNOHHOE YCTPOHCTEO, Ha Hane AeQexTos. Helbas HCOTs3083Ts Helcnpasibie toimitetuissa kéyttohjeissa. se voidaan joutua vetdmaan pois ennen stentin al , jotta estetdan i etté ohjainvaijeria voidaan vield likuttaa. 11. Kiinnita ohjainvaieri paikalleen samalla, kun etenet intervent ohjainvaiieria pitkin

Firele de ghidare Hi-Torque cu inveli hidroic NDOBOJHAK OTH HO KOHUIKa 03010 QTETEpa T cocyna. ] g r[]]oapemeuuble VHCTPYMEHTEL i Nama kayttﬁoh et ovat Furoopan unionin asetuksen (EU) 2017/745 mukaisesti Abbott-yhtion juutiumisen riski suonen seinaman ja stentin valiin. 5. Kiinnita haluttaessa vadntolate onjainvaijeriin. INTERVENTIOLATTEEN VAHTAWISOHIEET

nenos TEXHUKI 0 1 nyeTp " . . MMogroToBbTe HHOE B COC npou3BoauTens. ayl vascular.elFU.abbott. 6. Tyonna ulos i i itden ir

1. inainte de a scoate firul de ghidare din suport, injectatj ser fiziologic in racordul de la capatul suportului €0 C MPOBC IMV LMHOI He Mettee 90 CM (ANA INEYEBOT0 AOCTYNA) W Seug:un%ﬂaaq;Sv:Ac;gBm;ﬂvgl:nﬁb:gTo;;apsg:gc;:er%l 'Q?gﬁfﬁi”;‘!‘ag'?ﬂ“ﬁe“ﬂ‘e“ﬁgc" Z;;esmma crenT Mepen BBEEHUEM NPOBOAHIKA YBEAUTECH B TOM, 4TO ”900597 ANA NPOBOAHIKA NPOMIBAETCA. KUVAUS RAJOITUKSET sgmanalkalsesn tukevasti paikallaan. Ohjaa oh a\fl;\'/:?l:l‘leﬂ ahtauman Pg\kkl vaamolameella ayttdiset j2
pentru a umezi bine intreaga suprafata a firului de ghidare. 100 cm (st ﬁenpeuunro noctyna). PACTONOKEH Ha YUACTKE C BUyYPKALVIEHE. Vicnonb30BaHHe STOR TeXHIKi cnngﬂx{eno 2. "3 [ina aoro ViTe OTKPBITYHO YacTb NPOBOAHUKA Hi-Torque™ i on ohjattava ohjainvaijeri, joka on useina eri pi ja lapimittoina. Valtimon suonensiséinen pallolaajennus tulisi suorittaa vain laitoksissa, joissa voidaan hatétilanteessa suorittaa 7. Kiinnitd oh]alnvauen paikalleen samalla, kun etenet intervent ijeria pitkin 1. Jos kaytossa on Hi-Torque ™ -vainto-ohjainvaijeri, siry vaineeseen 3.

2. Indepartatj cu grija firul de ghidare din suport, conform indicatjei de la pasul 2 al sectiunii PREGATIREA MpoBoaHuKm H| -Torque ¢ AUCTaNlbHbIMM peHrreHoKonTgacmble METKam. HEKOTOpbIE MPOBOAHNKY C FONONHUTENbHBIMM PUCKAMU [Y1A NaUMEHTa, BKIIKOUaA PUCK 3ACTPEBaHVA NPOBORHIIKA B ACrIEHCep A0 Tex 1op, noka KoH4YK NPOBOAHIKA 11 4aCTb €ro CepAeYHIKa He NOABATCA Ha Distaalikérki on muotoiltava. Lisatietoa tuotteen teknisista méarityksistd on tuotetarrassa (esim. vaijerin perifeerinen valtimon ohitusleikkaus. 8. Jos toil i kaytetadn muuta karkil npanoa tai ohjainvaijeria, poista i varovasti 2. Jos Kiytiissd on pidennettivi Hi-Torque-ohjai pidenna iieria DOG™-ohjainvaileri
PENTRU UTILIZARE. in cazul in care firul de ghidare nu poate fi scos cu usurinta din suport, mai injectatj Hi-Torque Pe METKamu. Hannuve 1t pacnonoxenue MeTok B AlueiiKe CTEHTa. AAPYrOM KOHUE KOnbua. MonHocTblo "3 MOTAHYB 32 CEpA pituus, apimitta ja karjen rontgenpositiivisen osan pituus). seuraten sen liiketta lapivalaisuohjauksessa. jatkeella. Lisatietoja Hi-Torque-ohjainvaijerin kdyttamisestd pidennettavana vaihto-ohjainvaijerina on
ser fiziologic i apo incercalj din nou sa scoatet firul de ghidare. YKa3aHo Ha msoﬁpamenww n3penuA Ha STVIKETKE Merku 06oanaqerbl cuvsonom: B Otmenshbie MeTku «  YUuTBIBATb, UTO, ECTU BO BTOPYIO BETBL BBEJIEH 0N i1 NPOBODHIK, CTapamTer He nospenmb Ko”””" 1PBOAKIKa. He yAepXyBayiTe NPOBORHIK 32 KOH|MK NPl Pidennettavat Hi-Torque-ohjainvaijerit: Joissakin Hi-Tg i issa on VAROTOIMET 9. Muotoile ohjainvaijerin kiirki uudelleen vakiomenetelmaé kayttaen tai vaimistele seuraavaksi kiytettava Jatkeen mukana toimitetuissa ohjeissa.

3. Odata scos din suport, nu reintroduce firul de ghidare in acesta. HateceHb Ha Onpe/eneHHoM PacCTOAHM ADYr OT ipyra NPOKCUMANLHEE OMNETKI KOH|YIK MPOBOHIKA, N0 M1EPES} PACKPHITUEM CTEHTA MOXKET CA U3BTIEYEHUE 3TOT0 u3-3a proksimazlip, johon voidaan Kinnittaa DOG™-ohjainy Katso tiedot ohjainvaijerin jatkeen Vaantolaitetta ei saa koskaan iinnittaa pidennettavan ohja i é aan, " ohjainvaijeri 3. Pidd ohjainvaijeria paikallaan samalla, kun vedét interventiolaitetta pois pid 4 vaihto-ohjainvaijeria

4. Dacé suprafata firului de ghidare cu invelis hidrofiic se usuca, umezirea acesteia cu ser fiziologic va HUM ONPEAENABTCA FYIMHA MOPAKEHHOTO y1aCTKA COCYRA. 0 picKa ero MEXY CTEHKOM COCYA 1 CTEHTOM. 3. I'Ipm HeoB6XoaMMOCTH MO)KHO aKKYPATHO NPUATb KOHUYKY IPOBORHIKA HYXHYIO (GOpMY i jainvaijerin jatkeen yhdistaminen ohjainvaijeriin mahdoliistaa silla se voi aiheuttaa ohjainvaijerin vaurioitumisen, miké puo\eslaan voi estéa Abbott-laitteiden kﬁﬂSSﬁ 10. Vie uhjamvauen uudelleen siséan noudattaen tamén kohdan vaineita 1-7. pitidn.
reface efectul hidrofil. Asiguratj-va ca ati reumezit complet firul de ghidare inainte de a-| reintroduce intr-un TMposogHuku Hi-Torque ¢ rnapodunbHbIM NoKpbiTuem. Hannune rmapoduabHoro NOKpbITA OTMEYEHO Ha criocoBamu. [1nA U3MEHeH#A GOpMI KOH4UKa NPOBORHUKA HENb3A UCTIONb30BaT interventiolaitteen vaihtamisen samalla, kun 0h|a|nva||er|a pidetaan palkallaan kehossa Kun interventiolaite yhteensopivan ohjainvaijerin jatkeen k||nnmam|sen - 4. Valmistele toinen interventiolaite valmistajan ohjeiden mukaisesti.
dispozitv interventional. STUKETKE N3nenuA. OTPAHUYEHNA HHCTDYMEHTH  OCTDbIM KD2EM. on vaihdett, jatke voidaan irfottaa ja voi kyttaa Ohjainvaijerit ovat herkk i janiita on Kasiteltava varovasti. Ennen kayttoa ja mandolisuuksien yypp svaljert 5. Lataa laite ohjainvaijerin pale javie sisén Hi-Torque-vaihto-ohjainvaijeria pitkin leesion poikki.

