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1.0 CAUTIONS

CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. OBSERVE ALL WARNINGS AND PRECAUTIONS NOTED THROUGHOUT THESE INSTRUCTIONS. FAILURE TO
DO SO MAY COMPROMISE MEDICAL DEVICE PERFORMANCE AND RESULT IN PATIENT ADVERSE EVENTS.

2.0  DEVICE DESCRIPTION
This Instructions for Use pertains to the Viatrac™ 14 Plus Peripheral Dilatation Catheter.

Product Name Basic UDI-DI Sterilization Method

Viatrac 14 Plus 8717648PDC000TTT
Peripheral Dilatation Catheter

Electron Beam (e-beam) Radiation

This Instructions for Use as per European Regulation (EU) 2017/745 can be found on the Abbott eLabeling website at
vascular.elFU.abbott.

The Viatrac 14 Plus Peripheral Dilatation Catheter has an integrated shaft system with a tapered mandrel for flexibility and kink

resistance and a balloon near the distal tip. It is designed with a guide wire exit notch for rapid exchange (RX).The shaft has a combination of single lumen and dual
lumen tubing. One lumen is used for inflation of the balloon with contrast medium. The second lumen in the distal shaft permits the use of a guide wire to facilitate
the advancement of the catheter to and through the stenosis to be dilated.

The balloon has radiopaque marker(s) to aid in positioning the balloon in the stenosis and is designed to provide an expandable segment of known diameter and
length at a specific pressure. A hydrophobic coating on the shaft and the balloon reduces friction. The balloon is designed for pressures up to 14 atm.

On the 135 cm catheter length, there are two proximal shaft markers (95 cm and 105 cm from the distal tip). On the 80 cm catheter length, there is a single proximal
marker (55 cm from the distal tip). Both indicate the relative position of the catheter to the end of a brachial, femoral, or renal guiding catheter. An additional marker
is located at the guide wire exit notch and aids in locating the guide wire exit notch.

The design of this catheter does not incorporate a lumen for distal dye injections and distal pressure measurements. This device is designed for use with 0.014”
(0.36 mm) guide wires and has a maximum rated burst pressure (RBP) of 206 psi (14 atm / 1419 kPa).

The maximum crossing profile for these balloons is as follows:

Balloon Diameter Balloon Crossing Profile Maximum
4.0 mm 0.036" (0.91 mm)
45mm 0.037" (0.94 mm)
5.0 mm 0.038" (0.97 mm)
55mm 0.041" (1.04 mm)
6.0mm 0.043" (1.09 mm)
6.5mm 0.048" (1.22 mm)
7.0mm 0.049" (1.24 mm)

3.0 HOW SUPPLIED

Contents — One (1) each: catheter, flushing tool, primary flushing tool, protective sheath, regrooming sheath, coil clip.
Storage —Keep Dry. Keep away from sunlight.

Sterile — Sterilized with electron beam radiation. Non-pyrogenic. Do not use if the package is opened or damaged.

This single-use medical device cannot be reused on another patient, as it is not designed to perform as intended after the first usage. Changes in mechanical,
physical, and / or chemical characteristics introduced under conditions of repeated use, cleaning, and / or resterilization may compromise the integrity of the design
and / or materials, leading to contamination due to narrow gaps and / or spaces and diminished safety and / or performance of the medical device. Absence of
original labeling may lead to misuse and eliminate traceability. Absence of original packaging may lead to medical device damage, loss of sterility, and risk of injury
to the patient and / or user.

4.0 INTENDED PURPOSE

The Viatrac™ 14 Plus Peripheral Dilatation Catheter is intended to dilate the stenotic structures of the peripheral vasculature for the purpose of improving blood flow
/ perfusion.

41 Intended Patient Population

The intended patient population for the peripheral balloon dilatation catheter(s) (PBDCs) includes indivi with peri artery di (PADs) and
hemodialysis patients.

4.2 Intended Users

The intended users for PBDCs are physicians who are experienced and have a thorough understanding of the clinical and technical aspects of percutaneous
transluminal angioplasty (PTA).

5.0 INTENDED CLINICAL BENEFIT

The Viatrac™ 14 Plus Peripheral Dilatation Catheter is a medical device that is intended for use in PTA to treat patients with peripheral artery disease by providing a
clinical benefit of improved blood flow / perfusion as demonstrated by an observed reduction in stenosis.

6.0  INDICATIONS FOR USE

The Viatrac™ 14 Plus Peripheral Dilatation Catheter is indicated:

« To dilate stenosis in the peripheral arteries (iliac, femoral, ilio-femoral, popliteal, infrapopliteal, renal arteries).
« Forthe treatment of obstructive lesions of native or synthetic arteriovenous dialysis fistulae.

7.0 CONTRAINDICATIONS

+ Inability to cross lesion with a guide wire

« Useinthe coronary arteries

8.0 WARNINGS

For single use only. DO NOT resterilize and / or reuse it, as this can compromise device performance and increase the risk of cross contamination due to
inappropriate reprocessing.

Use the catheter prior to the “Use-by date” specified on the package.
Any use for procedures other than those indicated in these instructions is not recommended.

To reduce the potential for vessel injury, the inflated diameter of the balloon should approximate the diameter of the normal or undiseased vessel segment, just
proximal and distal to the stenosis.

Do not use, or attempt to straighten, a catheter if the shaft has become bent or kinked; this may result in the shaft breaking. Instead, prepare a new catheter.

If a distal protection device is used, follow the manufacturer’s instruction for use. Allow and maintain adequate distance between the PTA catheter and the distal
protection device to avoid engagement.

In cases of extreme vessel tortuosity, it may be necessary to reposition the catheter in a straight segment of the vessel in order to allow guide wire exchange. Do not
continue to use a catheter if excessive resistance is felt during guide wire exchanges. Instead, prepare a new catheter.

Persons with known history of allergies to any of the components of this device listed below may suffer an allergic reaction to this device. Prior to use on the patient,
the patient should be counseled on the materials contained in the device, and a thorough history of allergies must be discussed. This device contains silicone
coating, polyamide, polyethylene, and polyether block amide that come into direct contact with the patient’s tissues or blood during use.

If an unexpected loss of pressure occurs, the user should place the inflation device into a neutral (i.e., zero) pressure state and, using fluoroscopy, slowly remove
the balloon catheter from the patient. If at any time during the withdrawal process there is resistance noted, the cause of resistance should be determined. If the
resistance involves the guiding catheter / introducer sheath, both the guiding catheter / introducer sheath and the balloon catheter are to be removed as a single unit.
Once the balloon catheter has been completely removed from the patient, determine the root cause of the loss of pressure (e.g., inflation device, balloon catheter,
connections, etc.) and replace the component. Do not reuse the balloon catheter if it is determined to be the root cause of the loss of pressure.

9.0 PRECAUTIONS
Use only the recommended balloon inflation medium. Never use air or any gaseous medium to inflate the balloon.

When the catheter is exposed to the vascular system, it should be manipulated while under hlgh quality ﬁuoroscoplc observation. Do not advance or retract the
catheter unless the balloon is fully deflated under vacuum. If resi: is met during the cause of resi via y before
proceeding.

Treatmem of moderate\y or heavily ca\cmed lesions increases the risk of acute closure, vessel trauma, balloon burst, balloon entrapment, and associated
is felt, the cause before proceeding. Continuing to advance or retract the catheter while under resistance may result in
damage to the vessels and / or damage / separation of the catheter.

In the event of catheter damage / separation, recovery of the foreign body should be performed based on physician determination of individual patient condition and
appropriate retrieval protocol.

This medical device should only be used by physicians who are experienced and have a thorough understanding of the clinical and technical aspects of PTA.
Do not torque the catheter more than one (1) full turn.
Inspect all product prior to use. Do not use if the package is open or damaged.

Prior to angioplasty, the PTA catheter should be examined to verify functionality and ensure that its size is suitable for the specific procedure for which it is to be
used.

Flush or rinse all products entering the vascular system with sterile heparinized normal saline or a similar solution via the guide wire access port prior to use.
Consider the use of systemic heparinization.

Never attempt to move the guide wire when the balloon is inflated.

The minimal acceptable sheath French size is printed on the package label. Do not attempt to pass the Viatrac™ 14 Plus Peripheral Dilatation Catheter through a
smaller sized sheath introducer than indicated on the label.

If the surface of the PTA catheter becomes dry, wetting with heparinized normal saline will reactivate the coating.
Do not reinsert the PTA catheter into the coil dispenser after procedural use.

Bench testing was conducted with 0.014” (0.36 mm) constant diameter guide wires to establish guide wire compatibility. If another type of guide wire is selected
with a different dimensional profile, the compatibility (e.g., wire resistance) should be considered prior to use.

The safety and effectiveness of this PTA balloon catheter for the treatment of in-stent restenosis (ISR) have not been established.
This medical device is not recommended for use in lesions that may require inflation higher than those recommended for this catheter.

Balloon pressure should not exceed the RBP The RBP is based on results of in vitro testing. Higher pressure can damage the balloon or catheter or over-distend the
selected artery. Inflation in excess of the RBP may cause the balloon to rupture. Use of a pressure monitoring device is recommended.

Employ aseptic techniques during removal from the package and during use.

Carefully inspect the catheter prior to use to verify that it has not been damaged during shipment and that its size, shape, and condition are suitable for the procedure
for which it is to be used.

This PTA catheter must always be introduced, moved, and / or withdrawn over a 0.014” (0.36 mm) guide wire.

If resistance is felt during removal of either the balloon catheter from the guide wire or the guide wire from the balloon catheter, the balloon catheter and guide wire
should be removed together as a unit and set aside. Neither the balloon catheter nor the guide wire should be reused for additional attempts to dilate the artery, either
separately or in combination.

Precautions to prevent or reduce clotting should be taken when any catheter is used prior to, during, and after the procedure.
Shaft diameter differences should be taken into consideration when opening and ti the ic valve and upon wi of the catheter.

It is important that the hemostatic valve be closed tightly enough to prevent blood leakage around the catheter shaft, yet not so tight that it restricts the flow of
contrast into and out of the balloon or restricts guide wire movement.

Inadequate removal of the protective sheath or stylet prior to use may cause medical device damage.
10.0 POTENTIAL ADVERSE EVENTS
Potential adverse events include, but are not limited to:

Allergic reaction, hypersensitivity or toxic reaction to contrast agent, anesthesia, medical device material (silicone coating, polyamide, polyethylene,
polyether block amide), and drug reactions to anticoagulation or antiplatelet drugs

Arteriovenous fistula, pseudoaneurysm, aneurysm, dissection, perforation / rupture

Bleeding (ecchymosis, oozing, hematoma, hemorrhage, retroperitoneal hemorrhage)

Cardiac arrhythmias (including conduction disorders, atrial, and ventricular arrhythmias)

Cardiac failure

Cardiac ischemic conditions (including myocardial ischemia, myocardial infarction, and unstable or stable angina pectoris)
Death

«D of a system ori in an unintended site
« Embolism (air, tissue, plaque, thrombotic material, or device)
 Fever

Heparin induced thrombocytopenia and other coagulopathy
Hyperperfusion syndrome

Hypertension

Hypotension

Ischemia or infarction not covered under other adverse events
Limb ischemia, acute

Loss / necrosis of target limb (amputation of toe, foot, and / or leg)
« Pain

Peripheral nerve injury

Pulmonary embolism

Renal failure

Sepsis / infection

Shock

Stenosis or restenosis

Stroke / cerebrovascular accident (CVA) and transient ischemic attack (TIA)
Thrombosis

Total occlusion or abrupt closure

Venous thromboembolism

Vessel spasm

Worsening of claudication or rest pain

Worsening of the pre-existing condition

These potential adverse events may require new / prolonged hospitalization, urgent / emergent surgery, or additional non-surgical treatment.
11.0 INCIDENT REPORTING

The user and / or patient should report any serious incident that has occurred in relation to the PTA catheter to the manufacturer and the competent authority of the
European Member State in which the user and / or patient is established. The United States and / or other international reporting criteria need to be considered as
per their national requirements.

12.0 PATIENT SELECTION AND TREATMENT

Patients who are deemed, by a qualified physician, to be suitable for and within an acceptable risk profile for the indicated procedures as described in Section 6.0
Indications for Use and Section 7.0 Contraindications.

12.1 Patient Counseling and Patient Information

Physicians should review warnings, precautions, and adverse events for residual risks and possible side effects or hypersensitivity risks that may be relevant when
counseling patients about use of this product and should consider the following:

« Discussion of the risk / benefit issues for this particular patient

« Discussion of alteration to current lifestyle immediately following the procedure and over the long term
« Discussion of any necessary follow-up

13.0 CLINICAL USE INFORMATION

13.1 Inspections Prior to Use

Prior to PTA, all equipment to be used for the procedure, including the dilatation catheter, should be carefully examined for defects. Carefully inspect the catheter to
verify that it has not been damaged in shipment and that its size, shape, and condition are suitable for the specific procedure for which it will be used.

13.2 Materials Required

Quantity Material

Guiding catheter(s) and / or i sheath(s) in the appropriate size and ion for the selected (if
applicable). See product label for specific medical device compatibility.

2-3 10-20 cc syringes
1,000 /500 cc Heparinized normal saline (HepNS)
1 0.014” (0.36 mm) guide wire of appropriate length for the vasculature selected
Rotating ic valve (if appli of diameter. See product label for specific medical device compatibility.

Contrast diluted 1:1 with normal saline

1 Inflation device

1 Three-way stopcock
1 Torque device

1 Guide wire introducer

13.3 Device Preparation
1. Remove the protective mandrel from the fiushing sheath.

Attach a syringe filled with heparinized normal saline to the flushing hub, which is attached to the protective balloon sheath, and inject heparinized
saline into the lumen; or

Attach a syringe filled with heparinized normal saline to the flushing tool, insert the flushing tool into the distal end of the catheter, and inject
heparinized saline into the lumen.

. Flush solution should be seen coming out of the guide wire exit notch located approximately 29 cm proximal to the balloon. Follow this procedure for subsequent
flushing.

. Prepare an inflation device with the recommended contrast medium ing to the r
. Slide the protective sheath off the balloon.
. To evacuate air from the balloon segment:
a) Filla 20 cc syringe or the infiation device with an appropriate volume of the recommended contrast medium.

b) After attaching the syringe or inflation device to the balloon inflation lumen, orient the catheter with the distal tip and the balloon pointing in a
downward vertical position.

Apply negative pressure and aspirate for 15 seconds. Slowly release the pressure to neutral, allowing contrast to fill the shaft of the dilatation
catheter.

Disconnect the syringe or inflation device from the infiation port of the dilatation catheter.

e) Remove all air from the syringe or inflation device barrel. Reconnect the syringe or inflation device to the inflation port of the dilatation catheter.
Maintain negative pressure on the balloon until air no longer returns to the device.

f) Slowly release the device pressure to neutral.

CAUTION: All air must be removed from the balloon and displaced with contrast medium (diluted 1:1 with normal saline) prior to inserting into the body
(repeat steps 5a through 5f, if necessary); otherwise, complications may occur.

6. Disconnect the 20 cc syringe (if used) and connect the inflation device to the inflation port of the dilatation catheter without introducing air into the system.
13.4 Device Use
Note: If a decision is made to not use a guiding catheter, some of the following instructions may not apply.

1. Insert a guide wire through the hemostatic valve following the manufacturer's instructions or standard practice. Advance the guide wire carefully into and through
the guiding catheter. When complete, withdraw the guide wire introducer, if used.

. Attach a torque device to the wire, if desired. Under fluoroscopy, advance the guide wire to the desired vessel, then across the stenosis.

. Backload the distal tip of the dilatation catheter onto the guide wire ensuring that the guide wire exits the notch located approximately 29 cm proximal to the
center of the balloon. Advance the dilatation catheter over the guide wire until it approaches the hemostatic valve. Loosen the knurled knob on the valve. Insert
the dilatation catheter while maintaining guide wire position and retighten the knurled knob. To facilitate insertion, the balloon must be fully deflated to negative
pressure.

Note: When backloading the dilatation catheter onto the guide wire, the dilatation catheter should be supported. In advancing the dilatation catheter into the
quiding catheter, one hand should support the dilatation catheter and firmly grasp the proximal shaft.

. Tighten the knurled knob to create a seal around the dilatation catheter without inhibiting movement of the catheter.

. Advance the dilatation catheter over the guide wire and into the stenosis. Inflate the balloon to a very low pressure (1 atm, 1 bar, or 15 psi) to confirm that the
balloon is correctly positioned.

CAUTION: If unusual resistance is felt at any point during delivery, do not force passage. Resistance may indicate a problem and the use of excessive force may
result in medical device damage and vessel injury. Maintain guide wire placement and remove the catheter and sheath as a single unit.

. Inflate the balloon to perform PTA per standard procedure. Maintain negative pressure on the balloon between inflations.
. Deflate the balloon completely before withdrawal by applying negative pressure with a 20 cc syringe or indeflator.

. Withdraw the deflated dilatation catheter and guide wire from the guiding catheter through the hemostatic valve. Tighten the knurled knob on the hemostatic
valve.
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. The catheter may be coiled once and secured in the coil clip located on the proximal adapter (135 cm length only). Only the proximal shaft should be inserted
into the coil clip; it is not intended for the distal end of the catheter. Take care not to kink or bend the shaft upon insertion or removal from the clip.

14.0 LIFETIME OF THE DEVICE

This peripheral dilatation catheter lifetime is the duration of a single procedure.

The Viatrac™ 14 Plus Peripheral Dilatation Catheter has a shelf life of 2 years from the date of manufacture which is specified on the label as the “Use-by date.”
15.0 DISPOSAL INSTRUCTIONS

After use, this product may be a potential biohazard. Handle and dispose of it in accordance with acceptable medical practices and applicable local, state, and
federal laws and regulations.

16.0 REFERENCES
The physician should consult current literature on current medical practice on balloon dilatation.

Reference Abbott website for patent markings: www.abbott.com/patents
™ Indicates a trademark of the Abbott group of companies.
© 2023 Abbott. All Rights Reserved.
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1.0 BHUMAHUE

BHUMATEIHO MPOYETETE BCUYKIA MHCTPYKLWN NMPEQI YNOTPEBA. CbENHAABAITE BCUYKI NPEAYNPEXAEHIA 11 NPEANA3HI MEPKIA, TOCOYEHN
B HACTOALLTE WHCTPYKLUAN. HECMASBAHETO HA TE3IN N3WICKBAHINA MOXE LA KOMMPOMETIPA PABOTATA HA MEQULHCKIA YPEL N OA NOBELE
10 CTPAHIYHIN EQDEKTI 3A MALINEHTA.

2.0  OMUCAHWNE HAYPEOA
Teaun MHCTPYKLMK 32 ynoTpeba ce 0THACAT 3a NepudepHnA AunataumoHeH Karetsp Viatrac™ 14 Plus.

HanmenoBanue Ha npoaykTa OcHosen UDI-DI Metop 3a crepunnsauna

Mepudepen aunataumoHeH Karetbp 8717648PDCO00TTT

Viatrac 14 Plus

EnexTpoHHo 06nbuBaHe

HacroAwwuTe nHcTpyKumu 3a ynotpeba cbrnacto PernamenT (EC) 2017/745 moxete na Hamepurte Ha ye6caiita Ha Abbott eLabeling Ha: vascular.elFU.abbott.

