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Caution: Federal (USA) law restricts this device to sale by or on the order of a physician with appropriate training.

1. Description
The Spectranetics Laser Sheath Kit includes a 12F, 14F, or 16F Laser Sheath, two Outer Sheaths, and a Fish Tape. The Laser Sheath is an intra-operative device used to free a chronically implanted pacing
or defibrillator lead.

The laser sheath consists of optical fibers arranged in a circle, sandwiched between inner and outer polymer tubing. The fibers terminate at the distal end within a polished tip and at the proximal end
within the coupler that mates with the excimer laser system. At the distal tip, the fibers are protected by inner and outer stainless steel bands, which form a radiopaque marker. The inner lumen of the
device is designed to allow a pacing lead to pass through it, as the device slides over the lead towards the tip of the lead in the heart.

The laser sheath is designed for use only with the Spectranetics CVX-300 Excimer Laser System. The multifiber laser sheaths transmit ultraviolet energy from the Spectranetics CVX-300 laser to the tissue
at the distal tip of the device. When the laser fires, a small amount of the tissue is ablated, thereby freeing the lead from overgrowth in a controllable fashion.

The laser sheath is used in conjunction with conventional lead extraction tools (e.g., locking stylets, outer sheaths).

The Spectranetics Outer Sheath is a 43 cm long single-lumen tubing designed to fit over the laser sheath. The tube is cut at a 45-degree angle on one end and the edges are beveled on both ends. The
Outer Sheath is used during the extraction procedure as an introducer and to support and align the Laser Sheath. It is used as a conduit to remove the laser sheath with the extracted lead and can be
used as a conduit to implant a new lead.

The Fish Tape is an accessory to assist in the loading of the laser sheath over an implanted lead. The Fish Tape is a stainless steel mandrel with a wire loop handle on one end and a closed wire hook on
the other end.

2. Indications for Use
The laser sheath is intended for use as an adjunct to conventional lead extraction tools in patients suitable for transvenous removal of chronically implanted pacing or defibrillator leads constructed with
silicone or polyurethane outer insulation.

3. Contraindications
Use of the Laser Sheath is contraindicated:
When emergency thoracotomy with cardiopulmonary bypass can not be performed immediately in the event of a life threatening complication;

. When fluoroscopy is not available;
In patients in whom superior venous approach cannot be used;
. When the proximal end of the pacing lead is not accessible to the operator;

When the lead will not fit into the inner lumen of the laser sheath.

4. Warnings
Do not attempt to operate the Laser Sheath without the availability of conventional lead extraction tools.

The Laser Sheath should be used only by physicians who are experienced in pacing lead removal techniques using telescoping dilator sheaths. The CVX-300 Excimer Laser System should be used only by
physicians who have received adequate training (See Section 12.3).

Protective glasses are required when the laser is in use. Avoid eye or skin exposure to direct or scattered radiation. Refer to exposure label on the CVX-300 Excimer Laser System.
Do not insert more than one Laser Sheath or Outer Sheath into a vein at a time. Severe vessel damage, including venous wall laceration requiring surgical repair, may occur.

Lead removal devices should be used only at institutions with emergency cardiac surgical capabilities and complication prevention and management protocols in place and routinely practiced. The
recommendations for lead management of the Heart Rhythm Society' (HRS) and European Heart Rhythm Association? (EHRA) are strongly suggested.

The majority of adverse events observed in post market surveillance have involved the proximal coil of dual coil ICD leads in the SVC. Therefore, particular care must be taken when removing these leads.
In addition, as with all extractions, a risk to benefit assessment for the removal of these leads should be considered for each patient.

Do not place the outer sheath tip at the SVC-atrial junction as it may damage this delicate area during subsequent procedures, e.g., moving the outer sheath, implanting a new lead.
Maintain appropriate traction on the lead being extracted during advancement of the laser sheath or outer sheath.

When marked calcification that moves with the lead to be extracted is seen on fluoroscopy, particularly in the atrium, the availability of immediate surgical assistance is paramount if a problem presents
itself as a result of the extraction procedure. Also, an indication for thoracotomy removal of the lead(s) should be considered.