5. tDIfg%al oo Fbr:t‘adii %helrdgzr% : ;?gt;erinra;];r\‘r&tcl?mucljpacwentului, trebuie curatat prin stergere cu o bucatd de (DOPMA BbINYCKA 1 KOMIUTEKTALA YTA FlomKHa MPOBOMMTLCA TOBKO B YCTIOBIAX T:ET'!S%WHCKMX LIEHTPOB, TTIe BO3MOXHO BHIMONHEHNE fooeo Hi-Torque ¢ 0Kp Proksimaalimerkeilld varustetut .014 Hi-Torque-ohiainvaiirit: 0,36 mm:n (0,014 in.) ohjainvai muﬁflian\}mme_'gpite_?” aihka“a ‘%’.’Kﬂsl‘ﬂ thainxﬁgﬁfj PU\?'e”iS?ISﬁ 1aipuwie“* ”?.“‘kie{(‘F;&m“iﬁ’eﬂhvagﬂmde" . ﬁ;am?,';'gggfv‘g;%ﬁfny};‘;}“ fa tyonna sitten 6. Jatka toimenpidetts liaketieteellisilld vaki il

med. . . ksimaali itsevat olka- tavat i it varalta. Vaurioituneita ohjainvaijereita ei saa kéyttéd. Vaurioituneen ohjainvaijerin kaytto voi aiheuttaa
CrepunbHo. C ) eper i BBEAVITE QU3NONOTIYECKYIA PACTBOP Yepes MopT proksimaaliosassa sijaitsevat olka- ja T avustava sijainnin maarittamisessa alta. Vaurioitune invaije 2 ) ’ A, .
INSTRUCTIUNI DE UTILIZARE P 0. CTEPUNN30BAHO 3NEKTPOHHBIM 06ny4eHrem. MeTon CTEpUIN3aLIm YKasaH Ha ATUKETKE 2 KOHLIE FWICTIEHCEpa, UT0BbI X opom o CMOUMTS B c»o TIOBEPKHOCTS np 0BOTHIKA, ohjainkatetrin karkeen nahden kaytettiessa paljaan vaijerin teknikkaa. Nama ohjainvaijerit ovat verisuonivaurioita ja/tai viantoliikkeen epatarkkuutta. 2. Tyonnd varovasti Iapi ohjainkatetriin. Kiskotyyppiset jarjestelmat (paljasvaijeritekniikka)
Tl 3aenws. ANMporeHo. He MCnonb3oBarh, eCiN HapyLUEHa repMETHYHOCTb YNaKoBKH. trin Karke y - oo AdiaT T SR P R ' S
- " " . - ! : MEPbI NPEAOCTOPOXHOCTI 2. 0CTOPOXHO U3BNEKUTE NPOBOTHIIK 13 yhteensopivia vahintaan 90 cm pitkien (olkavaltimo) tai 100 cm pitkien (reisivattimo) ohjainkatetrien kanssa. Vahvista in ldpimitan kanssa ennen varsinaista kayttoa. 3. Jos kaytettiin metalista ohjainvaijerin sisaanviejaa, muista poistaa se ennen ohjainvaijerin poistamista 1. Pida ohjainvaijeria paikallaan samalla, kun vedt laitetta pois ohjainvaijeria pitkin.
Sistemele de tip coaxial (tehnica de preincarcare) o P poBOA p yttoa. - .
p p JlaHHoe 0AHOPa30BOE YCTPOICTBO HE MOANEXIT NOBTOPHOMY UCTONb30BAHMIO Y APYTOr0 NALWENTa, Tak Hit B KoeM Crlyuae He nofice FiCTBO K M( i uactn N - e P . P " tai lisakasittelyd. 2. Valmistele seuraava interventiolaite valmistajan ohjeiden mukaisest.
1. Introduceti cu grid firul de ghidare prin racordul lumenului firului de ghidare al dispozitivului interventional. KoK OHO HE DACCUMTALO 1a BBINONHERIE CBOSTH BYHKLIU NIOCTE HEDBOrO MCTIONR30RaHA. LaMeHeNve NPYBE/EHHBIMIA BLILLIE B NYHKTE 2 pasaena «I‘IOJIII'OTOBKA K I'IPVIMEHEHVIIO» ECM NPOBOIHIK Rontgenposiilvisilla distaalimerkeilla varustetut Hi-Torque-ohjainvaijerit: Jotkin Hi-Torque-ohjainvaijerit on Varmista jista ja kayttoohjeista Kayttoon sopiva ). Edelld esitetyn g o - . ) ) - a jan ohjeiden mukaisesy
Introducetj cu grija firul de ghidare prin racordul lumenului firului de ghidare al dispozitivului interventional p GyHku P MPOKCHMENLHOTD KOHLR YIMHHAGMOTO ) OBOTHUKA: 3TO MOXET PUBECTH K 1108 i A ik ia ohiainvaileri 5 ik Vo i 4. T ki
4 o bl : s oo i 0i johtaa miké voi : g
2 Avansa il ce ghidare pand cand vt acestia junge imediat proximalfah o extemiatea disala a MEXGHAYECKYX, QUIMECKIX Y (W) CBOMCTB HOBTOpHOT OWCTKI P ua ym posog I0XET NPUBECTY K MO DGMGHWOAE?)O;ORHWK?I " He YA2ETCA M3BNeUb 13 AVCNIEHCEPa 683 AONOHUTENbHbIX YCUNMIA, BBELUTE eLLe HEMHOTO varustettu distaalipaan rontgenpositivisilla merkeilla. Jos ohjainvaijerissa on nama merkit.niiden suosituksen noudattamatta jatiaminen voi joht K voi johtaa hYUn"'at vel O':i‘an P'UN'I‘( asti. Kun nerkki on kohda 3. Lataa laite ohjainvaijerin palle ja vie sisaan Hi-Torque-ohjainvaijeria pitkin leesion poikki.
. dispozitvului inetventional 11 (W) MOBTOPHOI! CTEPUNM3ALIAI MOXET NDUBECTI K HapyLLIEHINO LENOCTHOCTH YCTPOWCTBA U (Wik) tbmsmunormuf:cmro PacTBOPa 1 MOBTOPUTE MOMBITKY. ilmaistu tuotemerkinndissa olevassa kuvassa. Merkit tunnistaa merki | X verisuonen vaurioon, kuten perforaatioon, dissekoitumaan, repeamaan ja irtirepedmaan. forugﬁn ?aslweolel\lg uritetun nupin kanssa, karki on juuri krjen 4. Jatka tta aak illa illa.
3. T cazulin care se utlizeazZ un cateter de ghidare, cuplaj cateterul de ghidare giintroducefj ansamblul PaSPYLLIEHIIO MATEPHAUTOB, M3 KOTOPbIX OHO M3TOTOBTIEHO, 4TO, B CBOIO 04EPeAb, MOXET NPHBECTI K TPOBORHYKY — XPYNKUE U3LENVA, TPE6ytoLLue BepexHoro o&pameumu I'Iepen Hauanom 1cnonb3oBaHus, 3. He nomeLuaiiTe U3BNeueHHbIi NPOBOHYK 0BPATHO B AUCNEHCE. memk\er_l rlvl k_elan proksnmaahpuo\_ella toimii viitteend ahtauman pituuden méarittamisessa. Ohjainvaijerin vapaa like iner sisall on tirked ohjattavan ohjainvailerifiestelman ominaisuus, p ipu
3 isport emvononastr do gt o vl e cuplat ca Tnaimagi e St o ool de ar D o npuuie Y3KUX LGN U (W) HATPbIBOB, A TAKXKE CHI3HTS a TauoKe6 10 BO3MOXHOCT! BO BPEMA Ha npeamer 4. Ecv NOBEPXHOCTb rUAPOGWIBHOTO NPOBOSHIKA BbICOXNA, €8 YBNaXHEHVIE (UINONOrMuECKM Hydrofiilipinnoitteella paallystetyt Hi-Torque-ohjainvaiierit: Hydrofiilipi on merkintd koska sen avulla kéyttéja pystyy paremmin hahmottamaan laitteen sijainnin. Testaa ennen kayttod, tuntuuko
ohidare pand cand ajunge imediat proximal fata de extremitatea cateterului de ghidare. ero W () QOTCYTCTBUE OPUrUHANBHOI MaPKPOBKM MOXET CTaTh IEPErUO0B, HAZNIOMOB Wit npyrmx MIOBPEXZIEHIiL. Henb3A 1Cnonb3oBatb NOBPEXEHHbIE NPOBOMHUKI. Tupe SBPEKT. B TOM, 4TO Nepen Nof TOIMITUSTAPA jarjestelmassa vastusta. Saada hemostaasiventtilia tai vaihda se saadettavaan ventiilin, jos se estad
4. Siringef vava hemostaic penu  crea un element de efansare i uuldSpozivul nterventonal. NPUYIHO/E HEHATNIEXALLIETO UCNONb30BAHIA W3ENKA W HEBOSMOXHOCTU €r0 OTCAEXVBaHUA. OTCYTCTBHE e B ngle%eaT NPUBECTI K HADYLLIEHVIO LIENOCTHOCTY COCYAa U (nu) B HHOE YCTPOVCTBO Sterilli - Steriot PSS i inta ohjainvaijerin liiketta. Graphical Symbols for Medical Device Labeling: by: Tpaos Simbol i
5 OPUTUHATBHOT YTAKOBKY MOXET CTaTh " 5. Tlocne U3BNeYeHIIA NDOBOSHIKA 13 OPraHUaMa naLVeHT creayeT Haumcmn eriili — Steriloitu elektronisat terilc enetelmasta on merkinta y » N . . " en: Graphical Symbols for Medical Device Labeling; bg: fpagwutu cumBony 3a eTUKeTMpaHe Ha MeauuiHeKI ypeaw; ro: Simboluri grafice pentru etichetarea dispozitivelor medicale; ru: fpaguueckvie CUMBONbI Ha STUKETKaX
5 g&guray v de faptul ¢ suntinca permise miscarile intentionate ale firului de ghidare. CO30aTb 1A NALWIEHTa W (WIH) NONb30BATENA PUCK NONYUEHIA TDABM, Mepen B C [MaveTpoB " 0 Mapesoi car|¢emov? cmﬂqenuom ®53monormuecﬂmm o Joams Bucaa Pyrogeeniton. Ei saa kayttad, jos pakkaus on avattu tai vaurioitunut. ,'mﬁ'ﬁﬁaslfvsifﬁ{fﬂé;ﬁ'gﬂgﬁnﬁﬂ Vuauséifgﬁniyny 15%%%”@?1 \ﬁ;bepﬁéﬁagw;ﬁ%ﬁggnnenm varovastyhtend megALMHokvx wenni, i: Ladketisteelisten laiteiden fuotetamoissa esintyvat symboli
. Daca este dortt, atasa dispozitivul de rotire la firu de ghidare. o o Ot (1) & nakeTe. YCTPOMCTBA. PEKOMEHTALIU 110 MPUMEHEHIIO Tatd kertakéyttoista laitetta ei voi kéyttad uudelleen toiselle potilaalle, sila sita ei ole suunniteltu toimimaan Vit pinnoitteen T ) ia ulos tai kasitele sita metalikanyyi