MNepndepHnAT punataunoneH karetbp Viatrac 14 Plus uma uHTerpupaa Wwadrosa cucTema cbC 3a0CTPeH MaHApen 3a rbBKaBOCT W YCTOMYMBOCT HA NPErbBaHe u
6GanoH 61130 [0 AuCTanHuA BpbX. Toil € NPOEKTPaH ¢ 3X0A 3a BOAAya 3a 6bp3a cmana (RX). LLadTbT pasnonara ¢ koMGUHALMA OT TPLOM C BAVH 1 1BA NyMeHa.
EnuHuAT nymen ce 3a paspy Ha banoxa ¢ BELLECTBO. BTOPUAT NYMeH B AVCTANHUA WadT N03BONABA M3NON3BAHETO HA BOJAY 32
TI0-NECHO BbBEXIAHE HA KaTETbPa KbM 1 NIPe3 CTEHO3aTa, KOATO TPABBA fa ce AunaTupa.

BanoHbT Ma eAuH UNi HAKONKO PEHTTeHOKOHTPACTHIN MapKepa, KOUTO Nomarar 3a No3uLUMOHIPAHETO Ha GanoHa B CTeH03aTa, v e NpeaHasHaueH aa ocurypu
PasLMpABALL CE CErMEHT C U3BECTEH UAMETBP U AbKUHA NP Hanaraxe. Ha WwadTa u 6anoHa HamanaBa TPUeHeTo.
BanoHbT e npefHastaveH 3a Hanaraxe fo 14 atm.

Ha katetbpa ¢ abmxuHa 135 cm uma ABa mapkepa Ha npokcumantuna wat (95 cm v 105 cm ot auctanHua Bpbx). Ha katetbpa ¢ AbmkuHa 80 cm uMa eauH
npokcvManeH mMapkep (55 cm oT AUCTaNHUA BPbX). U1 AiBeTe NokasBaT OTHOCUTENHOTO NONOXEHWE Ha KaTeTbpa CMIPAMO Kpas Ha bpaxuanex, Gemopanex uin
6Gb6peyen BoaeL Karetbp. [lol Mapkep e Ha 13xoia 3a BOAiaua vt Toil nomara Npy HaMMPaHeTo Ha U3X0fia 3a Bofava.

[In3aiiHbT Ha TO3V KATETbP He BKNIOYBA NIYMEH 3 AVCTANHO Ha barpunto 1 Ha ) HanAraue. Tosn ypen e
npeaxastayen 3a uanonssate ¢ 0,014" (0,36 mm) Bogaun 1 MMa MaKCUManHo U34nCneHo Hanaraxe Ha cnyksaxe (RBP) ot 206 psi (14 atm/1419 kPa).

MakcumanHuaT npoun Ha NpeMuHaBakxe 3a Teait GanoHy e KakTo cnefBa:

JlnameTbp Ha 6anona npodun va

Ha 6anoxa
4,0 mm 0,036" (0,91 mm)
45mm 0,037" (0,94 mm)
5,0 mm 0,038" (0,97 mm)
5,5 mm 0,041" (1,04 mm)
6,0 mm 0,043" (1,09 mm)
6,5mm 0,048" (1,22 mm)
7,0mm 0,049" (1,24 mm)

3.0 KAKCE0CTABA

cbﬂbl])l(a"llle — Mo eauH (1): KaTeTbp, NHCTPYMEHT 3a NPOMUBAHE, UHCTPYMEHT 33 NbPBUYHO NPOMIUBAHE, 3aLLNTHO Ae3une, Ae3une 3a Bb3CTaHOBABAHE HA
(hopmara Ha banoHa, CnupanoBuaeH KNUNC.

Cl,xpaueuue —TNaserte Ha CyX0 MACTO. [Masete OT CNbHYEBA CBETNHA.
Crepunen — CTepunuaupat ¢ enekTpoHHo obnbuBatxe. HenvporeneH. He n3non3saiite, ako onakoBKkara e 0TBOPeHa Uk noBpefaeHa.

Tosu MeAMUMHCKI Yperl 3a eaHokpaTHa ynoTpe6a He Mo)«e /ia ce 3non3sa NOBTOPHO NP APY NALUVERT, Tbil KaTo He € NPOEKTPaH A GyHKLMOHUPA N0

npeaHasHayeHue cnen nbpeara ynotpe6a. Mp Te, U wunn 3 B pe3yntar Ha

ynoTpe6a, NouncTBaHe W/wn NOBTOPHA crepmnmsaumsl‘ MOXE ia HapyLuaT LenocTra Ha P a /i ma naanp nopagu
OTBOPM W/WnK NPOCTP: KaKTO U NOHIKEHA wnu Ha ypea. Fluncata Ha OpUrUHANHUA ETUKET MOXeE

[1a fl0Befe 10 HenpasunHa ynoTpe6a i 0 HEeBBb3MOXHOCT 3a NpocneAABaHe Ha ypefa. Siuncara Ha opuriHanHaTa onakoska MoXe fia I0Befie 40 NoBpeaa Ha

MEAULUMHCKUA YPEA, 3ary6a Ha CTEPUNHOCT, PUCK OT HapaHABaHE 3a NauMeHTa u/unu notpeeuTens.

4.0 NPEAHA3HAYEHUNE

Mepudepnar punataunoxer karetbp Viatrac™ 14 Plus e YeH 3a Ha CTPYKTYpH Ha
noflobpABAHE Ha KpbBHIA NOTOK/MEpdy3uA.

41  llenesa nonynauus naynesTn

Llenesara nonynauus 3a 6GanoHHu
nauneHT Ha xemoananu3sa.

4.2 Llenesu notpe6utenn

Lleneswte notpe6uteni 3a PBDC ca nekapu ¢ onuT 1 6 Ha Teun
aruonnactuka (PTA).

5.0  0YAKBAHA KNUHNYHA NON3A

MepudepHuAT qunataumoen karetbp Viatrac™ 14 Plus e ypen, KoiiTo e UeH 3a 8 PTA 3a neuenue Ha nauvenTy ¢ nepudepta
apTepuanta 6onect upes ocurypaBaHe Ha nonsa ot KPbBEH NOTOK/nepo: P upes Ha CTeHo3aTa.

6.0 YKA3AHUA 3A YNOTPEBA
Mepudepnar punataumoter karetbp Viatrac™ 14 Plus e npeaHasHavex:

. 32 Ha CTeH03a B nepudyepHnTe apTepum (Mnmadna, ¢ nano-o TeanHa, 66p
aprepua)

* 3ane4vyeHue Ha OGCprKTI/IBHI/I N1e31N Ha HATUBHW N CUHTETUYHW AaPTEPUOBEHO3HYN AUANNSHU ¢MCTyﬂM.
7.0 MPOTUBOMOKA3AHNA

* HeBb3MOXHOCT 32 npemuHaBaHe npe3 nesuArta c BoAau.

« |13non3Bate B KOpoHapHUTE apTEPUM.

8.0 MPEAYNPEXAEHUA

Camo 3a egHokpatHa ynotpeba. HE ctepunusmpaiite 1 He 13non3saite NOBTOPHO, Thii kaTo TOBA MOXE Ja NOBANAE HA (YHKUVOHMPAHETO Ha ypeaa 1 Aa yBenuuu
puCKa 0T Kp: B pesynTar Ha NOBTOPHA

I3non3Baiite Katetbpa npeay Aatara ,Cpok Ha rogHOCT", NOCOYeHa Ha onakoBKara
He ce npenopbyBar HiKakew Apyrvt NPOLEAYPU OCBEH NOCOYEHNTE B HACTOALLVTE UHCTPYKLMM.

3a 1a ce Hamanu PUCKLT OT HapaHABaHe Ha Cba, AAMETbPbT Ha PasayTUA banoH TPABBa Aa Gbe 6113bK A0 AMAMETbPA HA HOPMATHIA W HE3ACETHAT CETMEHT
Ha Cb/ja MPOKCUMANHO U AUCTANHO OT CTeHO3aTa.

He n3non3Baiite 1 He ce ONUTBaITe Aa ONbBATE KAaTeTbPa, ako WaTbT e MPEBUT WK NPeYyneH; TOBa MOXE A A0BEAE 0 CUyNBaHe Ha Wwadra. Bmecto ToBa
TOArOTBETE HOB KaTETbP.

AKO Ce 13N0N3Ba YCTPOICTBO 33 AUCTANHA NP 3a ynoTpe6a Ha NPou3BOAUTENA. 3a [1a N3BETHETE KOHTAKT MeXly KaTeTbpa 3a
PTA 1 yCTPO/CTBOTO 32 AMCTANHA NPOTEKLWA, OCTABETE U CasBaiiTe AOCTATbUHO Pa3CTOAHNE MeXQy TAX.

B cnyyau Ha eKCTPEMHA M3KPUBEHOCT Ha Cb/ia MOXE /1 Ce HOXV NOBTOPHO NO3MLMOHUPAHE HA KATETbpa B NPaB CErMeHT Ha CbAa, 3a A Ce N03BOMM CMAHA Ha
Bofaya. He uanonssaiiTe T03v KaTeTbp, ako N0UYBCTBATE NPEKOMEPHO CbMIPOTUBIEHME NO BPEME Ha CMAHATA Ha BOJAya. BMECTO ToBa MOArOTBETE HOB KaTeTbp.
JMua ¢ M3BECTHA aHaMHe3a 3a ANepritit KbM HAKOM OT KOMNIOHEHTHTE Ha TO3W YPed, U3BPOEHI N0-A0NY, MOXE A NONyYaT ANepriuHa PeakLna KbM T3 Ypes.
Mpeaw aa ce U3non3sa BbpXy NAUMERTA, Toi TPAGBA Aa Gbe 3aN03HAT C MaTepuanyTe, ChAbPXaLLW Ce B Ypeaa, i TpABBa Aa ce 06ChAY 3abNB0YEHO aHamHe3aTa
Ha anepruvTe my. To3u ypea Cbabpxa " p 610K aMVA, KOWTO BAU3AT B NPAK KOHTAKT C ThKaHWTe unut
KPbBTA Ha NaLMeHTa No Bpeme Ha ynotpe6a.

AKO Bb3HUKHE HEOUaKBaHa 3aryba Ha HanArawe, NOTPEGUTENAT TPAGBA Aa NOCTABY YPeAa 3a HajlyBaHe B CbCTOAHMUE HA HEYTPANHO (T.e. HYNEBO) HANAraHe i ¢
noMOLLTa Ha (NyopockonuA 6aBHO 1a U3BaaN BANOHHIA KATeTbp OT NaLMeHTa. AKo N0 BPEME Ha NPOLiECa Ha 3BaxaHe 3abenexuTte peancTeHTHoCT, TpAbBa fa
Ce onpesenin NPUYMHaTa 3a PE3UCTEHTHOCTTA. AKO CbPOTUBNEHNETO BKIIOYBA BOAELLA KATETbP/! )CEPHOTO Ae3une, KaTeTbp/uH )
[e3une v 6anoHHUAT KaTeTbp TPAGBA A GbaaT M3BAMEHN KaTo eAHO LANO. CNef KaTo GanoHHNAT KaTeTbp Bbfie HAMBHO OTCTPAHEH OT NALMEHTa, onpeaeneTe
0CHOBHATa NPUYMHA 3a 3arybaTa Ha HanAraxe (Hanp. ypes 3a pa3ayBaxe, GANOHeEH KateTbp, BPb3KY 1 T.H.) U CMEHETe KOMNOHEHTA. He 13nonasaite NOBTOPHO
BaNOHHIA KATETP, KO CE YCTAHOBW, Ye TOM € OCHOBHATA NPUYIHA 3a 3arybara Ha HanArate.

9.0 MPEQNA3HU MEPKIN

V3non3Baiite camo npenopbyaHoTo CPEACTBO 3a pa3ayBaHe Ha banoa. Hukora He U3noN3BaiiTe Bb3AYX WM APYro ra3o06pasHo CPEACTBO 3a pasfyBaHe
Ha banoxa.

Korato kaTeTbpbT € B Cbjj0Bara cucTema, Toil Tpabsa aa ce ynupa nog Gnyop KOHTPON. He BKapBaiite 1 He uternaiite
KaTeTbpa, 0CBEH ako HANOHBT HE € HAMbAHO U3NYCHAT NOJ BakyyM. AKO N0 BPeMe Ha p npuymMHaTa upes
(nyopockonua, Npeav Aa NpobIKUTE.

Tle4eHeTo Ha yMepeHo unu CUMHO Kanuupawy Nesiu yBenuyasa pucka oT 0CTpa OKNy3uA, TpaBMa Ha CbA0BETe, CNyKBaHe Ha banoHa, 3akneLysaqe Ha 6anoHa
W NpoMsTUYaLLK OT TOBA Ako ycetute p P 3a T0Ba, npeawn Aa Ako it}
NN 3TErNATe KaTeTbpa, A0KATO & Hanuue CbnpoTUBNEHIE, TOBA MOXE J:la fosefe A0y Ha w/unu noBp! fENAHE Ha KaTeTbpa.

B cnyvait Ha noBpena/pasfenane Ha karetbpa BCAKO YyXKa0 TANO Tpﬂ6Ba Aa Ce 1U3Baay Bb3 0CHOBA HA NpeLeHKara Ha /1eKapA 3a CbCTOAHUETO Ha nauueHTa
1 CbOTBETHWUA NPOTOKON 3a U3TErNAHE HA KATETbpa.

Toau MeAMUMHCKI yperl TPABBA Jia Ce M3N0N3Ba Camo OT ONUTHI NIEKAPW, KOUTO Ca HAMbHO 3aM03HaTV C KMHUYHWTE 1 TEXHUYECKWTE aCMEKTU Ha NepkyTaHHaTa
TpaHcnymuHanta avruonnactuka (PTA).

He BbpreTe kateTbpa ¢ noseye OT eauH (1) Nbaen 060poT.

MpoBepeTe LiaTeNHo Lenua NpoaykT npeav ynotpe6a. He nanonasaiite, ako NakeTbT € OTBOPEH WM NOBPEEH.

Mpenu aHruonnacTika karetbpoT 3a PTA TpAbBa Aa Ce NpoBepH, 3a 4a Ce NOTBbPAN GYHKLMOHANHOCTTA MY, KAKTO 1 Ye Pa3MEpbT My € NOAXOAALL 33 KOHKpeTHaTa
npouenypa.

Mpenu ynotpe6a NpomuiiTe unk U3NNaKHETe BCUUKY NPOMYKTH, KOUTO BAU3AT B CbA0BATA CUCTEMA, CbC CTEPUNEH XENapuHU3upaH Gu3nonoruyeH pastsop Ui
nofiobex pasTeop Npe3 0TBOP 3a Bofaya. MoMUCHETe 3a NpUunarae Ha CCTEMHA XenapuHU3aLUuA.

Hukora He ce onuTBaiiTe ja ABIKIUTE BOAYA, KOrato HanoHbT € B PasayTo CbCTOAHME.

MuHUManHUAT ONYCTUM (BPEHCKI pa3Mep Ha ie3MNeTo e 0603HaueH Ha eTukeTa Ha onakoBKata. He ce onuTBaiiTe 1a npexap
katetbp Viatrac™ 14 Plus npe3 HTPoAtocep ¢ no-Manbk pa3mep 0T NOCOYEHNA Ha eTHKETa.

AKO MOBBPXHOCTTA Ha KaTeTbpa 3a PTA n3CbXHe, ¢ ] I4EH Pa3TBOP LLE PEaKTUBYPA NOKPUTHETO.
He Bpblualite Katetbpa 3a PTA B aucnencepa cnes npoleaypara.

|13BbpLUEHY Ca TECTOBE B CUMYNUPaHa CpeAa ¢ BOAAUYN ¢ nocToaHeH auametnbp ot 0,014" (0,36 mm), 3a Aa ce ycTaHoBM CbBMECTUMOCTTA Ha BOfauuTe. Ako Gbae
136paH Apyr BUA BOAAY C pasniuyeH pasmep, Cb TTa (Hanp. cbnp: Ha Xunoto) TpA6Ba Aa 6bae B3eTa NpeAsIA Npeau ynotpe6a.

BesonacHocTTa 1 e)eKTUBHOCTTa Ha TO3N GanoHeH katetbp 3a PTA 3a neuenue Ha pecTexo3a B cTenTa (ISR) He ca ycTaHoBeHu.

Tosn YPEN He ce npenop 3a ynoTpe6a npu nesun, KOUTo MOXE Aa U3MCKBAT PasayBaHe, Mo-BUCOKO OT NPEN0PbYBAHOTO 3a TO3Y KaTeTbp.
HansraneTo Ha 6anoa He TpABBa a HAAXBLPAA 0 HanAraxe Ha (RBP). t HanAraxe Ha cny ce 6aaupa Ha

0T in vitro TecToBe. BUCOKOTO HanAraxe MoXe fa NoBpeau 6anoHa Unv KateTbpa, KakTo i a paslunpy npekanexo usbpaxara aprepus. Pasnysane Han
HOMUHA/HOTO HanAraHe Ha CnykBae MOXe [ia J0Befe /10 PasKbeBaHe Ha Ganona. MpenopbyBa ce 3NoN3BaHeTo Ha MaHOMETbP.

I i TEXHUKY npu 0T C 1 N0 BpeMme Ha ynotpeba.

Mpeav ynotpe6a npoBepeTe LIATENHO KateTbpa, 3a Aa Ce YBepuTe, Ye He e 61n NoBpeaeH Npyu TPAHCNOPTUPAHETO U Ye PasMepbT, GopMaTa i CbCTORHUETO My ca
MOAXOAALLY 33 NPOLiEAYPATa, 32 KOATO LLE Ce U3non3sa.

To3u kateTbp 3a PTA TpA6Ba BUHark Aa ce BbBEXMA, ABWXY 1/unn n3saxaa no sogay 0,014" (0,36 mm).

AKO yceTuTe CbnpoTUBNEHME NO BPEME Ha OTCTPAHABAHETO HA BanOHHIA KATETbp OT BOAAYA UV Ha BOAAYA OT GANOHHWA KATeTb, GanOHHUAT KATETbP U BOAAYLT

TpABBa a GbAAT 0TCTPaHeH! 3aeHO U 1A Ce OCTABAT HacTPaHa. HUTO GanoHHYAT KaTeTbp, HUTO BOAAYLT TPAGBA Aa Ce M3NON3BaT NOBTOPHO 3a AONBAHNUTENHM
onut 3a Ha w8

Backynarypa c uen

Katerpu (PBDC) BKnt0uBa uHAMBMAYN C bonecT(v) Ha nepudepHara aptepua (PAD) u

ACNEKTW Ha NepKyTaHHaTa TpaHCnymMuHanHa

Mpy ynotpebara Ha kateTbp TpABBa aa ce B3emar MepKU 3a np TABAHE WM Ha KpbBOCh(
W cneq npoeaypara.

Pasnukute B aMameTbpa Ha wadra Tpabea Aa ce Mart NpeasuA Npyu OTBAPAHETO U CTATAHETO Ha XeMOCTaTUYHATA Knana v Npu U3TErNAHETO Ha KaTeTbpa.

BaxHo e xemocTaTuyHara knana fa 6bae 3aTBOPEHa 0CTaTbYHO NNBTHO, 3a ia NPeAnasu OT NPONyCKaHe Ha KpbB OKONO Luata Ha AUnaTaunoHHNA KaTtetbp,
HO He TONKOBA NNbTHO, Y€ Aa OrpaHu4aBa NPUTOKA Ha KOHTPacT B 6anoHa 1 N3BbH HEro N fa 0rpaHiny4aBa ABIKEHWNETO HA BOJdAYa.

HeaneksaTHoTO OTCTpaHABaHe Ha AE3UNETO W CTUNETa Npeay ynotpeba Moxe Aa 10Bese A0 NOBPeaA Ha MEAULIMHCKIR ypen.
10.0 MOTEHUWANIHA CTPAHIYHI EQEKTI
TOTEHUMANHNTE CTPAHUYHI EEKTIA BKIIOYBAT, HO HE Ce OrpaHiyaBar fo:

anepruyHa peakyma, CBPbX4yBCTBUTENHOCT UNKU TOKCUYHA PEAKLNA KbM KOHTPACTHO BELLECTBO, aHECTE3MA, MaTepuanyu Ha MeAUUUHCKNA ypea
(CVIﬂVIKOHOBO NOKpuTHe, NoNnamug, noNNeTUNeH, nonneTep 6nok aMVIJZl) W neKapcTBeHn peakunm KbM aHTUKOArynaHTu unun aHTVIT[JOMﬁULlMTHI/I
MeAnKaMeHTn

 apr ductyna, nces, pdop pynTypa
KbpBEHE (EKXMMO3a, CbNI3eHE, XeMaToOM, KpbBOU3/NB, PETPONEPUTOHEANEH KDbBOU3NNB)
CbPAEYHY aPUTMUV (BKN. NPOBO/HN HAPYLLIEHNA, aTPUANHa U BEHTPUKYNApHA apUTMUA)
Cbp/IeYHa HEAOCTATBYHOCT

CbP/EYHI MCXEMUYHN CbCTOAHUA (BKN. MUOKAPAHA NCXEMUA, MHDAPKT HA MUOKapAa v HeCTabunHa unu cTabuna aHruHa nekTopuc)
CMbpT

OTAENAHE Ha CUCTEMEH KOMMOHEHT UMY UMNNAHTUPAHE HA HENPEABUAEHO MACTO
emB0nuA (Bb3AYX, ThKaH, Nnaka, TPOMBOTUYEH MaTepuan unu ypen)

Tpecka

XenapuH-MHAYLMpaKa TPOMBOLUTONEHNA U APYTY Koarynonatium

XUNEpPnephy3NOHEH CUHAPOM

XMNepToHUA

XMNOTOHMA

MCXEMUA AN MHDAPKT, KOUTO He Ca YTOUYHEHN B CUCHKA C APYTY CTPAHUYHI edeKTH
MCXEMWA Ha KpaiiHULMTE, 0CTPa

3ary6a/HeKpo3a Ha LeneBuA KpaitHuK (amnyTauua Ha NpbeT, CTbNAN0 U/Mii KpaK)

6Gonka

TpaBMma Ha nepudepHu Hepei

6enonpobHa embonua

6b6peyHa HenocTaTbuHOCT

cencuc/uHdekuma

© WoK

CTEHO3a UNK PECTeH03a

MHCYNT/MO3b4YHOCHA0B MHLUNAEHT (CVA) 1 npexoata ncxemmuyna araka (TIA)

Tpomb03a

TOTaHa OKNY3UA UK BHE3ANHO 3anyLuBaHe

BEHO3eH TPOMB0eMB0NU3LM

Cb/I0B CNa3bM

BNIOLUABAHE Ha KnayaukauuaTa unu 6onkara B nokoi

BNOWWABAHE Ha CblL|ECTBYBALL0TO CHCTOAHME

Tesu NOTEHUWaNHM CTPaHUYHIN ePEKTM MOXE Aa 3UCKBAT HOBA/MPC aLus, DTN0XKHA nn 0
HEXUPYPrivHO NEYeHue.

11.0 [0KNAOBAHE HA UHLNAEHTI

3a BCEKII CEPUO3EH UHLIMEHT, Bb3HVKHAN BbB BPb3Ka C KaTeTbpa 3a PTA, NOTDEGUTENAT 1/unii NauenTLT TpAGBa 2 AOKNaABa Ha NPOVSBORUTEN 1
THUA OpraH Ha [bPXaBa uneHKa, B KOATO NOTPEGUTENAT 1/uni NAUMEHTLT € perucTpupan. KpuTepuuTe 3a oTunTaHe Ha ChemuHeHuTe wwarm
W/ Apyrv MeXayHapoaHY OpraHu3auuy TpAGBA Aa ce B3eMaT NPeBIA CIOPEA TEXHNUTE HALMOHANHI U3MCKBAHNA.

12.0 WN3BOP HA NALWEHT N NEYEHNE

MauweHTn, 3a KOUTo nekap e Ye ca n
B Pa3gen 6.0 Ykasanua 3a ynotpeba v Paszen 7.0 [poTtuBonoka3aHua.

121 KoxcynTupane Ha nauneHTa n nHpopmauna 3a naymenTa

JlexapuTe TpAGBA A2 Npernefar NPeaynpexneHnATa, NPeANasHuTe Mepku U CTPAHUYHITE EDEKTY 33 OCTATBYHI PUCKOBE U Bb3MOXKHI HEXENaH! peakLun uim
PUCKOBE OT CBPbX4YBCTBUTENHOCT, KOWTO MOraT 12 6bAaT OT 3HaUeHME NPU KOHCYNTUPAHETO Ha NALMEHTUTE OTHOCHO YnoTpe6aTa Ha T3u NPOMYKT, U TpAGBA Aa
B3eMar NPeaByz CNeaHoTo:

« 06CbXAaHE Ha NpoBneMuTe, CBbP3aHH C PUCKOBE/MON3U 33 TO3U KOHKPETEH NaLUeHT
* 06CbXAaaHe Ha NPOMAHA Ha TEKYLLUA HA4YWH HA XUBOT BefHara cnef npouegypara v B AbArocpoyeH nnaH

npeau, no Bpeme Ha

11 B PAMKMTE Ha NPUEMINB PUCKOB NPOGIN 33 NOCOYEHUTE MPOLIEAYPHU, KAKTO € ONUCaHo

* 0B6CbXaaHe Ha BCUYKI pouenypu.
13.0 NHOOPMALA OTHOCHO KJ'IIIIHIII‘IHDTU NPUNOXEHWNE
131 Mposepka npeam ynotpeda

Mpenw PTA uanoto 06opynBaHxe, KOETO e Ce 13non3ea 3a 0 unar KaTeTbp, TpAGBA BHUMATENHO Aa Gbe Npernefaxo
3a fiedekTin. [poBEPETE LUATENHO KaTeTbpa, 3a Aa Ce YBepuTe, e He e bun npn " ye p pbT, hopmara u My ca
NoaXoAALLIM 3a KOHKPETHATa NpoLieaypa, 3a KOATO LUE ce U3non3sa.

13.2 Heo6xoaummn matepuanu

Konnuectso Matepuan

p(1) u/unn ) Aeaune(ra) ¢ pasmep 1 KOHUrypaLnA 3a KOHKPETHUTE CbOBE (aKO e
NPUNOXMMO). BiXKTe ETMKETa Ha NPO/YKTA 32 CLBMECTUMOCT C KOHKDETHIN MELIHCKI Ypean.

2-3 Cnpuruosku ot 10— 20 cc

1000 v/500 cc XenapuHusupan Gusuonornyer pastsop (HepNS)

1 0,014" (0,36 mm) Bofau ¢ NOAXOAALLA AbMKIHA 32 U3bpaHaTa Backynarypa

BbprAlLa ce xemocTatinuHa knana (aKO e ﬂpl/lﬂO)KVIMD) C NoAXoaALL AvameTbp. BuxTe eTukera Ha npoayKTa 3a CbBMECTUMOCT G
KOHKpETHW MeaAuLMHCKK ypean.

KoHTp: BELLECTBO, T1cod W4eH pasTop
1 Vpen 3a pasnyBaxe
1 TpunbTen cnuparenex kpax
1 Ypen 3a BbpTEHE
1 HTpoptocep Ha Bogay

13.3 MoproToBka Ha ypepa
. OTcTpaHete Npeanasiia Marapen ot e3uneTo 3a NPOMUBaHE.
 Tpukayete ac () W4eH pasTBOP KbM KOHEKTOpa 3a np KOITO € NpuKp KbM np T0 flesune
Ha GanoHa, u MHXeKTUpaiTe XenapuHuanpaH GU3nonornyeH pasTeop B NyMeHa; unu
| Te ¢ (HV3NONOruyeH pa3TBOP KbM MHCTPYMEHTA 33 NPOMUBAHE, BKAPaiTe HCTPYMEHTa 32 NPOMUBaHE
B INCTANHNA KPail Ha KaTeTbpa it MHXXEKTUPAATE XeNapuH3upax Gu3nonoruyeH pasTeop B NyMeHa.

2. TpAbBa fa ce BMAYW, Ye NOYMCTBALLMAT PA3TBOP M3NM3a OT M3XOAA 33 Bofjaua (npopesa), ) Ha 29 cm oT 6anoHa.
CnengaiiTe Tasu npoLeaypa npy NocneaBaLLo NpoMUBaHe.
3. ToproTeete ypena 3a pasnyBaHe C NPenopb4aHoTo KOHTPACTHO BELLECTBO CMIOPEN UHCTPYKLIUTE HA NPOU3BOUTENS.
4. C nnb3ratijo ABVKEHE CBaneTe NPeANasHoTo Aesune o 6anoa.
5. 3afia u3nycHeTe Bb3flyXa OT CErMeHTa Ha banoHa:
a) HanbnHeTe CNpUHLOBKa 0T 20 CC UM ypes 3a pasfyBaHe ¢ N0AXOAALL 06eM OT NPENOPbYAHOTO KOHTPACTHO BELLECTBO.
b) Cnep kato npukpenuTe CNpUHLOBKATa UNYM Ypea 3a paslyBaHe KbM yMeHa 3a pasflyBaHe Ha 6anoa, OpueHTUpaiiTe KaTeTbpa ¢ ANCTANHUA BPbX
1 6anoHa a coyar BepTUKanHo Haaony.
¢) MMpunoxeTe 0TpULATENHO HanAraKe v acnupupaiite 15 cekyHau. baBHo 0CBOBOAETE HANATAHETO 10 HEYTPanHo, KaTo N03BONNTE KOHTPACTHOTO
BELLECTBO 12 U3NbJHW Wa(Ta HA AUNATAUNOHHNA KATETbP.
d) PaskaueTe CNpuHLOBKATa UK ypea 3a pa3fyBaHe 0T 0TBOPA 3a PasfyBaHe Ha AUNaTaUNOHHNA KaTeTbp.
€) OTCTpaHeTe BCUYKMA Bb3AYX OT CNPUHLIOBKATA UNW PE3EPBOapa Ha ype/a 3a pasyBatxe. CBbPXKeTe 0THOBO CMPUHLIOBKATA UNW ypeaa 3a
pasfyBaHe KbM 0TBOPA 3a Pa3fyBaHe HA AUNATALMOHHNA KaTETbP. [0AAbPKAITE OTPULATENHO HANATaHe B 6anoHa, A0KaTo Cnpe Aa ce Bpblya
Bb3MYX KbM ypena.
f) BaBHO 0cBOBOAETE HANAraHETO Ha ypeaa Ao HeyTpanHo.
BHIUMAHUE: Bb3ayxuT TpA6Ba Aa 6bae HANLIHO OTCTPaHeH T 6anoxa u [ 11c nyeH
npenw 6anoHbLT Aa ce BbBEAE B TANOTO (NOBTOPETE CTLNKY 5a Ao 5f, ako e Heobxomumo); B NPOTUBEH Cy4ail MOraT 1a HaCTLAAT YCAOKHEHNA.
6. Paskauete cnpuHLoBKara o1 20 CC (ako ce 1 CBbPXETE ypepa 3a paspy KbM 0TBOPA 32 Pa3flyBaHe Ha AUNaTaLMOHHIA KaTeTbp, 6e3 Aa

JionycKare Bb3[yX B CUCTEMATA.
13.4 WNsnonssane Ha ypepa
3abenexka: AKo B3EMeTe PeLLeHE a He 13nonasare BOAELL KaTeTbp, HAKOM OT CNIEAHUTE MHCTPYKLVK MOXE fia He Ca NPUNOXUMM.

. BovBenerte Bopava npe3 XemoCTaTyHara Knana, Kato cnefasare UHCTPYKUMUTE Ha NPOU3BOANTENA WW CTAHAAPTHATA NPAKTUKA. BbBeneTe Bojaya BHUMATENHO
BbB BOAELLNA KATETbP WN NPE3 Hero. Korato NPUKNKOYUTE, N3TErneTe MHTPOAtOCEPA Ha BOAAYA, ako e U3M0N3BaH TaKbB.

Mpukpenete ypena 3a BbpTeHe KbM BOAaYa, ako xenaere. B BOAaya nog nyc KOHTPON B XeNnaHusA Cbl U Cnep 10Ba npe3 CTeHo3ara.

HapeHeTe aucTanHnA Bpbx Ha AUNATaLMOHHNA KaTETbP BbpXy BOAAYA, KaTo Ce YBEPWTE, Ye BOJAYLT U3NN3a OT NPOPe3a, pasnonoxex ﬂpM6J1VI3MTeJ1HD
Ha 29 cm NpOKCUMANHO OT LIeHTbpa Ha 6anoHa. BbBefeTe aunarauvoHHna KareTbp Mo BOAAYa, A0KATO AOCTUrHE XeMOCTaTUYHaTa Knana. Pa3xnabete
Haﬁpasnenom KOn4e Ha knanata. BbBeqete AunaraunoHHNA KateTbp, KaTto noaabpxare No3uLKMATa Ha BOAAYA, 11 3aTETHETE 0THOBO Haﬁpaanenmo Konye.
3apace YNecHn BbBEXAAHETO, 6anoHbT TpﬂﬁEa 1a Bbfie HanbNHO U3NyCHAT A0 OTPULLATENHO HanAraHe.

: Mpu Ha KaTeTbp BbPXY BOJA4A AMNATALMOHHWAT KaTeTbp TPAGBA Aa Ce NPUAbPXKA. Mpit BbBEXMAHE Ha
[AVNaTaLMoHHIA KaTeTbp BbB BOAELUMA KATETbP C e[iHaTa Pbka TPAGBA Aa NPUAbPXKATE AVNATALMOHHNA KATETbP 1 fa AbPXUTE 30PaBO NPOKCUMANHUA WaQT.

3arerHete HabpasaeHoTo Konye, 3a Aa Ce NoAy4M YNAbTHEHUE OKONO AUNATAUMOHHUA KaTeTbp, 663 Aa Ce Bb3NPenATCcTBa ABIKEHNETO MY.

BbBefieTe AUnaTauMOHHVA KaTeTbp M0 BOAAYA M B CTeHo3ara. PaspyiiTe 6anoHa 40 MHOro HUCKo Hanaraxe (1 atm, 1 bar unu 15 psi), 3a fa noTebpavTe,
ue BanOHLT e NO3MLMOHMPaH NPaBUNHO.

BHUMAHME: Ako no Bpeme Ha BbBEXIAHETO YCETUTE HE0BUYANHO CHNPOTUBNEHNE, He NpUNaraiiTe cuna. CbnpoTMBEHUETO MOXE Aa € 3HaK 3a npobnem
VI PUNAraHeTo Ha NPeKoMepHa cina Moxe fa AoBeae 0 NoBpexaa Ha ypen u Ha cbpa. Mo, {iTe NONOXEHMETO Ha BOAAYA
V1 3BIETE KaTeTbpa 1 E3NNETO KaTo E/HO LANO.

Pa3pyiiTe 6anoHa, 3a fa u3sbplunte PTA cnopen P pouenypa. M iiTe oTp HanAraHe B 6anoxa mMexay pasgyBaHuATa.
V13nycHeTe HanbHO GanoHa, NPEAV a ro U3TEMNTE, KATO NPUNOXUTE OTPULIATENHO HaNAraHe ChC CMIPUHLOBKA OT 20 CC WW Ypeq 3a pasayBaHe.

W3Ternete nanycHata AunatauMoHeH KaTeTbp v BOAaya OT BOAELUMA KaTeTbp Npe3 XemocTaTuyHara knana. 3arerHere Haﬁpaanehnm Konue Ha
XeMOCTaTu4Hara Knana.

KateTbpbT MOXe A Ce HaBie eAHOKPATHO 11 Aa Ce 3aKpeni B Knunc, Ha npo apantep (camo 135 cm gbmxuHa).
B knunca TpA6Ba fia ce Bkapa camo NPOKCUMANHYAT AQT; KNUNCHT He e NPeAHa3HayeH 3a AVCTANHUA Kpail Ha KaTeTbpa. BHuMasaliTe a He npeuynuTe uni
OrbHETe WahTa Npu NOCTABAHE UNM M3BAKAAHE OT KIUNca.

14.0 EKCM/OATALINOHEH CPOK HA YPEQLA
E CPOK Ha KareTbp e TTa Ha efHa

CpOKbT Ha rOAHOCT Ha nepudyepHIA AunataumoHer KareTbp Viatrac™ 14 Plus e 2 roauHm oT fatata Ha NPOU3BOACTBO, KOATO € NOCOYEHA Ha eTUKeTa Kato
,CPOK Ha rogHocT".

15.0 WNHCTPYKLAN 3A U3XBLPNIAHE

Cnep ynoTpe6a To31 NPOAYKT MOXE 2 NPeAcTaBNABa NOTEHLMANHA 61ONOrnyHa ONACHOCT. BopaBeTe C Hero v ro U3XBbpNAITE B CbOTBETCTBIE C NPUETUTE
nPaKTVKL U MECTHM, 1 3aKOHM 1

16.0 MPENPATKIN
JlekapaT TpsibBa Aa ce KOHCYNTUPA C TekylaTa nMTepaTypa 0THOCHO Tekyluata MeAMUMHCKa NPaKTVKa 3a banoHHa aunarauns.
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1.0  ATENTIONARI

CITITI CU ATENTIE TOATE INSTRUCTIUNILE iNAINTE DE UTILIZARE. RESPECTATI TOATE AVERTIZARILE $I MASURILE DE PRECAUTIE DIN ACESTE INSTRUCTIUNI.
NERESPECTAREA ACESTUI LUCRU POATE COMPROMITE PERFORMANTA DISPOZITIVULUI MEDICAL $1 POATE AVEA CA REZULTAT EVENIMENTE ADVERSE
PENTRU PACIENTI.

2.0  DESCRIEREA DISPOZITIVULUI
Acest Instructjuni de utilizare se referd la cateterul de dilatare periferica Viatrac™ 14 Plus.

Denumirea produsului UDI-DI de baza Metoda de sterilizare

Viatrac 14 Plus 8717648PDC000TTT
Cateter de dilatare periferica

Iradiere cu fascicul de electroni

Aceste Instructiuni de utilizare, conform Regulamentului european (UE) 2017/745, pot fi gasite pe site-ul web Abbott eLabeling la vascular.elFU.abbott.