6. Sub control radioscopic, inaintatj progresiv firul de ghidare in afara dispozitivului interventional in timp ce oM. X ) Ha STUKETKE 1 MHD o ), 4To6b! N N Kaytti Kayton jalkeen. Toistuvan kayton, puhdistuksen ja/tai p ulos tai kasittele sita metallikanyylin
dispozitivul interventional este mentinut fix pe pozitie. Utiizatj dispozitivul de rotire pentru a dirija firul de Xpanenine. XpaHTb B CyXoM TEMHOM NPOXIAHOM MECTE. Cuctemb no (Texuuka Ha floinnin ai fyysiset jatai muutokset voivat vaurioittaa laitteen tai teravareunaisen esineen lapi. Kasittely eteenpam vient ja/tai ulos vetaminen metalllitteen kautta voi

et Treat o s ynucmsepmbcn B TOM, 4T0 1IDOBOTHIIK NIDUMEHAETCA B cucyu,ax, 17 KOTOPbIX OH MPEaHa3Ha4eH. MPOBOAHIK) ysiset johtaa uhe iafta mika voi aiheuttaa pinnoftemateriaain jzamisti
ghidare astfel inc erseze lezinea. ) o L{ENEBOE HASHAYEHIE / OBNIACTb NIPMEHEHUA BbILLE MOXET NPUBECTH K HECOOTBETCTBUIO PA3MEPOB B rakennetta ja/tai materiaaleja ja aieuttaa kapeista koloista ja/tai valeistd johtuvaa kontaminaatiota, heikentda i Timd voi johta tka vaativat lisa ) teit

7. Fixalj firul de ghidare pe pozife in timp ce ghidatj dispozitivul interventional de-a lungul lui siin interiorul * " ,@UBEHOCHW, COCYAA 1 NPOBOBHHKA, UTO, B CBOI0 0YEPELlb, MOXET CTaTb NDHuMHON NOBPEXAEHIA COCYIA, 1. OCTOPOXHO BBEAVITE NPOBOTHUK YePes NopT AnA laitteen kyttoturvallisuutta ja/tai aiheuttaa it tojen voi jontaa Jotka vaativat lisétoimenpiteita. en: Manufacturer; bg: Mponasoguren; ro: Producétor; ru: MponssoguTens; fi: Valmistaja - Consuli ! . ! o
lezuni. ) MposoHu Hi-Torque Command™ npeHasHaseH 1A OGErveHIA HaBUTLIM 110 aHATOMIIECKIM BITIOUZA, TOMHMO FH04ER0, NEPOODALMID, PACGTORHHE, paapbm Vt OTOBIB OOy, 2. Miponeuraiite POBORHIK £0 TeX 0P, NOKA B10 KOHCIMK He OKAXETCA HewHOTO MPOKGHT:Hee johtaa virheeliseen Kiyttoon ja estéa laitieen jaljtamisen. Aluperisen pakkauksen puuttuminen voi johtaa Keyton jalkeen tam tuote voi olla blovaarallmen Kasittele ja havité se hyvaksyttyjen ladketietesllisten en: Consultinstructions for use or consult electronic instructions for use; bg: Binxre

8. In cazul in care este indicatd o altd configuratie de extremitate sau un alt tip de fir de ghidare, extragef cu ANEMEHTaM 11 CTPYKTYPam COCYAI0B C LIEMbI0 AOCTaBKM auar " C SHYTOU icTBa — BaXHoe KOHUMKA HTEPBEHLIVIOHHOTO YCTPOMCTBA. laitteen vaurioitumiseen, steriiliyden menettamiseen seka potilaan ja/tai kéyttéjan vammaan. kaytantojen ja lakien ja maaraysten mukaisesti. UHCTPYKUMUTE 32 yNIOTDEGa WU eNEKTPOHHNTE MHCTPYKUMY 3a ynoTpe6a.; ro: Consultatj instructiunile
grija firul de ghidare in timp ce i urmari§ deplasarea sub control radioscopic. TOKA3AHINA K MPUIMEHEHITK CUCTEMbIyTD2BTAEMX TIDOBOZHYKO, TOCKOT:AY OHO e NOTGOBTENO LEHHYIO TAKTITAYIO 3. Mput vcno 0 Karerepa KaTETep U BBEMTE UHTEPBEHLIOHHOE Sisaltd — yksi (1) ohjainvaileri / pussi. Alg liota \aneﬂ'ﬁ yl‘l 4 tuntll(a ku? laite ei o\e Kaytossa. Valta laitteiden esiliottamista ohjeissa mainittuja aikoja EC |REP de utilizare sau consultatj instructiunile de utilizare in format electronic; ru: 03H3K0M'>T90l>'? t