Cateterul de dilatare periferica Viatrac 14 Plus are un sistem de ax integrat cu 0 mandrina conica pentru flexibilitate si rezistenta la indoire si un balonas in apropierea
extremitdtii distale. Este proiectat cu o crestaturd de iesire a firului de ghidare pentru un schimb rapid (RX). Arborele are o combinatie de tuburi cu un singur lumen
si cu lumen dublu. Un lumen este utilizat pentru umflarea balonasului cu substanta de contrast. Cel de-al doilea lumen, din axul distal, permite utilizarea unui fir de
ghidare pentru a facilita inaintarea cateterului catre si prin stenoza care urmeazd sé fie dilatata.

Balonasul este prevazut cu un (mai multe) marcaj(e) radioopac(e) pentru a ajuta la pozitionarea balonasului la nivelul stenozei si este proiectat pentru a oferi un
segment expandabil cu diametru si lungime cunoscute pentru anumite valori de presiune. Un strat hidrofob pe ax si pe balonas reduce frecarea. Balonasul este
proiectat pentru presiuni de pand la 14 atm.

Pe lungimea de 135 cm a cateterului, exista doua marcaje proximale ale axului (95 cm si 105 cm de la extremitatea distald). Pe lungimea de 80 cm a cateterului,
exista un singur marker proximal (55 cm de la varful distal). Ambele indica pozitia relativa a cateterului fata de capatul unui cateter de ghidare brahial, femural sau
renal. Un marcaj suplimentar este amplasat in dreptul crestaturii de iesire a firului de ghidare si ajuté la localizarea crestaturii de iesire a firului de ghidare.

Acest model de cateter nu include un lumen pentru injectarea distald a substantei de contrast si pentru masurarea presiunii distale. Acest dispozitiv este proiectat
pentru a fi utilizat cu cabluri de ghidare de 0,36 mm (0,014") si are o presiune de spargere estimatd (PSE) de 206 psi (14 atm/1419 kPa).

Profilul maxim de traversare pentru aceste balonase este urmétorul:

Diametrul balonasului Profilul transversal maxim al balonagului
4,0 mm 0,91 mm (0,036")
4,5mm 0,94 mm (0,037")
5,0mm 0,97 mm (0,038")
55mm 1,04 mm (0,041")
6,0 mm 1,09 mm (0,043")
6,5 mm 1,22 mm (0,048")
7,0mm 1,24 mm (0,049")

3.0 MOD DE LIVRARE

Continut — Céte unul (1) de fiecare: cateter, instrument de spalare, instrument de spalare primara, teaca protectoare, teaca de repliere, clip pentru bobine.
Depozitare — A se feri de umiditate. A se feri de lumina solard.

Steril - Sterilizat prin iradiere cu fascicul de electroni. Apirogen. A nu se utiliza dacd ambalajul este deschis sau deteriorat.

Acest dispozitiv medical de unicd folosinta nu poate fi reutilizat la un alt pacient deoarece nu a fost proiectat pentru a mai functiona corect dupa o prima utilizare.
Modificdrile caracteristicilor mecanice, fizice si/sau chimice survenite ca urmare a utilizarii, curatarii si/sau resterilizarii repetate pot compromite integritatea

iei si/sau a alelor, and la inare din cauza iderilor si/sau spatiilor inguste si la reducerea gradului de siguranta si/sau a
performantelor dispozitivului medical. Lipsa etichetelor originale poate determina utilizarea incorecta si imposibilitatea identificdrii dispozitivului. Lipsa ambalajului
original poate duce la deteriorarea dispozitivului medical, la pierderea sterilitatii si la posibile raniri grave ale pacientului si/sau ale utilizatorului.

4.0  DESTINATIA DE UTILIZARE
Cateterul de dilatare periferica Viatrac™ 14 Plus este destinat sd dilate structurile stenotice ale vaselor periferice in scopul imbunatatirii fluxului sanguin/perfuziei.
4.1  Populatia de pacienti tinta

Populatia de pacientj cdreia i se adreseazd cateterul (cateterele) pentru dilatare periferica cu balonas (PBDC) include persoanele cu boli ale arterelor periferice (BAP)
si pacientii cu hemodializa.

4.2 Utilizatori vizati
Utilizatorii vizatj pentru PBDC sunt medici cu experientd si care au o intelegere aprofundatd a aspectelor clinice si tehnice ale angioplastiei transluminale percutanate (ATP).
5.0  BENEFICIUL CLINIC PREVAZUT

Cateterul de dilatare periferica Viatrac™ 14 Plus este un dispozitiv medical destinat utilizarii in ATP pentru tratarea pacientjlor cu boli ale arterelor periferice, oferind
un beneficiu clinic de imbunatatire a fluxului sanguin/perfuziei, asa cum este demonstrat de o reducere observaté a stenozei.

6.0  INDICATII DE UTILIZARE

Cateterul de dilatare periferica Viatrac™ 14 Plus este indicat:

« Pentru dilatarea stenozelor din arterele periferice (arterele iliace, femurale, ilio-femurale, poplitee, infrapoplitee, renale).
« Pentru tratamentul leziunilor obstructive ale fistulelor de dializa arteriovenoase native sau sintetice.

7.0  CONTRAINDICATII

« Imposibilitatea de a traversa leziunea cu un fir de ghidare

« Utilizarea in arterele coronare

8.0 AVERTIZARI

Exclusiv de unicé folosintd. A NU se resteriliza si/sau a nu se reutiliza dispozitivul, deoarece acest lucru poate i ea dispozitivului si poate creste
riscul de contaminare incrucisatd ca urmare a reprelucrarii neadecvate.

Utilizatj cateterul inainte de mentjunea ,A se utiliza pand la data de” specificata pe ambalaj.
Nu se recomanda utilizarea pentru alte proceduri decét cele indicate in aceste instructjuni.

Pentru a reduce riscul potential de leziuni vasculare, diametrul balonasului umflat trebuie sa fie aproximativ egal cu diametrul segmentului de vas sanguin normal sau
neafectat, situat imediat proximal si distal fatd de stenoza.

Nu utilizatj sau nu incercatj sa indreptati un cateter in cazul in care axul acestuia a fost indoit sau innodat; acest lucru poate provoca ruperea axului. in schimb,
pregatit un cateter nou.

In cazul utilizarii unui dispozitiv de protectie distal, a se urma i junile de utilizare ale p
pentru ATP si dispozitivul de protectie distal pentru evitarea contactului.

In cazurile de tortuozitate vasculara extrema, poate fi necesara repozitionarea cateterului intr-un segment drept al vasului pentru a permite schimbarea firului de
ghidare. Nu continuatj sa utilizati un cateter daca se simte o rezistentd excesiva in timpul schimbri firelor de ghidare. In schimb, pregatiti un cateter nou.

Persoanele cu antecedente cunoscute de alergii la oricare dintre componentele acestui dispozitiv enumerate mai jos pot suferi o reactie alergica la acest dispozitiv.
Inainte de utilizarea asupra pacientului, acesta trebuie sa fie informat cu privire la materialele continute in d\spozmv si trebuie sa se discute despre istoricul amanunm
al alergiilor. Acest dispozitiv contine invelis de silicon, poliamida, polietilend si polieter bloc amida care intra in contact direct cu tesuturile sau sangele pacientului in
timpul utilizrii.

in cazul in care se produce o pierdere neasteptatd de presiune, utilizatorul trebuie sa plaseze dispozitivul de umflare intr-o stare de presiune neutré (adica zero) si,
folosind fluoroscopia, s& indeparteze incet cateterul cu balonas de la pacient. Dacé, in orice moment in timpul procesului de retragere, se observa o rezistent,
trebuie determinata cauza rezistentei. in cazul in care rezistenta implica cateterul de ghidare/teaca de introducere, atat cateterul de ghidare/teaca de introducere,

cét si cateterul cu balonas trebuie sa fie indepartate ca o singura unitate. Dupé ce cateterul cu balonas a fost complet indepartat de la pacient, determinatj cauza
principald a pierderii de presiune (de exemplu, dispozitivul de umfiare, cateterul cu balonas, conexiunile etc.) si inlocuiti componenta. Nu refolositj cateterul cu
balonas dacé se stabileste ca acesta este cauza principald a pierderii de presiune.

9.0  MASURI DE PRECAUTIE
Utilizatj exclusiv substanta recomandata pentru umflarea balonagului. Nu utilizati niciodatd aer sau orice alt gaz pentru a umfia balonagul.

Atunci cand cateterul se afld in sistemul vascular, acesta trebuie manipulat sub control radioscopic de inalta calitate. A nu se inainta sau retrage cateterul decat
atunci cand balonasul este dezumflat complet sub vid. In cazul in care se intdmpind rezistentd in timpul manevrarii, identificati cauza rezistentei prin fluoroscopie
inainte de a continua.

Tratamentul leziunilor moderat sau puternic calcificate creste riscul de obstructie vasculara acuta, leziuni traumatice ale vasului, spargere a balonasului, blocare a
balonasului si complicatiile asociate acestora. Dacd se intdmpind rezistentd, identificati cauza inainte de a continua. Continuarea inaintarii sau retragerii cateterului in
timp ce se intdmpina rezistentd poate avea drept consecintd producerea de leziuni vasculare si/sau deteriorarea/ruperea cateterului.

In cazul deteriorarii/ruperii cateteru\m recuperarea corpului strdin trebuie efectuata in baza evaludrii realizate de cétre medic a stdrii individuale a fiecdrui pacient si
prin resp p! de recup

Acest dispozitiv trebuie utilizat numai de catre medici experimentati si care detin cunostinte aprofundate despre aspectele clinice si tehnice ale ATR.

Nu rotiti cateterul mai mult de o (1) rotire completa.

Inspectati integral produsul inainte de utilizare. Nu utilizati daca ambalajul este deschis sau deteriorat.

Inainte de angioplastie, cateterul pentru ATP trebuie inspectat pentru a i se verifica functionalitatea si pentru a vé asigura c& dimensiunea este adecvatd pentru
procedura specifica pentru care urmeaza sa fie utilizat.

Inainte de utilizare, a se spéla sau cléti toate produsele care pétrund in sistemul vascular cu ser fiziologic heparinizat steril sau cu o solutje similara prin portul de
acces al firului de ghidare. A se lua in considerare utilizarea de heparinizare sistemica.

A nu se incerca niciodata deplasarea firului de ghidare atunci cand balonasul este umflat.

Dimensiunea franceza minima 4 a tecii este imprimatd pe eticheta i. A nu se incerca trecerea cateterului de dilatare periferica Viatrac™ 14 Plus
printr-un dispozitiv de introducere cu teacd de dimensiuni mai mici decét cele imprimate pe eticheta.

Dacd suprafata cateterului pentru ATP devine uscatd, umezirea cu ser fiziologic heparinizat va reactiva invelisul.
Nu reintroduceti cateterul pentru ATP in ansa de ambalare dupd utilizarea procedurald.

Testarea pe banc a fost efectuatd cu fire de ghidare cu diametrul constant de 0,36 mm (0,014") pentru a stabili compatibilitatea firului de ghidare. in cazul'in care
se selecteazd un alt tip de fir de ghidare, cu un profil dimensional diferit, inainte de utilizarea acestuia trebuie sa tineti cont de compatibilitatea acestuia (de exemplu,
de rezistenta firului).

Siguranta si eficacitatea acestui cateter cu balonas ATP pentru tratamentul restenozei intra-stent (ISR) nu au fost stabilite.
Acest dispozitiv medical nu este recomandat pentru utilizarea in leziuni care pot necesita o umflare mai mare decét cea recomandata pentru acest cateter.

Presiunea din balonas nu trebuie sa depaseascd PSE (Presiunea estimata de spargere). Valoarea PSE este stabilita pe baza rezultatelor testarii in vitro. Presiunea
ridicatd poate deteriora balonasul sau cateterul sau poate dilata excesiv artera selectatd. Depasirea PSE poate provoca ruperea balonasului. Se recomanda utilizarea
unui dispozitiv de monitorizare.

A se utiliza tehnici aseptice in timpul scoaterii din ambalaj si in timpul utilizarii.

A se inspecta cu atentje cateterul inainte de utilizare pentru a v asigura cd acesta nu a fost deteriorat in timpul transportului $i ¢a dimensiunea, forma si starea
acestuia sunt adecvate pentru procedura pentru care urmeaza sa fie utilizat.

Acest cateter pentru ATP trebuie introdus, deplasat si/sau indepartat intotdeauna doar peste un fir de ghidare de 0,36 mm (0,014").

In cazul in care se simte rezistent in timpul indepartrii fie a cateterului cu balonas de pe firul de ghidare, fie a firului de ghidare din cateterul cu balonas, cateterul
cu balonas si firul de ghidare trebuie indepartate impreuna ca o unitate si puse deoparte. Nici cateterul cu balonas, nici firul de ghidare nu trebuie refolosite pentru
incercari suplimentare de dilatare a arterei, fie separat, fie in combinatje.

A se lua masuri de precautje pentru prevenirea sau reducerea coaguldrii atunci cand este utilizat un cateter inainte, in timpul si dupa procedura.

Trebuie s fie luate in considerare diferentele de diametru al axului la i si stra valvei precum si la retragerea cateterului.

Este important ca valva hemostatica s fie inchisa suficient de etans pentru a preveni scurgerea de sange in jurul axului cateterului, dar nu atat de strans incét sa
limiteze curgerea substantei de contrast in interiorul sau in afara balonagului sau s limiteze miscdrile firului de ghidare.

Indepértarea necorespunzatoare a tecii de protectie sau a stiletului inainte de utilizare poate provoca deteriorarea dispozitivului medical.
10.0 EVENIMENTE ADVERSE POTENTIALE
Potentjalele evenimente adverse includ, insa faré a se limita la:

reactie alergicd, hipersensibilitate sau reactie toxica la agentul de contrast, anestezwe materialul d\spozwtwulm medical (invelis de silicon, poliamida,
polietilend, polieter bloc amida) si reactii i la medi sau €;

fistuld arteriovenoasd, pseudoanevrism, anevrism, disectie, perforatie/rupturd;

sangerare (echimoze, exsudare, hematoame, hemoragie, hemoragie retroperitoneala);

aritmii cardiace (inclusiv tulburari de conductie cardiaca, aritmii atriale si ventriculare);

insuficienta cardiacd;

boli cardiace ischemice (inclusiv ischemie miocardica, infarct miocardic si angina pectorala instabild sau stabild);
deces;

desprindere a unei componente a sistemului sau implantare intr-un loc gresit;

embolie (gazoasd, tesut, placa, material trombotic sau dispozitiv);

febra;

i. A se permite si pdstra o distanta adecvata intre cateterul

trombocitopenie indusa de heparina si alta coagulopatie;

sindrom de hiperperfuzie;

hipertensiune;

hipotensiune arteriald;

ischemie sau infarct neascuns de alte evenimente adverse;

ischemia membrelor, acuta;

pierdere/necroza a membrului tintd (amputarea degetului, labei piciorului si/sau a piciorului);
dureri;

leziune a nervului periferic;
embolie pulmonarg;
insuficientd renald;
sepsis/infectie;

. soc;

stenoza sau restenozé;

accident vascular cerebral (AVC) si accident ischemic tranzitoriu (AIT);
trombozad;

ocluzie totald sau obstructie acutd;

tromboembolism venos;

spasm vascular;

accentuare a claudicatjei sau durere in repaus;

agravarea afectjunii preexistente.

Aceste i adverse iale pot necesita o spitalizare noud/p

11.0 RAPORTAREA INCIDENTELOR

Utilizatorul si/sau pacientul trebuie sa raporteze orice incident grav care a avut loc in legatura cu cateterul pentru ATP catre producétor si autoritatea competenta a
statului membru european in care este rezident utilizatorul si/sau pacientul. Criteriile de raportare pentru Statele Unite si/sau alte criterii internationale de raportare
trebuie sa fie luate in considerare in conformitate cu cerintele nationale ale statelor respective.

12.0 SELECTIA §I TRATAMENTUL PACIENTILOR

Pacientji trebuie sa fie considerati potriviti de catre un medic specialist si sa se incadreze intr-un profil de risc acceptabil pentru procedurile indicate, astfel cum este
descris in Sectiunea 6.0 Indicatii de utilizare i Sectiunea 7.0 Contraindicatii.

121 Consilierea si informarea pacientului

Medicii trebuie sa analizeze avertismentele, masurile de precautie si evenimentele adverse pentru riscurile reziduale si posibilele efecte secundare sau riscuri de
hipersensibilitate care pot fi relevante atunci cand consiliaza pacientii cu privire la utilizarea acestui produs si trebuie sa ia in considerare urmatoarele:

« Discutii privind aspectele legate de risc/beneficiu pentru acest pacient

« Discutji privind modificarea stilului de viata actual imediat dupa proceduré si pe termen lung
« Discutii cu privire la orice monitorizare necesard

13.0 INFORMATII PENTRU UTILIZAREA CLINICA

13.1 Inspectii inainte de utilizare

inainte de ATP, examinatj cu atentje toate echipamentele care urmeaza s fie utilizate pentru procedurd, inclusiv cateterul de dilatare, pentru a depista existenta
oricérui defect. A se inspecta cu atentie cateterul pentru a v asigura ¢ acesta nu a fost deteriorat in timpul transportului si ca dimensiunea, forma si starea acestuia
sunt adecvate pentru procedura specifica pentru care urmeaza sé fie utilizat.

13.2 Materiale necesare

4, 0 interventie chirurgicald urgentd sau un tratament nechirurgical suplimentar.

Cantitatea Materialul

Cateter(e) de ghidare si/sau teaca/tecile dispozitivului de i in di si a pentru vascularizatia
selectatd (daca este cazul). Consultati eticheta produsului pentru compatibilitatea specifica cu dispozitivele medicale.

2-3 Seringi de 10-20 cc

1.000 u/500 cc Ser fiziologic heparinizat (SFHep)

1 Fir de ghidare de 0,36 mm (0,014") cu lungimea corespunzétoare pentru vasculatura selectatd

Valva hemostatica rotativéd (dacd este cazul) de diametrul
specifica cu dispozitivele medicale.

{i eticheta i pentru ibilitatea

Substantd de contrast diluatd 1:1 cu ser fiziologic.

1 Dispozitiv de umfare.

1 Robinet cu trei cai.

1 Dispozitiv de rotire.

1 Dispozitiv de introducere a firului de ghidare.

13.3 Pregatirea dispozitivului
1. Scoateti mandrinul de protectje de pe teaca de spalare.

Atasati o seringd cu ser fiziologic heparinizat la butucul de spdlare, amplasat pe teaca de protectje a balonasului si injectati ser fiziologic heparinizat
in lumen sau

Atasati o seringa cu ser fiziologic heparinizat la instrumentul de spalare, introduceti instrumentul de spalare la marginea distala a cateterului si
injectati ser fiziologic heparinizat in lumen.

. Solutia de spalare trebuie sd fie vizibild iesind din marcajul de iesire al firului de ghidare, situat la aproximativ 29 cm proximal fatd de balonas. Urmatj aceastd
procedura pentru spalarile ulterioare.

. Pregatiti un dispozitiv de umflare cu substanta de contrast recomandatd in conformitate cu instructiunile producatorului.

. Scoatetj prin glisare teaca de protectie a balonasului.