9. Remodelat extremitatea distald a firului de ghidare in conformitate cu practica standard sau pregatitj atibiit npoBopuk Hi-Torque Command™ A Tepen vici CUCTEMY Ha HaTIMYME CONPOTUBAEHMS. OTDEryMpyiiTe c 4epes remo Knanax. NpofiBUraitte cucTeMy J PO ; pidempéan, silla liian pitka esiliotus voi heikentaa pinnoitieen toimintaa. en in the European Community/European Union; VHCTPYKLUAMU NO NPUMEHEHIO W1 C 3MNEKTPOHHBIMI MHCTPYKLAAMU NO NpuMeHeruio; fi: Katso
urmitorul fi de ghidare care va fi utiizat. A B npougcce i i ar (4TA) i I e i Knana Ha per 1 oo on commmen i 110 TIPOBOAHUKOBOMY KATETEPY f0 Tex Nop, 1I0ka OHa HE OKAXETCA HEMHOTO MPOKCMATbHEE KOHIIIKa Sailytys - slytettava viledssa, pimedss ja kuivassa paikassa. Kun hycrofiipinote kastelaan, s lisza ohjainvairin pinnan istavuuta. bg: Vi 8 Esponeii o/ MCKAA Cbi03; 10: R autorizat kayttoohieita tai katso lisatietoja sahklaitteiden kayttoohjeista

10. Reintroducetj firul de ghidare urmand pasii de la 1 pand la 7 din aceasta sectjune. B TAKUX apTEDIAX, KaK GLDBHHIE, NOMKOTEHHbIE, 3 TaKKe B KOHEUHbIX BETBAX NOZKONEHHOT aprepu. NPOBOAHNKA. MPOBOAHIKOBOIO Karetepa. KAYTTOAIHE/KAYTTOTARKOITUS Pinnoite turpoaa, kun se altistuu dliai mutta tama ei vaikuta laitteen kayttoon in Comunitatea Europeana/Uniunea E: 4 ru:) 8 EBponerickom

Sistemele de tip sind (tehnica cu firul ,la vedere”) ; TEIOKE MOXHO CTEHTAMI1 B X038 NE4E6Ho X NPOUERYP. Ana ) VICTOUHUK COIp 1 4. Samime remnmamuem;mln Knanat, 4Toel n;;m n;:sl(ggr:ma Hi-Torque Command™ -ohjainvaijeri on tarkoftettu helpottamaan navigointia verisuonianatomioissa Laitteen pinnoitteen eheys ja suorituskyky voivat heikentyé, jos sen valmisteluun kaytetaan /E cotose; fi: edustaja Euroopan yhteisdssd / Euroopan unionissa

1. Cuplatj cateterul de ghidare si apoi introducetj un dispozitiv de introducere  frului de ghidare prin valva Hg%s%ﬂ:m:brame MO)KPL(Z‘MCI'IDHMDB&TI: m:ﬂ B DASTIUHHbIX Jhac 3aMl;i2?3 HOBbIM. SENEL YOTP 1 ) mpyre GAMHbIM 610KOM  3AMEHT> YCTPOCTEO 5. Mo Heot o K 1poB i ) Ja-TaKer ja yhteensopimattomia valiaineita tai iuottimia. Ota huomioon seuraavat tarkedt suositukset:
hemostatica atasata la cateterul de ghidare. 011H6r0 Marko JyW'lVl PO Py, aTaIoke [I1A pa3nMdeHiA COCYA0B H " - . 6. Mon 34 NDEAETb! MHTEPBEHLMOHHOTO KAYTTOINDIKAATIOT « Valta laitteen pyyhkimista kuivalla sideharsolla, silld tdma voi vaurioittaa laitteen pinnoitetta. . "

2. I[;nruducet,l cu grij extremitatea distal a firului de ghidare prin dispozitivul de introducere si in cateterul B COCYANCTON CETI. e ”D”VCK“W%:%T“”“ ”apa”““J:aKg%mT%M e " ocrl,é;ﬁm Apai Mopovuins, i nane)«uo Ha eGTe. B0 BpeV MDOABINKEHHA NPOSOMHHKA Tamé Hi-Torque Command™ -ohjainvaijeri on tarkoitettu avustamaan pallolaajennuskatetrien « Vit pinnoitettujen laitteiden liallista pyyhkimista. en: Do not re-use; bg: He usnonssaiite nosTopHo; ro: A nu se reutiliza; ru: fins

3 Inecgazluﬁr:care afost utiizat un dispoziy metalic de intod fruli de ahidare, asiouraiv oA ai NPOTUBONOKA3AHIA npouswmenme TIpOBOAHIKA Uepe3 K0€ YCTPOWCTBO 1 (k) 13 TaKoro epe3 NOPAXeHHbIi YUZCTOK YTIDABAAITE UM C MOMOLLI0 MOBOPOTHOTO YCTPOWCTE. A olyigtim;gﬂ S gL (vmﬁga:rlmkliga e g‘s”aif;[fs'ﬁ" + Vilta alkonolin, antisepisten liuosten tai muiden luotimien kaytamista laiteen esikasitelyyn, sila tama EC ) ORHOPa3080r0 UCronb30aau:; fi: i saa kayttad uudelleen

" Indepartatinai spoztv metaic de ntroduoere a il e hidare asiguray-va cd 2y m - C ™ YCTPOIICTER MOTYT NIPHBECTI K P3PYLLEHYIO U (WiW) OTLENEHVIO BHELLHETO NOKPbITR, B PeaybTare 7. 33¢WKCMDWT6 “POBO&HMK Ha MecTe B0 BPEMA 10 Hemy 0 poivitaive: 12 pOTIAIDEEN Aapuolsis ytad myos y pivien voi aiheuttaa pi turvallisuutta ja en: Importer in the European G ; bg: B EBC 06LUHOCT;
indepartat inainte de a extrage sau de a continua manevrarea firului de ghidare. poBoaruk Hi-Torque Command™ e A 8 cocynax u 3 aCTOK. stenttien kanssa hoitotoimenpiteissa. muutoksia. ro: Importator in Comunitatea Europeand; ru: Umnoprep 8 EC; fi: Maahantuoja E ht

4. Introducetj progresiv firul de ghidare pana la marcajul proximal corespunzator. Atunci cand marcajul COCYRaX TONOBHOr0 MO3ra. o e M°*$,§e°5°y‘f,$jg B CooyuCTOl e 0t oEPERb, MOXET B3BaT 8 Eom Tpeﬁymﬂ oyran Kombmrypauwﬂ Koymwxa JATH CDyTO MDOBOZHIK, OCTOPOXHO M3BTEKHTE Ohjainvaijeria voidaan myos kéyttaa kohdeahtaumaan paasemiseen ja sen ylittamiseen, muodostamaan ’ uropeant, u: noprep :Maahantuofa Euroopan yrtisesss %

Tocne UCTIoNb30BAHUA 3TO U3AENME MOXET NPEACTABNATH MOTEHLUUATbHYIO GMOHOI‘MHSCKWJ 0NacHoCTh. % en: Do not resterilize; bg: He crepunuaupaiire nosTopHo; ro: A nu se resteriliza; ru: He
NoANeXwT nosTOpHON cTepunusauw; fi: Ei saa steriloida uudelleen '
ONLY  en: CAUTION: Federal law restricts this device to sale by or on the order of a physician;
bg: BHUMAHVIE: Denepantoto 3akoHopatencTso Ha CALLl Hanara orpaHuueHWeTo ToBa YCTPOACTBO fia
) - . ; ' s o . o . . - - ) T - - ] ’ npofiaBa camo H  restrictioneaza
proximal este aliniat cu butonul striat al valvei hemostatice, extremitatea distala a firului de ghidare este NPEAOCTEPEXXEHNA 06p: CHIM MY Y €ro B C NPUHATOR [ NPOBOAHMNK MO KOHTPONEM peHTreHDCKOI‘IMM reitti veri { sisélle, yhden tai inter toiseen Vahintadn yksi timén laitteen osa saattaa siséltda seuraavaa CMR-luokan 1B méaritelman mukaista ainetta yli ﬁﬁmgfgz.;ﬁ; :cezﬂfga?:am:rodgocp;}:: Z:ua n: T;‘;I; crgm/::‘sr EI:UIL;gg?cfe'(ilerglﬁvrﬁ}:ﬁag:leaza P ;
situata imediat proximal fata de extremitatea distala a cateterului de ghidare. [laHHoe u3nenve He ma ¢ A aTepaKTOMMAN. n 9. ViamenuTe hopmy KoHuMKa co it METORUKOTE W ja mérittamasn verisuoniston siaintia. 0,1 painoprosentin pitoisuudella: koboltt, CAS-nro (Chemical Abstracts Service) 7440-48-4; " P en: Do not use if package is damaged and consult instructions for use; bg: He
Noti: atunci cand uilizatj un cateter de ghidare branial de 90 cm, folosit marcajul cel mai distal ca reper He 3amauviBaiire uanene 60ee Yem Ha 4 4aca, KOrfia OHO He UCToNb3yercs. VsGeraitte NIOAOTOBHTE K 1ICNONb30BAHMNIO APYTO/t npoaouHMK EV-nro 231-158-0. Tamanhetkinen tieteellinen naytto tukee sité, etta kobolttia sisatavisti ruostumatiomasta HOE X a3p MPOR@KY AZHHOTO YCTPOWGTBA TONKD BpatiaM Wi o U3NON3BAITE, KO NAKETBT € MOBPELEH, 1 BUKTE MHCTPYKLMWTE 38 ynoTpe6a.; ro: Nu utilizatj daca
pentru masurarea distantei, iar atunci cand utiizati un cateter de ghidare femural de 100 cm, folosit Cpok cnyxGbi 13nieniA ykasa Ha aTuKeTke. [laHoe ycTpoitcTBo npearasiaseio TONbKO ANA NEFBAPHTENLHOT 3aMauMBaHWA USRENUI B TEUEHINE BONbLIETO BPEMEHH, UM YKA3RHO B MHCTPYKLUM, Tak 10. BB&AVITe NPOBOTHUK NIOBTOPHO, KaK YKA3aHO B NYHKTaX 1~7 AaHHOO pasgena KONTRAINDIKAATIOT terasseoksesta valmistetut laakinnélliset laitteet eivat aineuta lisaantynytta syopariskia tai vaikuta haitallisesti ux sakasy; fi: HUOMIO: Yhdysvaltain littovaltion lain mukaan taman laitteen saa myyda vain laakari tai ambalajul este deteriorat i consulta@\ instructjunile de utilizare; ru: He ncnonb3oBatb, ecnn ynakoska
pentru acesta marcajul Situat cel mai proximal. ! 0[IHOPA30BOIO IélCﬂOﬂbSOBAHVIH He W (W) KaK 3T0 MOXET NOBAUAT Ha XapaKTEpICTKIN MOKDLITHA. ! ! (mxmvnxa . " . Hi-Torque Command™ -ohjainvaijeria ei ole tarkoitettu kaytettavaksi sepel- tai aivoverisuonistossa. lisadntymiskykyyn. ldékérin maarayksesta o o: i: Ei saa kayttad, jos pakkaus on

5. Masatj dispozitivul de rotire. :nil%iazﬁigrfmc:osﬁ:$:::;: :'fﬂ?::;ﬁ:ﬂ?b aroro M3119"Vlﬂ nocne ero 06paboTKi ¢ Lenbio BnaxHoe r 0e pOb CMaskyt Ha 1. YTaHOBUTE pOBOZHAKOB KATETEp, nocne qem SBEIIATE MHTOOISIOCED A NDOBOMHKA Y60Es VAROITUKSET Hi-Torque Command™ -ohjainvaijerin turvallisuutta ja tehokkuutta ei ole selvitetty lapsipotilaiden kohdalla. vaurioitunut ja katso kaynoumena

6. Sub control radioscopic, avansatj progresiv firul de ghidare in afara cateterului de ghidare si in interiorul Ever P v TTOKpbiTE HaByXaeT Mof} BO3MEVCTBIEM BOTHOIA CE/Ibl, OFIHAKO 3TO He BAMAET Ha MCMONb30BaHUe 3Nenus. " remo o 513”3,1 " " el IR M1POB0A ’ Titd laitetta ei ole tarkoitettu kaytettavaksi aterektomialaitteiden kanssa. HAITTAVAIKUTUKSET
;gaz?ﬁl\qlgade sange ales. Utiizatj dispozitivul de rotire pentru a dirija firul de ghidare astfel incét s traverseze Kgfop:lM ereruto oot aHTMKO&:AyHﬂLlMﬂ NPy OLEHKE PUCKOB NPUMEHEHNA Y NAUNeHTOB, Ha uenocTHocTb 1t V3MENMA MOXET o TIOBAUATL €70 NOAFOTOBKA C 2. 0 BBEIMTE i KoHew, 8 Vi KareTep uepes Laitteen kayttoika on merkitty séilyvyysaika. Tam laite on suunniteltu ja tarkoitettu AINOASTAAN Tamén laitteen Kéyttoon voi littyd muun muassa seuraavia halttava\kutuksla