. Pentru a evacua aerul din segmentul balonasului:

Umpleti o seringd de 20 cc sau dispozitivul de umflare cu un volum aproximativ din substanta de contrast recomandatd.

Dupa atasarea seringii sau a dispozitivului de umflare la lumenul de umflare a balonasului, orientati cateterul cu extremitatea distald si cu balonasul
vertical in jos.

Aplicati presiune negativa si aspirati timp de 15 secunde. Eliberati lent presiunea pand la valoarea neutra, permitdnd substantei de contrast sa umple
axul cateterului de dilatare.

Deconectatj seringa sau dispozitivul de umfare de la orificiul de umflare a cateterului de dilatare.

Scoateti tot aerul din seringd si din rezervorul dispozitivului de umflare. Reconectati seringa sau dispozitivul de umflare la orificiul de umfiare al
cateterului de dilatare. Mentineti presiunea negativa asupra balonasului pand cand nu mai revine aer in dispozitiv.

f) Eliberatiincet presiunea din dispozitiv pand la o valoare neutra.

ATENTIE: trebuie eliminat integral aerul din balonas si inlocuit cu substanta de contrast (diluata 1:1 cu ser fiziologic) inainte de introducerea acestuia in
corp (daca este necesar, repetati pasii 5a pana la 5f); in caz contrar este posibila producerea de complicatji.

6. Deconectatj seringa de 20 cc (dacd este cazul) si conectatj dispozitivul de umflare la orificiul de umflare al cateterului de dilatare, fara a introduce aer in sistem.
13.4 Utilizarea dispozitivelor
Nota: in cazul in care se decide sa nu se utilizeze un cateter de ghidare, este posibil ca unele dintre instructjunile urmatoare sa nu se aplice.

. Introducetj un fir de ghidare prin valva hemostaticd, respectand instructjunile producétorului sau practica standard. inamla;i cu atentie firul de ghidare in si prin
cateterul de ghidare. Pentru finalizare, retrageti dispozitivul de introducere a firului de ghidare, in cazul in care a fost utilizat.
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2. Daca este de dorit, atasati un dispozitiv de rotire la fir. Sub control radioscopic, introduceti progresiv firul de ghidare pané la vasul dorit si apoi traversati
portiunea stenozata.
3. ti retrograd i distald a i de dilatare peste firul de ghidare, asigurandu-va c firul de ghidare iese prin orificiul situat la aproximativ

29 cm proximal fata de centrul balonasului. Avansati cateterul de dilatare peste firul de ghidare pdn cand acesta se apropie de valva hemostatica. Slabiti butonul
zimtat de pe valva. Introducetj cateterul de dilatare mentinand pozitia firului de ghidare si strangeti din nou butonul zimtat. Pentru a facilita introducerea, balonasul
trebuie sé fie complet dezumfiat la presiune negativa.

Nota: cateterul de dilatare trebuie sprijinit in timpul introducerii retrograde a acestuia peste firul de ghidare. La introducerea progresivé a cateterului de dilatare in
cateterul de ghidare, o mana trebuie sd sprijine cateterul de dilatare si sa prinda ferm axul proximal.

. Stréngeti butonul zimtat pentru a crea un element de etansare in jurul cateterului de dilatare, fard a stanjeni miscarile cateterului.

. Avansatj cateterul de dilatare peste firul de ghidare si in stenozd. Umflati balonasul la o presiune foarte redusa (1 atm, 1 bar sau 15 psi) pentru a confirma faptul
¢ balonasul este pozitionat corect.

ATENTIE: dacd simtiti o rezistenta neobisnuita in orice moment in timpul introducerii, nu fortati avansarea. Rezistenta poate indica o problema, iar aplicarea unei
forte excesive poate produce deteriorarea dispozitivului medical si leziunea vaselor de sange. Mentineti plasarea firului de ghidare si retrageti cateterul si teaca
ca o singurd unitate.

. Umflati balonasul pentru a efectua ATP conform procedurii standard. Mentineti o presiune negativa a balonagului intre umflari.
. Dezumfiati complet balonasul inainte de retragere prin aplicarea unei presiuni negative cu o seringd de 20 cc sau cu un insufiator.
. Retrageti cateterul de dilatare dezumflat si firul de ghidare din cateterul de ghidare prin valva hemostaticd. Slabiti butonul zimtat de pe valva hemostaticd.

. Cateterul poate fi infasurat o singurd datd si fixat in clipul de infasurare situat pe adaptorul proximal (numai pentru lungimea de 135 cm). Numai axul proximal
trebuie introdus in clipul de infdsurare; acesta nu este proiectat pentru extremitatea distald a cateterului. Aveti grija s nu indoiti sau sd curbatj axul la
introducerea sau scoaterea din clip.

14.0 DURATA DE VIATA A DISPOZITIVULUI
Aceastd durata de viatd a cateterului de dilatare perifericd reprezintd durata unei singure proceduri.

Termenul de valabilitate al cateterului de dilatare periferica Viatrac™ 14 Plus este de 2 ani de la data fabricatiei, care este specificata pe etichetd ca ,A se utiliza pana
la data de”.

15.0 INSTRUCTIUNI PRIVIND ELIMINAREA

Dupa utilizare, acest produs poate fi un potential pericol biologic. Manevrati-I si eliminati- in conformitate cu practicile medicale acceptate si cu legile si
reglementarile locale, de stat si federale aplicabile.

16.0 BIBLIOGRAFIE
Medicul trebuie s& consulte literatura de specialitate privind practica medicala curenta in ceea ce priveste dilatarea cu balonas.
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Pycckuin / Russian

Viatrac™ 14 Plus
JnnataunoHHbINl KaTeTep ana nepudepnyecknx cocynos

Copepxanue
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10.0  MOTEHUWANbHBIE HEXXENATENbHBIE MOCMEACTBUA
11.0  OTYETHOCTb 0B NHLIMAEHTAX
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121 Nud 0 )BaHUN n naunexTam
13.0  VHQOPMALIA O KNMHNYECKOM NPUMEHEHN
13.1  Ocmotp nepep Mcnonb3oBaHuem
13.2 Heobxoaumble matepuansl
13.3 MopgroToBka ycTpoiicTBa
13.4  cnonb3oBakue ycTpoiicTBa
14.0  CPOK CNY)XBbl YCTPONCTBA
15.0  VHCTPYKLIAW MO YTUNSALIAN
16.0  CCbIKN

1.0 NPEAYNPEXIOEHUA

TEPE[ CNO/Ib30BAHNEM BHIMATENbHO W3YYNTE BCE NHCTPYKLWAN. YYUTBIBAITE BCE NPEAOCTEPEXXEHA 11 MEPbI NPEAOCTOPOXHOCTIA,
OMNCAHHBIE B HACTOALLX MHCTPYKLLAX. HECOBNHOEHVE 3TOT0 TPEBOBAHINA MOXET HAPYLIUTb (YHKLIWOHANBHOCTb MEAMLIHCKOTO
WN3OENNA N NPUBECTI K HEXENATENbHbIM NOCAEACTBUAM ANA NALNEHTA.

2.0 OMUCAHWE YCTPOICTBA
Hacroswme no K

JHHOMY Katetepy ina cocynos Viatrac™ 14 Plus.

HanmenoBanue napenna basoBbiit npenTudukartop UDI-DI MeToa cTepunnsauun

Viatrac 14 Plus 8717648PDC000TTT
JunaTtaumonHblit Karetep
INA NepUdEPUYECKIX COCYA0B

06ny4eHue ANEKTPOHHBIM My4KOM

MHcTpykumrn no B cE
vascular.elFU.abbott.

pernamentom (EC) 2017/745 npenctasnetbl Ha Be6-caiite Abbott eLabeling no anpecy

)HHbIi! KaTeTep AnA cocynoB Viatrac 14 Plus coCTONT M3 CUCTEMBbI COERMHEHHBIX MeXTy C0B0i TPYBOK C KOHUYECKUM MaHAPEHOM Ana

rmbkocT n conp py , @ TakxKe bannoa, 1o B6NU3N 070 KOHLA. OH OCHALLEH BbIXOJHbIM OTBEPCTEM
A NPOBOAHNKA C LieNblo 06ecneyeHna t])yHKLlMUHaJ'IbHUCTVI cuctembl 6bIcTpoil 3ametbl (RX). CTepxetb Katetepa npencTasnaeT coboil kombuHauuio Tpy6ok ¢
OfIHUM 1 ABYMA NpocBeTaMu. OfH NPOCBET UCNONb3YETCA ANA Pa3yBaHIA GannoHa nyTem ero KOHTPACTHbIM . Yepes BTOPOIA NPOCBET B
JVCTANbHOM KOHLIE CTEPXHA KaTeTepa BBOAWTCA NPOBOAHNK, KOTOPIN 06NIErYaeT NpoBefieHye KateTepa K y4acTKy CTeH03a, KOTOPbIl NPeanonaraeTca pacLumpiTb,
11 4epes Hero.
Ha 6annoH HaeceHa ofiHa Uni HECKONbKO PEHTTEHOKOHTPACTHbIX METOK, YTO N03BONAET NOSULVIOHMPOBATH €ro Ha y4acTKe CTEHO3a; NPy CO3MaHMM B Gannoke

0 OH 710 M3BECTHBIX Pa3MepoB — AnHbI 1 AuameTpa. MppodoBHOE NOKPbITIE HA CTEPXKHE KaTeTepa i 6annoHe ymMeHbLIaeT

Tperue. bannoH paccuutan Ha aasnenve Ao 14 arm.
Ha katetepe anuHoit 135 cmM UMEIOTCA 1BE NPOKCUMANbHbIE METKY (OTCTOALLME Ha 95 cm 11 105 CM 0T AucTanbHOro KoHLa). Ha katetepe AnuHoit 80 cm nmeerca
0fHa NPOKCUManbHad MeTKa (OTCTOALLAA Ha 55 CM OT AUCTAbHOTO KOHLA). 0BE METKM YKasblBatoT Ha NONOXKeHME KaTeTepa OTHOCUTENBHO KOHLIA NNIEYEBONO,

6€iPeHHOr0 UMk NoYEYHOro o Katetepa. [ MeTKa Y BbIXOAHOr0 OTBEPCTUA 1A NPOBOAHIKA Y IOMOTAET ONPEAeniTh
BbIXOAIHOO OTBEPCTUA ANA

KOHCTPYKLMA NaHHOTO KaTeTepa He NpeaycMatpuBaeT npocBeTa ana i 0 " 0ro

370 yCTPOINCTBO NpeAHa3HayeHo Ana Cnonb3osaua ¢ nposoaHkamu 0,36 mm (0,014 momma) 11 XapaK pa3pbiBa bannoHa

(RBP), paHbim 14 atv/1419 KMa (206 dyHTOB/KB. At0IM).
MakcumanbHoe nonepeyHoe ceuetie AnA Takvx GaNNOHOB YKA3aHO HIDKE.

Ounametp 6annoxa MonepeyuHoe ceyenne 6annona
(makcumansHoe)
4,0 Mm 0,91 mm (0,036 atoitmva)
4.5 MM 0,94 mm (0,037 atoitma)
5,0 MM 0,97 mm (0,038 aroiima)
5,5 MM 1,04 mm (0,041 mroiima)
6,0 MM 1,09 Mm (0,043 mroiima)
6,5 Mm 1,22 Mm (0,048 proiima)
7,0 Mm 1,24 mm (0,049 mroiima)

3.0 (OPMA BbINYCKA Il KOMNAEKTALLNA

Copepxanne — Mo oaxoi (1) no3uuum: katetep, yCTPOICTBO ANA NPOMbIBAHWA, OCHOBHOE YCTPOACTBO ANA NpO rnb3a, rur
runb3a, cnupanbHblil ukcarop.

Xpaenne — bepeub ot Bnaru. bepeub 0T CONHEYHbIX Nyuedt.

Crep —C ) ANEKTPOHHBIM 0611y . AnvporenHo. Henb3A 1cnonb3oBatb, €CAN YNakoBKa BCKPbITA Wi NOBPEX/eHa.

Nanxoe u3nenve ana 0 He 0 Y PYroro NauvenTa, Tak kak OHO He PaccuuTaHo
Ha BbINONHeHe CBOeN (yHKLMK Nocne Nepsoro I , DU3NYECKUX 1 (WM) XMMUYECKX CBOVICTB BCAEACTBUE MOBTOPHOMO
NPUMEHERIA, OUNCTK 1 (W) NOBTOPHOIR MOXET np K F0 M3MENA U (W) paspyLueHnio

Marepuanos, U3 KOTOPbIX OHO U3rOTOBNEHO, YTO, B CBOKO 04epeab, MOXET I'IpMBeCTI/I K 3arpA3HEHNI0 U3AENKUA NO NpUYnHe oﬁpaaosauvm Y3KUX Lueneit n (MHM)

HafiPbIBOB, A TAKXKE CHU3UTb €10 CTb 1 () ¢ HOCTb. OTCYTCTBINE OPYUTUHANbHOI MaPKUPOBKII MOXET CTaT NPUUUHON HEHaANeXallero
n3genua u ero 0rcyTcTBME OpHIr! yna MOXET CTaTb Mp
n3genua, Hap c 1 CO3AATH ANA W (wnm) pucK nony TPaBMbl.

) Abbott





4.0  LENEBOE HASHAYEHUNE

)HHbI KaTeTep Ana cocynos Viatrac™ 14 Plus YeH A
COCYVMCTON CETY C LIENblo YNyuyLLIEHA KPOBOTOKa/nepdysun.

41 LleneBasa nonynAunA nauneHToB

CTPYKTYp o

Llenesaa nauneKToB ana )HHbIX 6 KaretepoB fna nepudepuyeckux cocynos (PBDC) Bkntouaet niogeit ¢ 3abonesaHuAmMm
nepudepuyeckux aptepuit (3MA) u Ha

4.2 Mpepnonaraembie NoNb30BaTenn

Mpeanonaraembimi nonb3aosarenamv PBDC ABAAIOTCA Bpauy ¢ ONbITOM paboThl 1 ry6oKuM n acnekToB i

TPAaHCNIOMUHaNbHOM aHruonnacTku (YTA).
5.0 MPEANONATAEMAA KJIINHWYECKAA NOJIb3A

)HHbIiA KaTeTep AnA cocygos Viatrac™ 14 Plus np coboit nagenve, na

npu YTA ana neyenua c apTepuii nyTem obecneyexna il nonb3bl 0T YNy p pd

0uem TBYET y CTeHo3a.

6.0 MOKA3AHWA K NIPUMEHEHNIO
)HHbI KaTeTep Ana cocynos Viatrac™ 14 Plus nokasat ana:

* pacluMpeHna y4acTKoB CTEHO3a B apTepmax ne p ,

apTepuaAx, KOHEeYHbIX BETBAX NOAKONEHHbIX apTepvu?l);

* neyeHuA 06CTPYKTUBHBIX i apT IX GUCTYN ANA remc (HaTUBHBIX UK CC IX C COCYANCTOro NpoTe3a).

7.0 MNPOTNBOMOKA3AHUA

* H Tb yepes Il y4acToK.

* Heucnonb3oBarth AnA aunarauun CTEHO308 KOPOHApHbIX apTepMM.

8.0 MPEAOCTEPEXEHNA

TonbKo N4 0AHOPa30BOr0 UCNONb30BaHMA. HE NOANEXWT noBTOpHOIA CTEPUAM3ALMI 1 (1K) NOBTOPHOMY 2 Tamg i MoryT np K
[0 W yCTpoicTBa U puUCK nepexp 0 3ar B peynbrare T0BTOPHOIA 06p

|/|CI1IJJ1b3y\7ITB KateTep 0 UCTEYEHNA CPOKa roAHOCTY, YKAa3aHHOro Ha ynakoBke usaenua (ﬂOMeTKa «CDOK FO]lHOCTVI»).

He pekc B NH06bIX 1P pax, 0T YKa3aHHbIX B 3TOM MHCTPYKLNM.

[inA cHuXeHNA BEPOATHOCTY TPaBMbl COCYAA ANAMETP Pa3nyToro bannoHa AomKeH NpuBNN3NTENbHO COOTBETCTBOBATD Y4acTKoB

CermeHTa cocyaa npoKCUMabHee 1 AUCTabHee y4acTka CTeH03a.

Henb3a Ucnonb3osath (WA NbITATHCA BLINPAMUTL) KATETEP, ECAW €ro CTEPXEHb NEPEeKPYYeH U Ha HEeM eCTb 3aN0Mbl, TaK KaK 3T0 MOXET NPUBECTH K
NOBPEXAEHMIO CTEPXKHA KaTeTepa. BMecTo aToro HE06XoaMMO NOArOTOBUTL HOBBIN KaTeTep.

Mpn 0 3aLUNTHOTO YCTPOIA i i no 0, 06 n
iiTe A 0€ Mexay pom and YTA n poii BO nx Apyr C Apyrom.

B cnyyanx i cocy/a MOXET no D KateTep B MPAMOIi CErMEHT Cocy/a, YTo6bl 06ECTIEYUTb 3aMeHy

NPOBOAHIKA. He NpofomKaiiTe NCNONb30BaHNe KaTeTepa, ECli BO BPEMA 3aMeHbl oy conpe BwmecTo atoro

HEo6X0auMO NoAroTOBUTL HOBBII Karetep.

Y L, B aHAMHE3E KOTOPbIX ECTb ANNEPVA Ha MH060i! 13 NEPEYUCTIEHHbIX Aanee KOMMOHEHTOB 3TOr0 YCTPOVCTBA, MOXET Pa3BUTbCA anneprmqecxaﬂ peaKunA
Ha [laHHOe YCTPOIACTBO. epen ncnonb3oBaxem unenva cneayer pOBATh NALMEHTA OTHC

TakKe HEOBXOUMO TLIATENbHO U3Y4UTb anNEPronoriecKiil aHavHes naLuexTa. an0 P TIOKPbITHE,

1 nonMadupBRoKaMma, KOTOPbIe BCTYNAIOT B HENOCPEACTBEHHbIV KOHTAKT C TKAHAMM NaUVIEHTa Wi KPOBbIO BO BPEMA MCMONb30BAHNA.