- uenonk cped um p atuTe H anee . . i iaaleill ja 14a s
7. Dacd este indicatd o alta configuratie a extremitat sau un alttp de fr e ghidare, firul de ghidare poate f B GyUae HCTIONb30BZHIA KOHTPACTHX BELLECTS HEOGXOAMO COBTIORATS 0COy10 OCTOPOXHOCTS a1l peroNeHIAI pen P: x gmpoumocep } KERTAKAYTTOON. Ei saa steriloida ja/tai kayttad uudelleen. Laitteen turvallisuutta ja tehokkuutta sen allerginen reaktio tai ylinerkkyys lateksille, varjoaineelle, ja ladk MM en: Use-by date; bg: CpoK Ha roaHocT; ro: A se utiliza pand la data de; ru: cpok rogHocTi; O ) ) )
extras dupa cum urmeaza: " B . 3. Ecnu ucnonb3osanca A ero 0 y6patb, jélkeen, kun se on kasnelty uudelleen useita kayttokertoja varten, ei ole vahvistettu. antikoagulantti- tai antltrombosyymlaakkel le fiz Viimeinen kayttopaiva en: Single sterile barrier system; bg: EnHnyKa ctepunHa nperpagHa cuctema;
& Desthidel vala hemosiatc s nia e spare din ramifcata arborel coronaan MIPK NIEYEHVM N1ALMEHTOB, Y KOTOPbIX Bbi1a TAXENaA PEAKLMA HA KOHTPACTHbIE BELLECTBA U KOTOPLIM * He npotwpaiTe Magenue cyxoii Mapne, Tak Kak 310 MOXET NOBPEAMTH Ero MOKPbITHE. npexe Yem NPOBOAHYIK W C HIM 6 Kyt aarimmaistd ia harkintaa i potilata, joille & voi kayttaa + verisuoniyhteyskohdan komplikaatiot, jotka saattavat vaatia verensiirtoa tai suonen korjausta, kuten: . ro: Sistem cu 0 Singura barier sterila: ru: OnUH CTepWbHbI Gapbep: fi: Yksittainen steriili
’ i o i o6 1 ot i0scopi HEBOIMOXHO NPOBECT COOTBETCTBYIOLLYIO NPEMEANKALIIO. + i3BeraiiTe UpeaMepHOr0 NPOTVPAHUA M3TENWii C NOKPLITAEM 4. TiponsutbTe 10 co 0/1 METKW. Tpi pacrionoxXeHn i 0 (sinelmd, o Sing , ru: Onun crep apbep; 1i: Yksittainen steril
Retragetj lent firul de ghidare in timp ce ii urméritj deplasarea sub control radioscopic. . P p poTUp 30 P g TIDOKCH f - hyytymisenestohoitoa. 0 vattimo-laskimofistel, pseudoaneurysma, aneurysma, dlssekho erforaatio/repeam ja laseraati suojajarjestelmé
b.  Inchidetj valva hemostatica si linia de spélare din ramificatia arborelui coronarian. ¥ 1ML, B aHAMHE3® KOTOPbIX ECTb aNNIepritA Ha NioBOil M3 MepeqmcrenHbix Aanee KOMMOHEHTOB 3Toro * He vicnonb3yiite Cnupr, aHTVCENTUYECKVE PACTBOPLI WK YTV PACTBODUTENV 1A NPEABADUTENbHOI npoe ’,:I:?:%OM ’:Iez(:nha yf(ngne PUANEHOI YK [MIOCTATUGCKOTO KIZNHA KOKK Jos Kiytetiin varjoaineita, on nc sarimmi i hoi potilaita, joilla on o embolia (ima, kudos, plakkl trombrgomnen ma?énaall ta ate) perforaatio/repeam ja laseraztio
8 Remodel drul do ahic U3ENNA, MOXET PasBUTHCA ANEPIIHECKan PEaKLyia Ha AaHHbIf NPOBOAHMK. B COCTAB M3AENNA BXOJAT 06pa6oTW YCTPOTICTBA, NOCKONbKY 3T0 MOXET NPUBECTH K HENPEZCKA3YEMbIM USMEHEHUAM NOKPbITUA, POBOMHIKA BYACT PaCTIONOXEH HEMHOTO KOHUMKa 0 Katerepa. It vakc ozineiden aiheutt ko i kil & voi aniaa riitivast esiaki g . koh vt Kool Q o oot v o e, Ny
- R reélneug hel gggxtremnatea rului de ghidare in conformitate cu practica standard sau pregatitj urmatorul HEPXABEIOLLAA CTAN, HUTHHON (CTUTAB HUKENA 1 TWTaKa), manio- HMKENeBLI CUTaB, NOKDHITHE U3 KOTOpbiE MOYT OTPYLIATENbHO NOBAATb Ha 6230MACHOCTL 1 XapaKTEpUCTUKM NPOBOAHIKA. Npumieyanme. VicnonbayiiTe camyio AncT 0 METKy npu o olut vakava varjoaineiden aiheuttama reaktio fa ol ¢ voi antaa rtavest sl itysta. tavy i émggn IOLITDPSIT:F ;Enh#woenas leﬁ(ae ﬁﬂ% |;gﬁ a listoimenpiteits, muun muassa: en: Date of by: flara Ha np . r0: Data fabricatie: ru: flara = .<
nonreTpagTopatunena (MTM3), nokpsitie Microglide™ onneTKa, ypera, OUH 1T HECKOTBKO KOMTOHEHTOB FIAHHOTO U3TENHA MOTYT COMERKATS CrIETylOLLEE BELLECTBO, Karetepa 1A nneyesoro A0cTyna AnuHoi 90 CM 1 Camyio MpoKCUMaTbHYIO METKY Mpy Henkilét, joiden tiedetaan olleen allergisia jollekin alla luetellulle timén laitteen osalle, voivat saada 5 uarotoBnenus; fi: Valmistuspaivamadra /|
?. Eelntroduqegl firl de ghidare urmand pasiide la 2 pania 6 din aceasta sectiune. P (BT, crnas 071082 U cepeBpa, cnnas sonora unoaapa o A 3 yT conep Mwﬂayreh ocm%lmnm IOSULUIOHUPOB2HWW MDOBOTHWKOBOTO KATETEpa 1A GENDEHHOro AocTyna anwHoit 100 . allergisen realdion tasta onjanvaierista: ruostumalon ferés, iinol (nkelr-tizaniseos), patina- g ‘é?nnlllrgl(i)al?i\sr‘::??«fﬁglsl Ef;&?ﬂ?{’)‘fg‘%gﬁgez"ﬁ:gﬁgg’l‘i Igliﬁgietgt)m perforaatio/repeama o i _ ] ! ) )
0. d??r%ggre de rore si dei afirului de ghidare de pe firu 3NOKCUAHBIA KN, [epes ro UCIONb30BaHEM Y NaLIMeHTa CABAYET MPOKOHCYALTUPOBATH NaLIMEHTa Mo q i "or toxic for on, CMR) Kareropuit 18 5. TOACORAHUTE OBOPOTHOE YCTPOTICTBO. nikieliseos, polytetrafiuorieteenipinnoite (PTFE), Mi ™-pinnoite, volframi-p i-holkK, o valtimon tai stentin tromboosi B " en: Keep away from sunlight; by: [1asere ot CnbH4eBa osetnuka; ro: A se feri de lumina
11, Fixatj firul de ghidare in timp ce ghidatj dispoziivul interventional de-a lungul lui §iin MaTepuanam, CoqepXaLIMCA B U30EnuM, 1 CoBpaT ero NOAPOBHbIVE ANNEProNOrMUECKit aHaMHES. fpw KOHugHTaLyt Gonee 0,1 % (no Macce) KoGans; Homep  peectpe Chemical Abstracts Service (CAS): 6. on pexrrero ¢ 3a npenenbl 08010 uretaani, polyvinyyipyrrol noite (PVP), tina| kulta-tinaseos ja epoksilima. Ennen 0 ahtauma tai uudelleenahtauma SOlard; ru: Bepes oT conkeblx nysed;fi: Sayteitavé suojattuna auringonvalolia
- rha 2 gni g o . ohjainvaijerin kéytté potilaan hoidossa potilaan kanssa téytyy keskustella laitteessa kéytetyista 0 verisuonispasmi . - ba: - ro: -  fi- Erikoodi
e Ay Iezlugnu p ce ghidatj disp I [t 10 e © v KOHLE, 470 7440-48-4; Homep B peectpe EC: 231-158-0. VIMetOLMECA HayuHbIE AaHHbIE CBUAETENIbCTBYIOT 0 TOM, 4TO Karetepa B BbibpaHHbiit cocya. Bo Bpema ) yepes y4acTok hj ) j ! kéyttoa potilaan hoidt potilaan k: taytyy keskustella laittt Kaytetyist? Jonisp: en: Batch code; bg: Maptugen Homep; ro: Codul lotului; ru: Homep cepuw; fi: Erakoodi ‘
. d W3NS, U3rC Ie U3 CMNaBoB CTanm ¢ KobanbTa, He YNPaBAAITE UM C MOMOLLbIO NOBOPOTHOTO YCTPOVCTBA. materiaaleista ja aiemmista allergioista. 0 Klaudikaatio ! ! ! '
6 . g . . PRYY]
INSTRUCTIUNI PENTRU PROCEDURA DE SCHIMBARE A DISPOZITIVULUI INTERVENTIONAL 6 LYK CMOCOBHOCTH NIPOBOAHUKA Ha NPOTAKEHIY AIMHbI NOKPLITUR; 3HAUEHNA AIMHbI BbI3bIBAIOT NOBILLEHHOTO PYICKA PA3BUTUA OHKONOTHYECKHX wn 7. Eciv HeoBxomuma Apyras KOHQUTYpaLMA KOHUUKA Wi APYToii NPOBOAHMK, YCTaHOBNEHHbIiA Laiteen distalipaassa on hydrofilinen omamvauenn pmnan Luistoa liséAv pinnoite seuraavan taulukon + laskimot mbolia (myds
<stemele de fi . . S . NPOBOAHMK MOXHO M3BEYb ONMCAHHbIM AaNee Cnocopom. «  hypotensio/hypertensio

Sistemele de tip coaxial (tehnica de preincércare) oM. B Tabnuue Hnke. Kpome Toro, 310 ychom[)TEO 1meet rmnpu¢06uyoe TNOKPbITYE HA NPOKCUMANbHOM Ha PENpOOYKTUBHYIO CUCTEMY. 6 imoitamalz matialla atean p A hypotensio/hypertensio )

1 Daca se uilizeazs un fir e ahicare HiToraue™ d . KOHLIE, 4TO 1 3(OEKTMBHO yIpaBnsTy TaHHbIe 0 6e30MACHOCTA 1 AMEKTUBHOCT MPUMEHEHIA JaHHOTO NPOBORHYKa Hi-Torque Command™ y a. OTKPOIATe reMOCTaTUYECKWiA Knana U MarucTpanb o B i 0n hallintaa * perifegrinen hermovaurio, neuropatia . . ‘ -

5 Dgﬁ: 22 Eth:ig;i; EE n; dz gh:dgz e;le?]rs(}g: i Tgrszr:ml:erl:ﬁcf%lf:?uﬁ]z:mrfldare iizind oretunaion KPYTALLIM MOMEHTOM C Y4ETOM ATUHbI nopr\mﬂ, 3HAUEHVIA IVHbI CM. B TABNULIE HIKE. NAUVEHTOB [IETCKOT0 BO3PACTA OTCYTCTBYIOT. U3BNEKVITE MPOBOHUK, OTCIEXVBAS €10 ABIDKEHNE NOA Komponem PEHTTEHOCKOMAN. parantava pinnoite seuraavan taulukon |Imnmamalla matkalla * muut iskeemiset tilat / infarkti en: Catalogue number; bg: Karanoxet Homep; ro: Numér de catalog; ru: KaranoxHsiit ti: Sl t1"e li(eep ory; bg: Masere Ha cyxo MACTO; ro: A se feri de umiditate; ru: Bepeus ot nar;

. relungi at fmarc ; ru: | ’
DOC™ al firului de ghidare. gConsultat,l \nstrucuunneqcareanscgegsé prelung?lorul pentru |nforEnaLu sgpecr%ce HEXENATE/NIbHbIE NOCAEACTBIAA .~ 3aKPOiTe remOCTaTUHEckWit Knanat U MarncTpan AnA NPOMBIBKA Ha MaHHGonbe. Pinnoiteen tyyppija | Pinnaitien tyyppija | ydrolobisen PTVE- 8 tﬁggﬁzgp{ ﬁﬂ';}f’on iskemia : Tuotenumero i Sailytettava kuivassa
referitoare la utilizarea firului de ghidare Hi-Torque ca fir de ghidare cu lungime de schimb. T Tn u anuxa Pacnonoxete K BC H c [aHHOrO YCTPOICTBA, 8. U (opmy KoHUMKa no W11 NOAroToBbTE K Tuote pmnomeen pituus pinnoitteen sijainti 0 haavauma

3. Mﬁenglin_eg po'z]i_ga firului de ghidare i timp ce retragej dispozitivul interventional peste portiunea de schimb “" W AnuHa ""Kﬂ;::: Ha s o3 OTHOCATCA BE3 OTPaHI|EHIIA YKa3aHHbie fanee. . gcnunbaoaaumm ADyrOit MPOBORHAK. ot issd imaali 0 akuutt raajan iskemia
afirului de ghidare. «  Annepriuveckan peakLya u peakwvs i Ha narekc, . BBenuTe NPOBOSIHIK MOBTOPHO, KaK YKa3aHO B MyHKTax 2—6 AaHoro pasaena. — * infektio — ja inen (myos jélkeinen)

R AR, I ' . - I KoHLEe KOHE (d ¥ icroglide-pinnoi . ]
4. Pregt] celalalt cispozitv nterventional n conformitate cu instructunile producatoru. . u) BELLECTBO, " CPeACTBO, WSLeNUA, a Takoke NEKACTBEHHbIE PeaKLuM Ha 10. OrcoeauHuTe OT 106 ye1p " A np . Hi-Torque Command / ny drzziinﬂzn?rlwtsoite) (hmlrcori%%l;ggnpl?r?r?;?e) Microgiide-pinnoftteen g :gsglsss/:mmu R h sen Kucorsen s ) en: Unique device identifier; bg: Yhukalen WIEHTIOUKATOP Ha ugenuero; ro: Numrul en: Contains hazardous substances (CAS registry number); bg: Cbabpxa onacHn
5. I'?_c_?rcau d'?%"zm‘l’“‘ pels‘te firul de ghidare i inaintati-| progresiv peste firul de ghidare de schimb Hi-Torque Command / TokpbiTue MBI MopsiTue Microglide on noKpbiTHem 5%531;“”;1 o Igzgynmcmro o 6 " 1. 3aguKcupyiiTe NPOBOTHYK 1 NPOABHTiiTE M0 Hemy 8 ES, 190 cm 101 c?n j 1250 c?n , alla, 134,5 cm p i 0”3 aisen kudoksen tulehdus / verenmyrkytys unic de identificare a dispozitivului; ru: Vi fii: Yksilollinen laitetunniste BelecTBa (CAS pervicTpaumoHeH Homep); ro: Contine substante periculoase (Numarul de
-Torque si de-a lungul leziunii. . CTyNa, KOTOpbIE MOTYT NOTPEGOBATH TPaHCAY3UM Ui YACTOK, X ] . m o - D Qoaitas -
6. Cominqua;i in comom?nale cu practicile medicale standard. N e ! Microglide, 134,5 cm PEKOHCTPYKLM NPOCBETA COCYA0B, B TOM YUCTE: P o pancly 4 P T *  kuolema. mreglsirare CAS)’ u: Conepxi onackble BelECTBa (oMEp & peecTpe CAS); f: Sisélta vaarallisia
- " conformate ou p ) TPyGKa, 190 om nokpuiTie), 40,1 cm | nokpaiTie), 123,0 om o 0 KPOBOTEYEHNE (AKK/MO3, NIONTEKAHNE KPOBH, TEMATOMA, KDOBOMBHANE, 3a6PIOLLIMHHOE gIHG VKLINA 110 SAMEHE UHTEPBEHLIOKHOMO YCTPORCTBA. _ Hi-Torque Command / PVP-pinnoite Microglide-pinnoite | yyicrogiide-pinnoitteen HAITTATAPAHTUMISTA ILMOITTAMINEN aineita (CAS-rekisterinumero)

Sistemele de tip ind (tehnica cu firul Javedere’) . FE— P—— - — KPOBOTENEHUE); nM:;:M:ij o (Texuka Ha ES, 250 cm (hydrnﬁ[ltlgweincggnnone), (hydmf?gg%ncwnone), alla, 193,0 cm Kayttajan ja/tai potiaan tulee iimoittaa tahan Hi-Torque Command™ -ohjainvaijerin lityvista vakavista en: Sterilized using irradiation; bg: C ¢ 06 :

1. Mentineti pozitia firului de ghidare in timp ce extragetj dispozitivul peste firul de ghidare. q p okpbitue Microglide Mo NoKpbITHEM o ductyna, paccnoetive, paspeiB 1 posoA! d 3 vaaratilanteista valmistajalle ja sen Euroopan unionin - Sterilizat prin iradiere: ru: G fie Storiloity sAdettimill:

2. Pregatiti urmatorul dispozitiv interventjonal in conformitate cu instructiunile producatorului. (r 0¢ (r ol pacceuenme; 1. Eom A 3aMeHbl I Hi-Torque™ jossa kéyttaja ja/tai potilas on. ro: Sterilzat prin radiere; ru: Crepunusosaro uanysenwen; fi: Steiloity sadettamalia

- Microglide, 193,0 cm . N : a ' PVP-pinnoite i innoit ion;
TpybKa, 250 cm nokpbiTue), 40,1 cm | nokpbitne), 183,0 cm 0 3M60713aUVA (BO3AYXOM, TKaHbIO, BALIKOR, TPO Maccamu um ycTp K NyHKTY 3. i pinnoite Micre i raalide-ninnai en: DOC Extension; bg: Yabmxuten DOC; ro: Prelungitor DOC;

3. :gzcmc”au dispozitivul peste firul de ghidare si avansatj-l peste firul de ghidare Hi-Torque si de-a lungul ) « OCNOXHEHIA CO CTOPOHbI LIENEBOM apTepuk, KOTOPbIE MOryT NOTPE60BaTb AONOMHATENBHOMO 2 Ecnym K " HiTorque, yATHITE 670 ¢ NOMOLLIIO YEMHMTENA E\ST%r[;]gi:]ummand/ (hydrofiilinen pinnoite), | (hydrofobinen plnnone), Mlc;“a 2445 cm VALMISTELEMINEN KAYTTO) VARTEN ru: Yanururens DOC; i DOC-jatke e ¢