B cnyyae 0 nageHua OMKEH HelTpanbHoe (1. e. Hynesoe) Ha iictee 1A "
MELJIEHHO 13BNeYb GannoHHbIiA KaTeTep 3 Tena nalivienTa NOQ KOHTPONEM PEHTTeHocKoNuK. Ecnu Bbl oLuyTUTe conpomaneume B KaKo/i-nn6o MoMeHT B npoliecce
W3BMIE4EHIA U3ReNus, crienyet MPUYKHY conp Ecnu conp 06ycnoBneHo
MIPOBOAHWKOBIN KATETEP / MHTPOAbIOCED W 6anoHHbI KTETep Kak eauHoe Lenoe. Mocre Toro, kak 6annokHbili KateTep 6yer NOTHOCTEIO WSBEUeH U3 Tena nauveHTa,
OnpeaenuTe NPUYMHY NaneHna C yeTp! nap GannoHHbIM p WTA) M
HENeNPaBHbIil KOMMOHeHT. He vcnonbayiite b: i Katetep pHO, ecu 4T0 NajjeHve AaBeHnA CBA3AHO C Ero HeNCpaBHOCTbIO.
9.0 MEPbI NPEAOCTOPOXHOCTI
[ina p Heo6xomumo Tb TONbKO PEK( PacTBopbI. ) Tb BO3NYX WIW [PYTVIE rasbi AA PasayBaHua
6GannoHa.
Mocne Karetepa B pycno Y. C HUM cneqyet 107 BbICC PeHTT Henb3a
NPOJBMraTb UMY U3BMIEKATb KaTeTep 0 NONHOr0 ONOPOXHEHUA GannoHa B YCNOBYAX Bakyyma. Ecni npu Y. conp

oBble feli B COCY pycne v BO30GHOBHUTE UX TONbKO nocne NPUYMHBI C NOMOLLIbIO PEHTTEHOCKONHU.
CuuTaercs, 4to Y. Ha cocypax ¢ y w y pucK 0CTPOiA KV COCYAa, TPaBMbI COCYAQ,
paspbiBa 6annoHa, 3acTpesaHua 6annona u Apyrux i, CBA3AHHBIX C NP poit. Mpn CONpOTUBAEHNA HEOBXOAUMO

BCE " TONbKO NOCAE BLIACHEHUA NPUYMHBI COMP n [ Karetepa npy
Hanuyuu conp MOXeT np! K COCY0B 1 (1NW) NOBPEXAEHIO / OTPbIBY KaTeTepa.

B cnyyae nospexaerua / 0TpbiBa KaTeTepa U3BeyeHe MHOPOAHOTO Tena A0MKHO NPOBOANTLCA NO PELLEHNIO Bpaya C y4ETOM COCTORHMA NaLMeHTa i B
C

JaHHOE MEeVLIMHCKOE M3Aenie AOMKHO UCMONb30BATbCA TONBKO OMbITHBIM Bpayom ¢ rﬂyﬁOKVIM n acnektos YTA.
3anpeLyaeTcA NoBOpaunBaTh KateTep BOKPYT ero ocu 6onee yem Ha opuk (1) nonkblit 060porT.
lepen NpuMeHeH1eM 0cMoTpuTe BCe U3genve. He ecnu repi 0CTb

Mepen aHronnacTukoit ocMoTpuTe Katetep AnA YTA, uToBbl NPOBEPUTH €ro UCNPaBHOCTb ¥ YBEAUTLCA B NPUFOAHOCTM Ero pa3mepa ANA NPeAcToALLero
BMeLLaTenbCTBa.

Mepen iTe unn /iTe BCE N3MeNua, B pycno, u T
CONeBbIM PaCTBOPOM WM NOA06HBIM PACTBOPOM Yepe3 NOPT A0CTYNA A NPOBOAHUKA. PaccMoTpuTe i
3anpeLLeHo nepemeLLaTb NPOBOAHIK, KOrAa 6annoH pasgyT.
MuHumanbHblit HDMeMneMbIM Kanuep runb3bl no Lwkane LLappbepa («¢ il WKane») Ha 3TUKeTKe He i
KareTep ana cocynos Viatrac™ 14 Plus 4epes runb3y UHTPO/IbIOCEPA MEHbLLEr0 PasmMepa, 4Yem yKasaHo Ha ynaKoaKe
Ecni noBepxHOCTb kateTepa anA YTA BbicoXa, 1 T (] MYECKVIM PACTBOPOM BOCCTAHOBWT €€ CBOVCTBA.
3anpeLLEHo NOBTOPHO CMaTbiBaTh Katetep ana YTA B prﬁky nocne NPUMEHEHNA.
CTeHOBbIE MCMbITAHNA ANA 0 0,36 Mm
(0,014 pioitma). B cnyyae BbiBopa NpOBOAHMKA APYroro Tmna C MHbIM Npodunem pasmepa nepeu ero cneayery £ro cc
(Hanpumep, CONpOTUBNEHNE NPOBOAHNKA).
bi ] )CTb IAHHOMO 0 kateTepa Ana YTA AnA neyeHna pecteHo3a BHYTPU cTenTa (PBC) He ycTaHoBEHbI.

Nanxoe n3aenvie He ANA 1enoj Ha yyacTkax
4eM PeKOMEHI0BaHO ANA IaHHOTO KaTeTepa.

[aBnexue B GannoHe He OMKHO NPeBbILLATL AaBneHue paspbisa bannoHa (RBP). 3Hauexne RBP 0CHOBaHO Ha pesynbTatax ucnbitaHuil in vitro. bonee Bbicokoe
[ABNEHIE MOXET NOBPEAVTb BANNOH UNW KaTeTep UM YPe3MEPHO PACTAHYTH BbIGPaHHYIO apTeputo. Pa3nyBaxue 6annoxa npy npesbiluexuy RBP MOXeET npusecti
K paspbiBy 6annoHa. PeKOMEHYETCA MCMONb30BaTb YCTPOMCTBO A KOHTPONA AABNEHNA.

Tpy M3BNEYEHM 13 YNaKOBKI 1 BO BPEMA ICMONb30BAHIA NPUAEPXKUBAVTECH NPABUN ACENTUKY.

KOTOPbIE MOryT NOTPE6OBATH HARyBaHNA 10 GONbLLET0 06bema,

BHUMaTENbHO OCMOTPUTE KaTeTep Nepen Uenonb: uT06bI Y 4TO OH He 6bin NOBPEXMEH BO BPEMA NepeBo3Ky, a ero pavep, hopma u
COCTOAHVE NOAXOAAT [1A NPOLIEAYPbI, B KOTOPOIt OH OMKEH MCMONb30BATLCA.
n (wnm) 7010 Katetepa AnA YTA Bcerna C NOMOLLIbIO (He 6onee 0,36 MM

(0,014 proitma)).

Ecnu Bo BpemaA CHATUA kaTeTepa ans 6annoHHoi gunatauun ¢ NPOBOAHMKA UK NPW N3BNIEYEHUU NPOBOAHNKA U3 6annoHHoro KareTepa BO3HMKaeT
CONpPOTUBNEHME, 6annoHHblit KaTeTep 1 NPOBOMHUK CneayeT M3BNeyb BMECTE Kak eANHOE LIENoe U 0TNOXMTb B CTOPOHY. Hu Katetep ana 6annoHHoi gunarauum,
HU NPOBOAHMK He CrneayeT UCnonb3oBatb MOBTOPHO BMECTE WA NO 0T} ana aonc nonbITOK aprepuin.

Mpy ncnonb3oBawy Nio6oro Karetepa A0, BO BPEMA i nocre cnenyet ThCA Mep npi AN np: w
YMEHbLUEHWUA CBEPTIBAHNUA KPOBU.

Cnepyer yuuTbiBaTb Bapuauvi AMameTpa CTepKHA KaTetepa Npit OTKPLITUY 11 3aKPbITUM FeMOCTATUYECKOrO Knanata i U3BAeYeHn KaTeTepa.

OueHb BaXHO, 4TOBbI reMOCTaTYecKMit KnanaH 6bin 3aTAHYT AOCTATOYHO TYro, YTOBbI HE AOMYCTUTb NOATEKAHNA KPOBYU BOKPYF CTEPXXHA KaTeTepa, 0HaKo He
TYro, uTo6b! )BaTb TOKY KOHTPACTHOTO BELLECTBA B 6anNOH Wi 13 Hero 6o ABUKEHNIO NPOBOAHNKA.

Hexaznexatiiee ynanenue 3alATHO rnb3bl WA CTANETA NEPES} UCMONb30BAHNEM MOXET NPUBECTY K NOBPEXAEHNIO MEAULIMHCKOr0 3NeNus.
10.0 MOTEHLWAJIbHBIE HEXEJIATE/bHBIE NOCNEACTBNA

K IM MOMUMO NPOYEro, CneayiolLve:
© annepruyeckas peakuma, rMNepuyBCTBUTENLHOCTb UM TOKCUYECKAA PEAKLNA HA KOHTPACTHOE BELLECTBO, aHECTE3VPYHOLLEE CPEACTBO, MaTepuansl
0 n3penua NOKpbITHE, nonuaTUNEH, amMup), a TakKe PeakLi Ha aHTUKOArYNAHTHbIE UK
aHTUTPOMBOLMTAPHbIE Npenaparts;
* apTepuoBEHO3HaA GUCTYNa, NCeBAC paspbis;

KPOBOTEYEHNE (3KXMMO3, NOATEKAHUE KPOBY, reMaToMa, KpOBOM3NMAHNE, 3a6PIOLINHHOE KPOBOTEUEHNE);
CepeyHble apuTMUM (BKNOYAA HAPYLEHUA NPOBOAMMOCTM, NPEACEPAHbIE 1 KENYA0UKOBbIE apUTMMK);
CepaeyHan HeoCTaTouHoCTh;

cepaeyHble NLEMUYECKIE HApYLLEHNA (BKIIOYAA UHOAPKT
NeTaNbHbIA NCXOA;

0TCO@AVHEHNE KOMMNOHEHTA CUCTEMbI UM MNNAHTALNA B HE NPEAHA3HAYEHHOM AANA 3TOT0 MECTe;
ambonua (B03AyX0OM, TKaHbl0, BNALIKOIA, TPOMBOTUYECKUM MaTepianom Uau ycTpoincTBom);
nuxopagka;

BbI3BAHHAA renapuHom TPOMEOLIMTONEHNA U APYTUe NaTONOr M CBEPTLIBAEMOCTY KPOBY;
CUHAPOM runepnepdysuy;

apTepuanbHan runepTeHans;

apTepuanbHaa rUNoTeH3Ns;

VLWEMUA UM MHOAPKT, HE NOAXOAALME NOJ APYTUE HEXenaTenbHble NOCNeACTBIA;

0CTPas MLLEMUA KOHEUHOCTEN;

noTeps/HeKPo3 LeNeBoi KOHEYHOCTM (aMnyTaUmsa Nanbua, CTYNHW 1 (Unu) Horw);

* 60nb;

HecTabunbHyto/cTabunbHyto CTEHOKapAWio);

nopaxexue nepudepuyeckoro Hepsa;
TPOMB03MB0ONNA NErouHoi apTepui;

noyeyHasa He0CTaTOYHOCTb;

cencuc/nidexuma;

* WOK;

CTEHO3 UMM PECTEHO3;

MHCYNbT / 0CTPOE Hapy MO3r0BOr0 KpPOBOC
Tpom603;

NONHAA OKKNKO3MA UK BHE3ANHOE 3aKpbiTe cocyaa;
BEHO3HaA TPOMG03amMboNus;

CNasm cocysa;

ycunedue nepemexammeﬁm XPOMOTbI Unu 60nb B COCTOAHUM nokKos;
.y TEYeHA yxe ocA

m MOryT N0oTPe60BaTh HOBOV It win ee CPOUHOiA / win
JOMONHUTENBHOTO HEXMPYPTUYECKOTO NIEYeHNA.

11.0 OTYETHOCTb OB MHLNAEHTAX
Monb3osatens i (UNK) NAUMEHT JOMKHbI couBu.laTb 0 1060M CEPbE3HOM UHLIMAEHTE, MEBLUEM MECTO B CBA3M C KaTeTepom ana YTA, npon3soavTento

(OHMK) u TpaHauTopHas uwemuyeckas ataka (TUA);

uB THBII OPraH T¢ oro Cot03a, B KOTOPOM 3apervicTpUpOBaH NoMb30BaTeNb i (W) NaUveHT. B 3aBucumMocTy ot

T HC npm nopaye OT4eTa cneayert pyKe putep C LitatoB Amepuki 1 (nu)
IPYrMI MEXAYHAPORHBIMU KDUTEPUAMU.

12.0 OTBOP W NEYEHWE NALINEHTOB

K i Bpay NPUTOAHOCTb NALMEHTOB [NA YKA3AHHbIX NP P U uX POGUNI0 PUCKa ANA YKAZAHHbIX

npoweayp, kak onucaxo B pasgesne 6.0 «[Tokasarua k npumererno» v pasaene 7.0 «[poTusonokasaHma».

124 0 NauUNeHToB U PEKOMEHAAL NN NALNEHTaM
Bpauam cnenyet CAl C MPefoc Mepamyt npeaocTc " B PUCKOB 1
BO3MOXHbIX N0604HbIX PEKLUtii VINepUYBCTBUTENBHOCTH, KOTOPbIE MOTYT BbiTb akT npu 10 nosogy

AAHHOr0 U3genua. Bpaan HEOGXORVIMO npegycMoTpeTsb cneaytoLee:

« 0BCyX/aeHne BONPOCOB COOTHOLUEHUA PUCKA/NONb3bl ANA AAHHOTO KOHKPETHOTO NaUMeHTa;

 06CYXMeHUE M3MEHEHNA TekylLero 06pasa Xu3Hu cpasy nocne NPOLEAYPb! it B AONTOCPOUHON NEPCNeKTUBE;
« 06cyxaeHne Noboro He06XoAUMOro NOCAGAYIOLIEro HabNoAeHNA.

13.0 NHOOPMALMA 0 KNHUYECKOM NPUMEHEHIIN

13.1 OcmoTp nepen ucnonb3oBaHuem

Mepen YTA BCE npeanonaraemoe K Ucnonb3oBaHuio BO BPEMA NPOLeAypbl, BKIIOYaA Katetep AnA 6anoHHo
[unaTauuu, Ha Hanuuue AedeKTos. Bnmmarenwo OCMOTPUTE KaTeTep, 4To6bl YA0CTC 4TO OH He 6bin BO BpEMA a ero pasmep,
dopwma n MOAXOAAT A KOHKD 1, B KOTOPOI# OH BYIET MCNONb30BATHCA.

13.2 Heo6xopumble maTepuanst

KonuuectBo Marepunan
OpuH uni 0 npe W (W) rMNb3 MHTPOAbIOCEPA COOTBETCTBYIOLIEr0 Pa3mepa U KoHUrypauumi ana
BbIBPaHHOI COCYANCTON CUCTEMBI (eCK Yrobbl Tb bC
W3Aennem, M. TUKETKY W3aenus.
2-3 LUnpuubl obemom 10-20 cc
1000 ELL/500 cc | W3orol i )BaHHbIIt Guanonorudeckuii pactop (HepNS)
1 0,36 mm (0,014 proiima) NPOBOAHKK, AMHA KOTOPOrO COOTBETCTBYET BbIGPAHHOMY COCYAMCTOMY pycny
Bpawatowuiica reMocTaTnyecKuil knanax COOTBETCTBYHOLLEro pasmepa (ecnu Yro6b1 b bC
p CM. 3TUKETKY
, [ (hu3ronoruyeckum pacTBopom B cooTHoLeHnn 1:1
1 YCTpoiicTBO ANA pasayBaHua
1 TpexxonoBoii 3anopHblit Kpax
1 TMoBopOTHOE YCTPOVCTBO
1 IHTpombrocep AnA NpoBOAHIKA

13.3 MoproToBka ycTpoiicTBa
. Ypanute SHLLlVITHbIﬁ MaHIPEeH 13 runb3bl AN NPOMbIBAHNA.

< 0N Te wnpu, i1 N30TOHMYECKMM T pacTBOPOM, K pa3bemy A NPOMbIBaHNA,
KOTOPbI/ NPUCOEAMHEH K 3aLLMTHON runb3e 6annoHa, u BBEAUTE renapuHu3MpoBaHHbii U3M0NOrnyeckmii pacTBop B NPOCBET; UNK
L Te WnpuL, /i N30TOHMYECKIM T ) PacTBOPOM, K YCTPOICTBY ANA NPOMbIBaHUS,

BBEAWTE YCTPOICTBO ANA NPOMbIBAHUA B AUCTANbHbIA KOHEL, KaTeTepa u BBCEMTS renapuHn3NPOBaHHbIi GU3NONOTMYECKMil pacTBOP B NPOCBET.

2. TIpOMbIBIOLLWIA PACTBOP FOMKEH BbIATA U3 0 0TBEPCTUA ANA PacnonoXeHHoro NpUBAN3NTENbHO Ha 29 CM NPOKCUManbHee bannoxa.
MocnenytoLLve NPOMbIBAHUA CIEAYET BbINOMHAT aHaNOrM4HbIM 06pasoM.
3. ToAroToBbTE YCTPOIICTBO ANA ero KOHTP B C UHCTP! NpON3BOANTENA.
4. CHAMWTE 3aLLUTHYIO rnb3y ¢ GannoHa.
5. OTkavaiite BO3yX U3 cermexTa bannona:
a) Habepure B wnpuy 06bemom 20 cc uav B yCTPOCTBO ANA pa3ayBaHia HYXHblil 06beM PEKOMEHA0BAHHOT0 KOHTPACTHOrO BELLeCTBa.
b) Mocne NoaCcoEAMHEHNA LWNPULA UMM YCTPOCTBA ANA Pa3AyBaHNA K NPOCBETY ANA pasay 6annoxa UTe KaTeTep TakuM 06pasom,
4TO6bI Er0 AMCTANbHbII KOHEL 1 6anNoH 66Ny HanpaBneHbl BEPTUKANbHO BHU3.
c) BbinonkaiTe acnupauuio B TeyeHne 15 cekyHn, co3fasan oTpuLaTenbHoe aaBnenve. MeanenHo foBeAnTe faBneHne 40 HEATPanbHoOro, YTo6b!
KOHTPACTHOE BELUECTBO 3aN0NHUNO CTEPXeHb kaTeTepa AnA 6annoHHOi Aunaraumy.
d) OTCOeAMHUTE WNPULL UM YCTPOICTBO ANA Pa3flyBaHia 0T COOTBETCTBYIOLIEr0 NOPTa KaTeTepa ANA 6annoHHoI AunaTauum.
€) YpanuTe Becb BO3AYX U3 LNPULA UM YCTPOVCTBA ANA pa3AyBaHua. CHOBA NOACOEAMHNTE WNPUL UK YCTPORCTBO ANA Pa3AyBaHNA K
COOTBETCTBYIOLIEMY NOPTY KaTeTepa AnA 6annoHHol Aunarauum. MoaaepxuBaiiTe 0TpULATENbHOE AaBNEHNE B 6annoHe 40 TeX Nop, Noka BO3AYX
He NepecTaHeT NocTynarh B yCTPOACTBO.
f) MenanexHo JoBeANTE NaBNEHNE B YCTPOACTBE 0 HEATPANbHOTO.
NPEQOCTEPEXEHUE. Mepep, 6annona B op secb BO3AYX U3 ﬁannona DOMKEH 6bITb yAaneH (npu neoﬁxonnmncm
cneayeT noBTOpuTh Wwarn 5a-5f) u KOHT| BEILECTBOM (|
COOTHOWEHWN 1:1); HEBLINONHEHNE 3TOTO YCNIOBUA MOXET NPUBECTH K Pa3BUTHIO ocnmxneunn
6. OtcoenutuTe WnpUL 06beMom 20 cC (ECAN UCNONb3YETCA) 1 COBANHNTE YCTPOI ma c BYIOLLVIM NOPTOM KaTeTepa AnA 6annoHHoR

Avnarauuu, u3beras nonagaxuA Bo3ayxa B CUCTEMY.
13.4 Wcnonb3oBaHme ycTpoiicTBa

Tpumeyanue. Ecnin NPUHATO PeLLEHUE He UCTONb30BATb MPOBOAHUKOBMII KATETED, HEKOTOPbIE U3 Janee UHCTPYKLWIA MOTyT He

1. Cnepya py TeNA UK i METOANKE, BBEANTE BT it knanax. OcTop npopBuHbTE no
NPOBOAHMKOBOMY KaTetepy. M0Cre 3T0ro U3BNEKMTE MHTPOLBIOCEP AIA NPOBOAHUKA, ECAIU OH MCTIONb3YETCA.

2. Mpn K yCTpOit Mo penr B HY)XHbIl
c0CyA, a 3aTeM NPOBE/AVTE Ero YEPes y4acToK CTeHo3a.

3. 3arpy3uTe AVCTANbHbIA KOHEL KaTeTepa [y1A 6annioHO AUNATALIM Ha NPOBOLKYIK TaK/M 06pasoM, 4To6bI Bbillen 13 0
npUBAU3UTENbHO Ha 29 CM NPOKCUMANbHEE OT LieHTpa Gannowa. M| Katetep Ana 10 NPOBOAHIKY 10 FEMOCTATUYECKOro
Knanana. OcnabbTe PUGNERYI0 PyuKy Ha knanawe. YAePXKMBaA NPOBORHUK HEMOXBINKHO, BBEATE KATETED 1A BANNOHHOM AUNATALMN U CHOBA 3ATAHUTE
pudnenyio pyuKy. Hrobbl 0bnerunTb BBEAeHIE, NONHOCTbIO CAYiTe 6annoH 1 Te B HeM
TMpumeyanue. Mpy 3arpysKe Katetepa AnA 6annoHHOI AUNaTauny Ha NPOBOHYK KateTep ANA i cnenyet Tb PYKOiA. Mput
npc Karetepa ana i no )BOMY KateTepy Karetep AnA 6anNoHHON AMNaTaLuy OfHOI PyKoit 1n

HaZIeXHO 3aUKCUpYViTe NPOKCUMANbHYIO YaCTb CTEPXKHA KaTeTepa.

4. 3atAHUTE PUONEHYIO PYUKY, 4TOBbI 06ECTIeYNT repMeT3aLuio NPOCTPAHCTBA BOKPYT KaTeTepa ANA GannoHHOI AunaTauyy, HO Npu 3TOM He NPEnATcTBOBaTb
€70 MPOBINKEHNUIO.

5. [poaBuHbTe KaTteTep AnA i no yepes y4acTok cTeHo3a. Pasayiite 6anno A0 oueHb Hukoro fasnenua (1. atm, 1 6ap un
15 (yHTOB/KB. AI0iIM), YTOBLI YOEAUTLCA B NPABUNLHOCTM €r0 PACMONOKEHNA.

NPEQOCTEPEXEHIE. Mpu Gbl4HOr0 B Nt060It MOMEHT He iite cuny ana Ci
MOXET YKa3blBaTb Ha HANWUVE NPOBNEMI, 1 NPUNOXKEHIE YPE3MEPHON CUMbI MOXET K 0 M3AENKA UNK TPAaBMUPOBAHUIO
cocyaa. He MeHsAA NonoXeHnA NPOBOJHYKA, U3BNEKWTE KaTeTep C rib3oii kak eANHOE Lesnoe.

6. Paspyiite 6annoH ana YTAB co i i. Mexay Tb OTP
[aBTNEHE B Gannokxe.

7. TonHocTblo cayiiTe 6annoH Nepes N3BNEYEHNEM, NPUNOXKUB OTPULIATENBHOE AABNEHE C NOMOLLbIO LNpULa 06beMom 20 cC unu uHaepnaTopa.

8. Vi3nekute cayTbiil KaTeTep AnA i [ "3 0 KaTeTepa Yepes reMocTaTMyeckuil Knanas. 3ataHuTe pudnenyio
PYUKY Ha remMOoCTaTUYEcKOM KnanaHe.

9. KareTep MOXHO OAUH a3 CBEPHYTb B CMIUPb U 3aKPENWTb B CIMPATbHOM QUKCATOPE, PACTIONOKEHHOM Ha NPOKCUMANLHOM afanTepe (TONbKo Npu ANHe
Katerepa 135 cM). B cnvpanbHblit uKCaTop ceayer BCTABNATb TONbKO NPOKCUMATIbHYHO YaCTb CTEPXKHA KaTeTepa. OH He NpeHa3HaueH Ana AUCTNbHOTO
KOHLA CTepXHA kateTepa. Cobntopaiite 0CTOPOXKHOCTb, UTOBbI He Nepervbars U He crubatb karerepa npu B w u
13 Hero.

14.0 CPOK CNYXBbl YCTPONCTBA

CpoK cnyx6bl 3T0r0 AUNATALVIOHHOTO KaTeTepa ANA NepPUEPUECKVX COCYO0B PaBeH U OO

CpoK rogHOCTM AUNaTaUMoHHOro KateTepa ana nepudepuyeckux cocynos Viatrac™ 14 Plus coctasnset 2 rofa ¢ AaTbl U3rOTOBAEHNUS; OH YKa3aH Ha STUKETKE Kak
«CpOK ropHOCTY».

15.0 WHCTPYKLWW NO YTUAN3AL AN

Mocne MCI'IDﬂbSUBaHMR 310 MSELEHME MOXET NPEACTaBNATL NOTEHUUANbHYH 6VIOJ10I'M‘-IGCKVIO . Of i C HUM 1 yTI py iiTe €ro B COOTBETCTBUM
C I'IpaKTMKOI/I u peri nn

16.0 CCbINKIN

Bpauy crieayeT pyKOBOACTBOBATLCA AKTYaNbHbIMY IUTEPATYPHBIMU UCTO! 10 Tekyued ¥ NPaKTKe N0 BaNMOHHOI Aunaraunm.

Suomi / Finnish
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1.0 HuOMmIO

LUE KAIKKI OHJEET HUOLELLISESTI ENNEN KAYTTOA. NOUDATA KAIKKIA NAISSA OHJEISSA ANNETTUJA VAROITUKSIA JA VAROTOIMIA. MUUSSA
TAPAUKSESSA LAAKINNALLISEN LAITTEEN TOIMINTA SAATTAA VAARANTUA, MIKA VOI JOHTAA POTILAAN HAITTAVAIKUTUKSIIN.

2.0  LAITTEEN KUVAUS
Tama kéyttoohje koskee perifeerista Viatrac™ 14 Plus -laajennuskatetria.

Tuotteen nimi Yksildllinen laitetunniste (UDI-DI) Sterilointimenetelméa

Viatrac 14 Plus 8717648PDCO00TTT Elektroniséteilytys
Perifeerinen laajennuskatetri

Némé kayttoohjeet ovat Euroopan in ja neuvoston (EU) 2017/745 isesti Abbott-yhtion sahkdi: merkintojen eLabeli
osoitteessa vascular.elFU.abbott.

Perifeerisessé Viatrac 14 Plus - Iaalennuskalemssa on integroitu varsijarjestelmé, jossa on |0uslavuuden ja taittumattomuuden takaava kapeneva kara seka

pallo distaalikérjen lahelld. Laitteessa on RX-sisadnvientijarj varten. Varressa on yhden luumenin ja kahden luumenin letkun
yhdistelma. Yhtd luumenia kdytetéan pallon téyttdmiseen varjoaineella. Varren distaalipééssé oleva toinen luumen on ohjainvaijerille, jota pitkin katetri viedaan siséén
laajennettavaan ahtaumakohtaan Ja sen \apl

Pallossa on sen 0 itiivinen merkki tai merkkeja. Pallolla laajennetaan tietyn I&pimittainen ja pituinen laajeneva osa
madritetylld paineella. Varren ja pallon hydrmoblnen pmnone vahentéd kitkaa. Pallo on suunniteltu enintédén 14 atm:n paineelle.

Katetrin pltuudella 135 cm on kaksi proksimaalista varsimerkkid (95 cm ja 105 cm distaalikérjestd). 80 cmn katetnn pituudella on yksw prok5|maa||nen merkki

(55 cm distaalikérjestd). i katetrin suamnm reisiluun tai in paahan. Ol
on lisamerkki, joka auttaa ohj: ijeri I
Téssad katetrissa ei ole luumenia distaali ai injektointia ja di: ia varten. Tama laite on tarkoitettu kaytettavaksi 0,36 mm:n

(0,014 tuuman) ohj ijerien kanssa ja sen nil
Néiden pallojen enimmaisylitysprofiili on seuraava:

(RBP) on 206 psi (14 atm / 1419 kPa).

Pallon lapimitta Pallon ylitysprofiili enintaan
4,0 mm 0,91 mm (0,036 tuumaa)
4,5mm 0,94 mm (0,037 tuumaa)
5,0 mm 0,97 mm (0,038 tuumaa)
5,5 mm 1,04 mm (0,041 tuumaa)
6,0 mm 1,09 mm (0,043 tuumaa)
6,5mm 1,22 mm (0,048 tuumaa)
7,0 mm 1,24 mm (0,049 tuumaa)

3.0 TOIMITUSTAPA

Sisltd — Yksi (1) jokaista tuotetta: katetri, i isij i i, muotoiluholkki,
Sailytys — Séilytettava kuivassa. Sailytettéva suojattuna auringonvalolta.

Steriili — Steriloitu elektroniséiteilytykselli. Pyrogeeniton. Ei saa kiiyttid, jos pakkaus on avattu tai vaurioitunut.

Tata kertakdyttoistd ladkinnallist laitetta ei v0| kayttaa uudelleen toisella poulaalla silld sitd ei ole suunniteltu toimimaan kayttotarkoituksen mukaisesti ensimmaisen
kayton jélkeen. Toistuvan kayton, I ja/tai iloinnin ai iset, fyysiset ja/tai kemialliset muutokset voivat vaurioittaa laitteen
rakennena Ja/tal materiaaleja ja aiheuttaa kapeista kolmsta ja/tai véleista johtuvaa kontaminaatiota, heikentaa laakinnéllisen laitteen kayttoturvallisuutta ja/tai aiheuttaa

dirioita. a myyntipaall i inen voi johtaa vi kayttoon ja estad laitteen jéljittamisen. Alkuperdisen pakkauksen
puuttuminen voi Johtaa ladkinnllisen laitteen vaurioitumi steriiliyden seka potilaan ja/tai kdyttdjan vammaan.
4.0 KAYTTOTARKOITUS
Perifeerinen Viatrac™ 14 Plus -laaj i on tarkoitettu perifeerisen verisuoniston stenoottisia rakenteita veren virtauksen / perfuusion

parantamiseksi.

4.1  Tarkoitettu kohdepotilasryhma
Peri j in (PBDC)
4.2 Kohdekdyttdjat

PBDC-l4ékkeiden aiotut kayttdjat ovat kokeneita ladkareitd, joilla on inen kasitys valtimon
nakokohdista.

5.0  TAVOITELTU KLIININEN HYOTY

Perifeerinen Viatrac™ 14 Plus -laajennuskatetri on ldékinnallinen laite, joka on tarkoitettu kéytettavéksi PTA:ssa perifeerista
hoitoon. Se parantaa verenkiertoa/perfuusiota, mika on havaittu stenoosien vahenemisena.

6.0 KAYTTOINDIKAATIOT

Perifeerinen Viatrac™ 14 Plus -laaj i on tarkoitettu

« Perifeeristen valtimoiden (suoliluu-, reisiluu-, iliofemoraali-, i i-, infr: i i-, imot)

« Natiivin tai synteettisen arteriovenoosisen dialyysifistelin obstruktiivisten leesioiden hoito.

7.0 KONTRAINDIKAATIOT

« Leesiota ei voida ylittad ohjainvaijerilla.

 Kéytto sepelvaltimoissa.

8.0  VAROITUKSET

Vain kertakdyttoon. Sita EI SAA steriloida ja/tai kdyttda uudelleen, koska tdma voi heikentdd laitteen i ja lisata ri inaation vaaraa vi

uudelleenkésittelyn vuoksi.

Kaéytd katetri ennen pakkaukseen merkittyd viimeista kayttopaivaa.

Kayttoa muihin kuin néissd ohjeissa osoitettuihin toimenpiteisiin ei suositella.

\ riskin pi dmiseksi taytetyn pallon l&pimitan pitdisi olla suurin piirtein sama kuin normaalin tai terveen suonen lapimitta vélitomasti
proksimaali- ja distaali

Katetria ei saa kayttad tai yrittda suoristaa, jos varsi on taipunut tai mennyt mutkalle, sill se voi johtaa varren katkeamiseen. Valmistele sen sijaan uusi katetri.

Jos kéytetddn distaalista suojavalinettd, noudata valmistajan antamia kdytttohjeita. J&td riittédva etaisyys pallolaajennuskatetrin ja suojavélineen vélille ja séilyta

vélimatka, jotta ne eivét kosketa toisiaan.

adrimméisen mutkainen, katetri voi olla tarpeen sijoittaa uudelleen suonen suoraan osaan, jotta ohjainvaijeri voidaan vaihtaa. Ald jatka katetrin kayttod,

in vaihdon aikana tuntuu liiallista vastusta. Valmistele sen sijaan uusi katetri.

Henkildt, joiden tiedetddn olevan allergisia jollekin tdman laitteen vowat saada allergisen reaktion tasta laitteesta. Ennen

kayt‘loa potl\aan hmdossa potilaan kanssa on laitteessa k ioista. Tama laite siséltad silikonipinnoitetta,

p poly 4 ja polyeetter jotka joutuvat suoraan kosketukseen potilaan kudosten tai veren kanssa kayton aikana.

Jos paine laskee odottamattomasti, kayttajan on tayttolaite in (nolla) pai ja i hitaasti potilaasta Iaplvala\suomauksessa

Jos pois vetdmisen aikana mlssaan va\heessa havaitaan vastusta vastuksen syy on médritettava. Jos vastus liittyy ¢ iin/sisadnviejaholkkiin, ohjai

sisaanviejaholkki ja ion yhtena y . Kun on poistettu kokonaan potilaasta, paineen menetyksen perussyy on selvitettava (esim.

téyttolaite, pallokatetri, liitannat jne.) ja kyseinen osa vaihdettava. Pallokatetria ei saa kéyttéa uudelleen, jos sen on todettu olevan paineen menetyksen perussyy.

potilasryhmaan kuuluvat henkildt, joilla on perifeerinen valtimosairaus (PAD), sekd hemodialyysipotilaat.

(PTA) Kliinisisté ja teknisista

9.0 VAROTOIMET
Vain asianmukaista pallon tayttoainetta saa kéyttad. Al4 kéyta iimaa tai mitaén kaasumaista ainetta pallon tyttamiseen.
Kun katetri viedaan verisuonistoon, sita on likutettava kor Katetria ei saa tyontad eteenpdin eikd vetaa taaksepain, ellei palloa

ole taysin tyhjennetty allpalneella Jos kasmelyn aikana tuntuu vastusta, selvna syy ialla ennen toil i jatkamista.

K isesti tai i itaminen liséd akuutin i i i pallon repeytymisen, pallon |uunum|sen

ja niihin liittyvien komplikaatioiden riskid. Jos vastusta mmuu vasluksen syy on selvitettava ennen i i j ista. Katetrin tyo péin tai
vetdminen poispéin vastusta tunnettaessa voi aiheuttaa ita ja/tai katetrin irtoamisen.

Katetrin vaurioitumisen/irtoamisen a poti jaaneet vi ineet on laakérin tekeman potilaan tilan arvioinnin mukaisesti ja asianmukaista

poistamiskéytantda noudattamalla.

Tatd laakinnallista laitetta saavat kdyttaa vain laakarit, joilla on kokemusta ja perusteellinen ymmaértamys valtimon suonensisdisen pallolaajennuksen kliinisisté ja
teknisista puolista.

Katetria ei saa kiristda enempaa kuin yhden (1) tdyden kierroksen verran.
Tarkasta tuote ennen kaytlua Ei saa kayttad, JOS pakkaus on avattu tai vaurioitunut.
Ennen angi { in on On myos ettd sen koko sopii kéytettavadn toimenpiteeseen.

Huuhtele kaikki verisuonistoon vietavat tuotteet steriililla heparinisoidulla normaalilla i tai liuoksella ennen kéyttod ohjainvaijerin yhteysportin
kautta. Harkitse systeemisen heparinisoinnin kayttamistd.

Ohjainvaijeria ei saa koskaan yrittaa siirtad, kun pallo on taytettynd.

Holkin pienin hyvaksyttavé Fr-koko on painettu pakkausetikettiin. Perifeeristd Viatrac™ 14 Plus -laajennuskatetria ei saa yrittad viedd pienemman sisaénvientiholkin
4pi kuin mita etikettiin on merkitty.

Jos pallolaajennuskatetri kuivuu pinnalta, pinnoite voidaan aktivoida se heparinisoi normaalilla
Pallolaajennuskatetria ei saa asettaa takaisin annostelijaan sen jalkeen, kun sita on kaytetty toimenpiteessa.
jeriny i on testattu ohjainvaijerilla, jonka on 0,36 mm (0,014 tuumaa). Jos valitaan erityyppinen ohjainvaijeri, jonka profiilin

Iaplmma on enlamen yhteensopivuus (kuten vaijerin vastus) tulee tarkistaa ennen kéyttoa.
Taman pallolaajennuskatetrin turvallisuutta ja tehokkuutta uudelleen ahtautuneen stentin (ISR) hoidossa ei ole madritetty.
Tata laakinnallistd laitetta ei suositella kaytettavaksi leesioissa, jotka saattavat vaatia télle Katetrille suositeltua suurempaa tayttoa.

Pallon paine ei saa ylittaa nimellista puhkeamispainetta (RBP). RBP perustuu in me -testituloksiin. Suuremp\ paine voi vahingoittaa palloa tai katetria tai laajentaa
valittua valtimoa liikaa. RBP:n ylittdva tayttaminen saattaa aiheuttaa pallon repeyty . Paineen kayttamistd

Kéytd aseptisia menetelmid pakkauksesta otettaessa seké kdyton aikana.

Tarkasta katetri huolella ennen Kéyttamistd sen varmistamiseksi, ettei katetri ole vahingoittunut kuljetuksen aikana ja etté katetrin koko, muoto ja kunto soveltuvat
siihen toimenpiteeseen, jossa sit aiotaan kayttad.

P: j i on aina siirrettavé ja/tai vedettava pois 0,36 mm:n (0,014 tuuman) ohjainvaijeria pitkin.

Jos tunnetaan vastusta, kun i irrotetaan ohjainvaijerista tai kun ohjainvaijeri irrotetaan ija i on irrotettava yhtena
yksikkoné ja laitettava sivuun. Pallokatetria tai ohjainvaijeria ei saa kayttad uudell erikseen tai yhdess, valtimon \aa]entamlsekm lisaa.

Mita tahansa katetria kaytettdessa on ryhdyttava varotoimiin ennen toimenpidetté, sen aikana ja sen jalkeen veren hyytymi i tai

Varren ldpimittojen erot on otettava huomioon, kun hemostaasiventtiilid avataan ja kiristetaan ja kun katetria vedetién pois.

On tarkead, ettd hemostaasiventtiili on suljettu niin tiukasti, etté estetaan veren vuotaminen katetrin varren ymparillé. Se ei saa kuitenkaan olla niin tiukalla, et se
estaisi varjoaineen virtauksen palloon ja pallosta pois tai ohjainvaijerin liikkumisen.