o . . Hi-Torque Command . BMELLATENbCTBA, B TOM YMChe: DOC™. M A 110 VICTIONIb30BAHYIO NPOBOAHMKA Hi-T ’ 40,1 ¢cm 233,0cm S Hi-Torque Command"‘ jail kans: ivien inter
4. Continuati in conformitate cu practicile medicale standard. qui / {JUKDbITM& I'IB,\ll HOK(?HWIE Microglide TMop nokpbiTem 0 NOnHaA OKKMI03NA gnm BHE3AMHO 3aKPbITHE COCYAQ; KauecTse 0 B npmnafa"e,joﬁ'ﬁyﬁmfﬁmg_ orques S TTOR itus on kuvattu kyselsten laitteiden mukana toimitetuissa kayttoomassa
Microglide, 244,5 cm 0 aprepuc UCTya, paccnoee, 3. VIEnKMBAA NPOBODHYK B HYXHOM N Kohdassa VALMISTELEMINEN KAYTTOA VARTEN on lisétietoa laitieen valmistelusta ja kaytosta siten, Laitteen d\staahpaa on pallystetty hydrofillipinnoitteella. Seuraavassa annetaan lisétietoa laitteen valmistelusta en: Non-pyrogenic; bg: Henuporeriex; ro: Apirogen; ru: Anuporetio; fii: Pyrogeenitn
Pycckuii / Russian TPyBKa, 300 cM nokpeiTue), 40,1 cv | Mokpbitie), 233,0 cm 0 ambonM3auna (BDSJ:Ug(UM TKaHbIO, 66nmumu| TPOMBOTUUECKVIMIA MaCCaMM W ympomsom) - y;auﬂemomg npoionumxy.y e etta lite toimii aiotulla tavalla. Néiden merkintojen varoitusten noudattamatta jattaminen voi johtaa laitteen ja kaytosta siten, etté se toimii aimullya taval\r:i PTA en: P i bg: MepkyTaHta TpaHcyMUHanHa
Cm. pasgen «[OATOTOBKA K NMPUMEHEHIO» ana nonyyeHra AONONHUTENbHON MHOOPMALMK O TOM, Kak g z?;ﬁg!amnnb; E;IETng'l‘]ASPS W1 TPOMbO3 CTEHTa; 4. TogroToBsTe Apyroe JHHOE i B COC ¢ pinnoitteen vaurioitumiseen, mikd voi edellyttad toimenpiteitd tai aiheuttaa vakavia haittatapahtumia. Kaikki kytettavat laiteet, interventiolaite mukaan lukien, on tarkistettava huolelisesti vikojen varaita ennen aHr ro: i inali p 3 ru; ¢
H . T c d ™ NOAFOTOBMTb 1 UCNIONb30BATH 3TO U3AENNE, YTO6bI ero paory. } o Cnas cocym : DONGBOTMTETA, e et Vislist (1 it o o eyt a r: Agiop
I' 0 rq u e 0 m m a n MPEROCTEPEXEHINi! HA MApKVPOBKE MOXET NIPUBECTI K OBPEXAEHUO NOKPBITUA U3NENNA, YTO MOXET 0 MepemMexaioLianca XpomoTa. 5. YCTaHoBMTE YCTPOICTBO Ha NPOBOAHYK M NPOABHTAIATE €10 N0 NPOBOAHVIKY ATA 3aMeHbI Noudata huolellisesti seuraavassa annettuja ohjeita siita, miten ei saa toimia ja miten 1. Vamistele interventiolaite valmistajan ohjeiden mukaisesti. Muista huuhdella ohjainvaijerin luumen ennen . . .
it BbisaTb + Benoatas TPOMB03IMBONMA (BKTI0Yas TPOMGOIMBONAKD NIErouHOl apTepik). v Hi-Torque o Y4acTKa it Yepes Hero. pité toimia. Néiden ohjeiden voi johtaa ohjainvaijerin sisdanvientid. en: Packaging unit; by: Onakobuta enutua; ro: Unitate de ambalare; ru: Ynakososhan
" pOB OAH NK . T ) 6. M B co | ijerin karjen irtoamiseen tai stentin Jos jossain 2. Poista tyontamalla ohjainvaijerin nakyvissé olevaa osaa annostelijaan, kunnes eantnua; fi: Pakkausyksikko UK | RP
Tware. i B " . ”opamenme nepUGEPUUECKIX HEPBOB, HEAApONaTHA. (rexHika W i vaiheessa tuntuu vastusta, selvita syy lapivalaisuohj ja ryhdy tarvittaviin ohjainvaijerin karki ja osa ydmta tulevat ulos annostelijan pédsta. Tartu sitten ohjainvaijerin ytimeen en: UKR Person; bg: OTroBOPHO NKILIE, YCTaHOBEHO B

NPEAYVIPEXXOEHNA «Heo6xoaumo». HecobioaeHne 3TUX WHCTPYKLMIA MOXET NPUBECTH K TPAaBME COCYA, ° papKT Apyrovt - korjaaviin toimiin. Kéyta sopivaa jeri jairrota se koke Valta karkea. Ala tartu " 5 P o )

3 o ’ o 1. B HYKHOM " no L A A d 06ennHeHoTO KpancTeo; ro: Persoana responsabild din Regatul Unit; ru: OTBeTcTBEHHOE NULO B

[lankoe YCTROICTBO A0MKHO TONbKO B MOBPEXAIGHIIO NPOBOAHIKA, OTPLIBY KOHAINKA NIPOBORHMKA WA NIOBPEXEHNIO CTEHTa. lpin o mexpos mann e DOBOMHIKY. il toimi seuraavasti: jainvaierin kirkeen i sita T o b

aHrnorpadum u YPECKOXHON TPAHCIIOMUHANbHOI aHTNONAACTIKN (‘lTA) Ha Nio6om 3Tane BbINONHEHNA NPOLEAYPbI 'l . . 3. Ohjainvaijerin kérked voidaan muotoilla varovasti vakiomenetelmill, mikéli timé on kéyttotarkoitusten . i ice ba: - ro: Dispoziti ool pye .

MEPE/L UCTI0NIb30BAHIEM BHUIMATENbHO W3YUUTE BCE UHCTPYKLIUII. Y4UTbIBAVTE T €10 NPUUMHY © P w npummTe Wepbi 0 aLASEEHNE, ; 2. Moprorossre 8 ¢ + Alatyonnd, Kerr, veda ulos tal vaanna ohjainvaieria, jos tunnet vastusta. mukaista. Ala Kiyta teravareunaista muotoiuinstrumentiia. . e Medical device; bg: Meguutckur ypes; ro: Dispozitiv medical; ru: Meguuickoe

BCE NNPENOCTEPEXEHIIA 11 MEPbI PENOCTOPOXHOCTIA, ONICAHHBIE B HACTOALLX 0 ero yer Tlpi 5a ire 0 OCTDGA ULLEMMA KOHEHHOCTEAL. MONBOMITENs. + Al vadnna ohjainvaijeria os sen Kirki on juutunut suonistoon. Hydrofiininnoiteelia p3allystetyt Hi-Toraue-ohiainvaiei wapenwe; f: Laakinnallinen laite

UHCTPYKLIWAX. HECOGMKOZIEHIIE 3TIIX TPEGOBAHUNIN MOXET NPUBECTI K OCIOKHEHIAM, i ana yuacTia. : : " (Bia04an y 3. YoTaHoBuTe yCTPOICTBO Ha MPOBOHYK  NPORBUTaiTe ero 10 poBouKY Hi-Torque Ao : Aejaa ydrohlipinnoitieelia padllystetyt Hi-Torque-ohjainvaijert B

om. X0 Bcem s it XUpYpIIM, KOTOpbIE 3anpeusaerca g a60uecc . NOPEXEHHOT Y4aCTKA 1 YEPES Hero. «  Ala aktivoi stenttia siten, etta vaijeri jaa verisuonen seinaman ja stentin valiin. 1. Injisoi normaalia keittosuolaliuosta annostelijan kantaan ja kastele ohjainvaijerin pinta kunnolla ennen

Hi-Torque Command™, . KIlt04an bak nermoHy, 0. 4. 1) B co in i Toimi seuraavasti:
NS 03HAKOMIEHIS ¢ uud)opmau.ueu o6 oGnacTH ux TpUMEHEHIS, POTMBONOKA3AHMAX gpoﬂmgﬂ‘zuﬁmﬂgﬁﬁ TRHYTS WTH BPAULETS (IPOSORHIK, ECTI 3T COMPOBOXAAETCR : Eg”%';”a“ HEROCTaTO4HOGT, 5 T0M Whcne « Tyonna ohjainvaijeria sisaan- ja ulospéin hitaasti. 2. Poista i varovasti ylla VALMISTELUOHJEIDEN vaiheen 2 mukaisesti. Abb Ott
LLLyLLY e 3 LLIECTBA. an ! eiirtoa i i i, injisoi lisdd normaalia keittosuolaliuosta ja yrita
uudelleen.
|< >l >l < < >l >l < >l 5]
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