Suojaholkin tai mandriinin virheellinen poistaminen ennen kayttoa voi aiheuttaa ladkinnallisen laitteen vaurioitumisen.
10.0 MAHDOLLISET HAITTAVAIKUTUKSET
Mahdollisia haittavaikutuksia ovat mm. seuraavat:

Allergiset reaktiot, yllherkkyys tal toksinen reaktlo varjoalnee\le anestesialle, ladkinnéllisen laitteen materiaalille (silikonipaallyste, polyamidi, polyeteeni,
polyeetteri ja eaktio tai antitrombosyyttiladkkeille

« Valti i i ysma, aneurysma, , perforaatio/repeama
Verenvuoto (sinelmd, tihkuminen, hematooma, verenvuoto, vatsakalvontakainen verenvuoto)
Sydamen rytmihiriot (mukaan lukien johtumishairict, eteisen ja kammion rytmihairiot)
Sydamen toimintahairio

. (mukaan lukien sydanlihasi: ia, sydaninfarkti ja epa tai vakaa angina pectoris)
* Kuolema

o Jirj an osan ir tai i inti vaaraan paikkaan

« Embolia (ilma, kudos, plakki, tromboottinen materiaali tai laite)

« Kuume

Hepariinin aiheuttama trombosytopenia ja muut koagulopatiat
Hyperperfuusio-oireyhtyma

Hypertensio

Hypotensio

Iskemia tai infarkti, jota ei ole mainittu muissa haittavaikutuksissa

Raajan iskemia, akuutti

Kohderaajan menetys/nekroosi (varpaan, jalkaterdn ja/tai sééren amputaatio)
Kipu

Perifeerinen hermovaurio

Keuhkoembolia

Munuaisten vajaatoiminta

Sepsis/infektio

Sokki

Stenoosi tai restenoosi

« Ai aivoverisuoni (CVA) jaoh
Tromboosi

Téydellinen tukos tai dkillinen sulkeutuminen
Laskimon tromboembolia

Verisuonispasmi

Paheneva katkokavely tai lepokipu

Aiemman sairauden paheneminen.

Néma i i voivat vaatia daikai i itoa, kiireellista/hétalei
11.0  VAARATILANTEISTA ILMOITTAMINEN

Kayttajan ja/tai potilaan tulee ilmoittaa pallolaajennuskatetriin liittyvista vakavista vaaratilanteista valmistajalle ja sen Euroopan unionin jasenvaltion toimivaltaiselle
viranomaiselle, jossa kayttaja ja/tai potilas on. Yhdysvaltojen ja/tai muiden maiden raportointikriteerit on otettava huomioon kansallisten vaatimusten edellytysten
mukaan.

12.0 POTILAAN VALINTA JA HOITO

Potilaat, jotka pateva ladkéri vahvistaa soveltuvan kdyttoaiheen mukaisiin toimenpiteisiin hyvaksyttévalld riskiprofiililla kohdan 6.0 Kéyttdindikaatiot ja kohdan 7.0
Kontraindikaatiot mukaisesti.

12.1 Potilasneuvonta ja potilastiedot

Léaakarin on tarki varoitukset, imet ja sellaisten jaannosriskien ja I ivuvail taiy yy liittyvien riskien
varalta, jotka voivat olla merkityksellisia, kun potilasta ohjeistetaan tdmén laitteen kaytossd, ja seuraavat seikat on otettava huomioon:

« Keskustelu kyseessa olevan potilaan riski-hy6tysuhteesta.

. K nykyisen elamé I valittomasti toimenpiteen jilkeen ja pitkéll4 aikavalilla.
« Keskustelu tarvittavista seurantatoimista.

13.0 KLINISET KAYTTOTIEDOT

13.1 Tarkastus ennen kayttoa

Kaikki toimenpiteessa kaytettava laitteet, laajennuskatetri mukaan lukien, on tarkistettava huolellisest vikojen varalta ennen pallolaajennusta. Tarkasta katetri huolella
sen ettei Katetri ole vahi aikana ja ettd katetrin koko, muoto ja kunto soveltuvat toimenpiteeseen, jossa sitd aiotaan kayttéa.

13.2 Tarvittavat materiaalit

4 aivoverenkiertohdirio (TIA)

tai ei-kirurgista liséhoitoa.

Maara Materiaali
Ohjainkatetri ja/tai sisaanviejéholkki, jonka koko ja kokoonpano sopivat valittuun veri in osin). Katso
ladkinnallisen laitteen yhteensopivuus.
2-3 10-20 cc:n ruiskua
1000 g'asékckﬁa/ Heparinisoitu normaali keittosuolaliuos

1 0,36 mm:n (0,014 tuuman) ohjainvaijeri, jonka pituus on verisuonelle sopiva
Kéaédntyvd, ldpimif sopiva iventtiili (tarvi Katso a ladkinnéllisen laitteen yhteensopivuus.
Varjoainetta in keittosuolali kanssa 11

1 Tayttolaite

1 Kolmitiesulkuhana

1 Véantolaite

1 Ohjainvaijerin sisaanvieja

13.3 Laitteen valmistelu
1. Poista huuhtelulaitteen suojaholkki.

+ Kiinnita heparinisoi normaalilla keit taytetty ruisku huuhtelukantaan, joka on kiinni pallon suojaholkissa, ja ruiskuta
heparinisoitua keittosuolaliuosta luumeniin; tai
+ Kiinnita heparinisoi normaalilla keit i taytetty ruisku itteeseen, aseta ite katetrin di ipddhén ja ruiskuta
heparinisoitua keittosuolaliuosta luumeniin.
2.t 3 on tultava ulos in ulostulolovesta, joka on palloon néhden proksimaalisesti noin 29 cm:n pééssa. Noudata samaa
ad i
3. istele tayttolaite i varjoaineella istajan ohjeiden mukaan.

Rl

Veda suojaholkki pois pallon péalta.
llman tyhjentaminen pallosegmentista:
a) Taytd 20 cc:n ruisku tai tayttolaite sopivalla maarélld suositeltua varjoainetta.

b) Kiinnita ruisku tai tayttolaite pallon tdyttéluumeniin ja suuntaa katetri sen jélkeen niin, ettd katetri on pystysuunnassa ja distaalikarki ja pallo
osoittavat alaspéin.

o

c) Alipaineista ja aspiroi 15 sekunnin ajan. Anna paineen palautua neutraaliin hitaasti ja varjoaineen téyttaé laajennuskatetrin varsi.

d) Irrota ruisku tai tiyttolaite laajennuskatetrin tayttoportista.

e) Poista kaikki ilma ruiskusta tai tayttolaitteen rungosta. Kiinnité ruisku tai téyttélaite uudestaan laajennuskatetrin tayttoporttiin. Yllapida alipainetta
pallossa, kunnes ilmaa ei enaa palaa laitteeseen.

f) Palauta laitteen paine hitaasti neutraaliin.

HUOMIO: lima on poistettava pallosta kokonaan ja pallo on taytettéava va i normaalilla
suhteessa 1:1) ennen sisaanvientia potilaaseen (toista vaiheet 5a-5f, larvmaessa), muutoin voi esiintya komplikaatioita.

6. Irrota 20 cc:n ruisku (jos kdytossd) ja kiinnitd tayttolaite laajennuskatetrin tayttoporttiin padstamétta iimaa jarjestelmaan.
13.4 Laitteen kaytto
Huomautus: Jos paatetddn olla kdyttamatta ohjainkatetria, jotkin seuraavista ohjeista eivat valttdmatta pade.

1. Vie oh]amvauen hemostaaswenmllm kautta valm\stalan uhjena tai vakic Tyonna ohjainvaijeria varovasti péin ohjai in lapi.
Poista [i i jd, kun on

2. Kiinnita haluttaessa vaantolaite va||en|n Tydnnd ohj; ijeri ldpivalai ja lapi.

3. Lataa laaj in i ohjail in ja varmista, ettd ohjainvaijeri tulee ulos noin 29 cm pallon i néhden p!
lovesta. Tyonna laaj i invaijeria pitkin, kunnes se saavuttaa hemostaasiventtiilin. Loysaa venttiilin uurreﬁua nuppia. Vie laajennuskatetri
sisddn ja pida samalla ohjainvaijeria pa\kal\aan ja kirista uurrettu nuppi. Sisaénviennin helpottamiseksi pallon on oltava téysin tyhja ja alipaineistettu.

: Kun laaj ia ladataan in paalle, sita on tuettava. Kun ia tyonnetaan ain ohjail iin, kayttajan on

tuettava laajennuskatetria kadella ja tartuttava tukevasti proksimaalivarteen.

4. Kirista uurrettu nuppi niin, etta laaj in ympérille tiiviste ilman, ettd laajennuskatetrin likkuminen estyy.

5. Tyonnd ia ohjainvaijeria pitkin Tayta pallo hyvin alhaiseen paineeseen (1 atm, 1 baaria tai 15 psi) ja varmista, etta pallon sijainti
on oikea.
HUOMIO: Jos milldén hetkella sisaanviennin aikana kohdataan poikkeavaa vastusta, sisaénvientid ei saa tehda vakisin. Vastus saattaa osoittaa, etté siséanviennissa
on jokin ongelma, ja liiallisen voiman kéyttd saattaa vahingoittaa laakinnallista laitetta tai foittaa suonta. Sailyta ohjainvaijerin sijainti ja poista katetri ja holkki
yhtena yksikkdna.

6. Téytd pallo i i j i isesti. Yllapida pallossa alipai tayttojen valilla.

7. Tyhjenna pallo kokonaan ennen poisvetdmistd kdyttamalla alipainetta 20 cc:n ruiskulla tai téytto-/poistolaitteella.

8. Veds tyhjennetty laaj i ja ohjainvaijeri pois ohjail ista her ttilin kautta. Kirista hemostaasiventtiilin uurrettua nuppia.

9. Katetri voidaan kelata kerran ja kiinnittaa proksimaalisessa sovittimessa olevaan kelan pidikkeeseen (pituus vain 135 cm). Kelan pidikkeeseen saa kiinnittaa

ainoastaan proksimaalisen varren; sitd ei ole tarkoitettu katetrin distaalipaata varten. Varo taittamasta tai taivuttamasta vartta, kun se laitetaan pidikkeeseen tai
irrotetaan siitd.

14.0 LAITTEEN KAYTTOIKA
Tama perifeerisen laajennuskatetrin kayttdikd on yhden toimenpiteen kesto.

Perifeerisen Viatrac™ 14 Plus -laajennuskatetrin sailyvyysaika on 2 vuotta vaimistuspéivamaarasta, joka on 4 maaritetty viimeinen kayttopéiva.
15.0 HAVITTAMISOHJEET

Kayton jalkeen tama tuote voi olla biovaarallinen. Kasittele ja havita se hyvaksyttyjen ladketieteellisten kaytantojen ja i ikalli ja i lakien
ja méaraysten mukaisesti.

16.0 VITTEET
Laakarin on luettava pallolaajennukseen liittyvia kdytantoja ksittelevad ajantasaista kirjallisuutta.

en: Graphical Symbols for Medical Device Labeling; bg: [paduuri cumsonu 3a eTKeTpate Ha MeaMLIMHCKI ypeaw; ro: Simboluri grafice
pentru etichetarea dispozitivelor medicale; ru: lpaguueckine cUMBONbI HA ATUKETKax MeanumMHcKkux uapenuii; fi: Laaketieteellisten laitteiden
tuotetarroissa esiintyvét symbolit

en: French size; bg: OpeHckn

n: Manufacturer; i i a
en: Manufacturer; F pasmep; ro: Dimensiune franceza;

bg: Mpoussoauten;
ro: Producdtor;

ru: Mponssoauten; fi: Valmistaja

ru: «(paHuysckas» Wkana
pasmepos unu wkana Lappbepa;
fi: Fr-koko

en: Authorized representative

in the European Community/
European Union;

bg: YnbaHoMOLEH NpeacTasuTen
8 EBponeiickata o6uHocT/
EBponenckua cbios;

ro: Reprezentant autorizat in
Comunitatea Europeana/Uniunea
Europeana; ru: YnonHoMOYEHHbIN
npenctasutens B Esponeiickom
coobuiecTse / EBponeiickom
cotose; fi: Valtuutettu edustaja
Euroopan yhteisdssé / Euroopan
unionissa

en: Rapid exchange; bg: bbp3a

CM#AHa; ro: Schimbare rapida;
ru: Cuctema 6biCTPON 3aMeHb

(MoHOpenbcoBas);

fi: RX-sisdanvientijarjestelma

en: Consult instructions for use

or consult electronic instructions
for use; bg: Buxre nHcTpyKLMNTE
3aynotpeba unu enekTpoHHUTe
VHCTPYKLMW 33 ynoTpeoa;

ro: Consultatj instructiunile de
utilizare sau consultatj instructiunile
de utilizare in format electronic;

en: Importer in the

European Community;

bg: BHocuten B EBponeiickara

o6wwHocT; ro: Importator in

EC Comunitatea Europeana;

ru: mnoprep B EC; ru: 03HaKOMbTECH C UHCTPYKLUMAMY

fi: Maahantuoja Euroopan N0 NPUMEHEHNIO UK C

yhteisossa 3NEKTPOHHBIMU UHCTPYKLMAMY NO
npumenennto; fi: Katso kdyttdohjeita
tai katso lisatietoja sahkolaitteiden
kéyttdohjeista

en: CAUTION: Federal law

restricts this device to sale by

or on the order of a physician;

bg: BHUMAHUE: Qepepantoto

3aKoHoaarencTso Ha CALL Hanara

OrpaHNYEHNETOo TOBA YCTPOIACTBO

7l ce npofiaBa camo Ha nekapu

Y MO NOPbYKA Ha NeKapy;

ro: ATENTIE: Legea federala

restrictioneaza comercializarea

acestui aparat doar de catre sau
ONLY pe baza comenzii unui medic;

ru: BHUIMAHVIE! QenepansHoe

3aKOHOAATENbCTBO pa3peLuaeT

npoaaxy AaHHOTO YCTPOACTBA

TOMbKO BPayam Um no ux

3akaay; fi: HUOMIO: Yhdysvaltain

liittovaltion lain mukaan témén

en: Use-by date; bg: Cpok Ha

rogHocT; ro: A se utiliza pana

la data de; ru: Cpok rogHocTu; R

laitteen saa myyda vain ladkari tai
fi: Viimeinen kdyttopaiva

en: Do not re-use; bg: He
13n0N3BaiiTe NOBTOPHO;

ro: A nu se reutiliza; ru: ina
0/IHOPa30BOr0 NCMOb30BAHNA;
fi: Ei saa kdyttad uudelleen

ladkarin madrayksesta

en: Do not resterilize; bg: He
CTEepUNN3MPaIATe NOBTOPHO;
ro: A nu se resteriliza; ru: He
MOANEXUT NOBTOPHON CTEPUNN3ALIAM;
fi: Ei saa steriloida uudelleen

en: Do not use if package is
damaged and consult instructions
for use; bg: He n3nonssaitte, ako
NaKeTbT € NOBPEAEH, U BUXTE
VHCTPYKLMUTE 32 ynoTpeba;

ro: Nu utilizati dacd ambalajul este
deteriorat si consultatj instructjunile
de utilizare; ru: He ncnonb3oBarb,
€C/I YNaKoBKa NOBPEXAEHA.
03HaKOMbTECH C MHCTPYKLNAMN

no npumenennto; fi: Ei saa kayttad,
jos pakkaus on vaurioitunut ja katso
kéyttdohjeita

fi: Valmistuspaivam

en: Single sterile barrier system;
bg: EannnyHa ctepunHa nperpagHa
cuctema; ro: Sistem cu 0

singurd bariera sterild; ru: OguH
cTepunbHbli bapbep; fi: Yksittdinen
steriili suojajdrjestelma

en: Batch code; bg: MapTtuaex

LOT Homep; ro: Codul lotului;

ru: Homep cepww; fi: Erdkoodi

en: Date of manufacturer;

bg: [lata Ha Npou3BOACTBO;
m ro: Data fabricatiei;

ru: [laTa n3roToBneHus;

en: Keep away from sunlight;

en: Catalogue number; bg: MaseTe 0T cNbHYEBA CBETANHA;

. - . ) N
R E F bg: Katanoxet Homep; ro: Numar //T\ ro: A se feri de lumina solara;
de catalog; ru: KatanoxHbii /.\\ ru: bepeyb 0T CONMHEYHbIX

nyuei; fi: Sailytettava suojattuna
auringonvalolta

Homep; fi: Tuotenumero

en: Unique device identifier;
bg: YHukanex ugeHtudukarop

Ha n3genueto; ro: Numarul unic
m de identificare a dispozitivului;
ru: YHUKanbHbIi naeHTUGUKaTop

ycTpoiicTa; fi: Yksilollinen
laitetunniste

T‘d ‘
en: Sterilized using irradiation;
bg: Ctepunuaupan ¢ 0bnbyBaHe;
ro: Sterilizat prin iradiere;

en: Keep dry; bg: Masete Ha cyxo
MACTO; ro: A se feri de umiditate;
ru: bepeyb ot Bnarwy; fi: Séilytettava
kuivassa

en: Outer diameter; bg: BbHwweH
anametsp; ro: Diametru
exterior; ru: BHewHnin gnamerp;
fiz Ulkoldpimitta

ru: CTepunn3oBaHo N3nyyeHnem;
fi: Steriloitu sédettdmalla

en: Non-pyrogenic; + en: Open here; bg: OTBOpETE TYK;
hg: Henuporerew; ro: Apirogen; 0, ro: Deschidetj aici; ru: OTkpbiBaTh
ru: AnuporetHo; fi: Pyrogeeniton 3pecs; fi: Avataan tasta

en: Packaging unit;

bg: OnakoBbYHA EAMHNLA;
ro: Unitate de ambalare;
ru: YnakoBouHas eanHuLa;
fi: Pakkausyksikkd

en: Flushing tool; bg: NHcTpymeHT

3a npomMuBaHe; ro: Instrument
LUSHING TOOL de spalare; ru: YcTpoiicTBO Ana

npombisang; fi: Huuhtelulaite

en: UK Responsible Person;

bg: OTroBOpHO NKLE, yCTAHOBEHO
B 06€eANHEHOTO KPancTBeo;

ro: Persoand responsabild din
Regatul Unit; ru: OTBeTCTBEHHOE
nnuo B Bennkobputanuu;

fi: Vastuuhenkilo Isossa-
Britanniassa

en: Medical device;

bg: MeanunHckn ypes;

ro: Dispozitiv medical;
ru: MeauumnHCcKoe nsaenne;
fi: Ladkinnallinen laite

en: Recommended Minimum Sheath
Introducer; bg: Mpenopbuntenex
MUHUMAnNEH MHTPOIOCED;

ro: Dimensiunea minimd recomandatd
| REC MIN |NTRO | atecu sistemului de introducere;

en: Minimum Guiding Catheter
inner diameter; bg: Muiumanen
BbTPELLEH AMAMETbP Ha
BOJELWNA KaTeTbp; ro: D.I.
minim al cateterului de ghidare;

ru: MUHVUManbHbIi BHYTPEHHUI ru: Peko i
AVaMeTp NPOBOAHNKOBOrO pasmep runb3bl HTPOALIOCEPA;
Karetepa; hjainkatetrin fi: Suositeltu sisadnviejan
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