Do not advance the laser sheath any closer than 1 cm from the lead tip. Do not lase at the myocardium to free the lead tip.

5. Precautions
Thoroughly review the package insert for conventional lead extraction tools before attempting to use the Laser Sheath.

For single use only. Do not resterilize and/or reuse

DO NOT resterilize or reuse this device, as these actions can compromise device performance or increase the risk of cross-contamination due to inappropriate reprocessing.
Reuse of this single use device could lead to serious patient injury or death and voids manufacturer warranties.

Do not use the Laser Sheath:

. If the tamper-evident seal is broken;

. If the Laser Sheath has been damaged.

When the laser sheath is in the body, it should be manipulated only under fluoroscopic observation with radiographic equipment that provides high quality images.

1 Wilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications, and Patient Management. Heart Rhythm. July 2009.
2 Deharo J.C,, et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm Association position paper. Europace (2012) 14, 124-134.
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6.  Adverse Events

6.1 Observed Adverse Events

Adverse events observed for the 12F, 14F, and 16F Laser Sheaths in clinical studies are reported in Tables 1 and 2 below. Table 1 reports adverse event information from the 301-patient randomized study
of lead removal with the 12F Device (LASER) and conventional lead extraction tools (Non-LASER). Table 2 reports adverse event information from a 180-patient registry study of lead removal with the 14F
and 16F devices. Adverse event rates for the 12F device from the randomized study is included in Table 2 for comparison to the larger devices.

Table 1. Acute Complications and Complications at 1-month
All Randomized Patients (n=301)
Laser Device: 12F

LASER (N=153) Non-LASER (N=148) TOTAL (N=301)
Complications - Acute n % n % n %
Perioperative Death 1 0.7% 0 0 1 0.3%
Hemopericardium tamponade 2 1.3% 0 0 2 0.7%
Hemothorax 1 0.7% 0 0 1 0.3%
Complications - One Month LASER (N=145) Non-LASER (N=140) TOTAL (N=285)
Death 2 1.4% 1 0.7% 3 1.1%
Complications — any 4 2.8% 3 2.1% 7 2.5%
Pain at cut-down site 1 0.7% 0 0.0% 1 0.4%
Arm swelling 1 0.7% 1 0.7% 2 0.7%
Infection 1 0.7% 1 0.7% 2 0.7%
SVC thrombosis 0 0.0% 1 0.7% 1 0.4%
Tricuspid regurgitation 1 0.7% 0 0.0% 1 0.4%
Table 2. Acute Complications and Complications at 1-month
Laser-Treated Patients: 14F, 16F, and 12F Devices
14F (N=97) 16F (N=83) 12F (N=153) TOTAL (N=333)
Complications - Acute n % n % n % n %
Perioperative Death 2 2.1% 1 1.2% 1 0.7% 4 1.2%
Hemopericardium tamponade 3 3.1% 3 3.6% 2 1.3% 8 2.4%
Hemothorax 0 0% 0 0% 1 0.7% 1 0.3%
Perforation 0 0% 1 1.2% 0 0% 1 0.3%
Other 1 1.0% 1 1.2% 0 0% 2 0.6%
14F (N=78) 16F (N=72) 12F (N=145) TOTAL (N=295)
Complications - One Month n % n % n % n %
Death 1 1.3% 0 0% 2 1.4% 3 1.0%
Complications — any 2 2.6% 0 0% 4 2.8% 6 2.0%
Pain at cut-down site 0 0% 0 0% 1 0.7% 1 0.3%
Arm swelling 1 1.3% 0 0% 1 0.7% 2 0.7%
Infection 0 0% 0 0% 1 0.7% 1 0.3%
Tricuspid regurgitation 0 0% 0 0% 1 0.7% 1 0.3%
Phlebitis 1 1.3% 0 0% 0 0% 1 0.3%
6.2 Potential Adverse Events

The following adverse events or conditions may also occur during lead extraction with the Laser Sheath, but were not observed during the clinical study (listed in alphabetical order):
. bacteremia

. low cardiac output

. migration of lead fragments

. migration of vegetation

. myocardial avulsion / perforation
. premature ventricular contractions
. pulmonary embolism

. stroke

. venous avulsion / perforation

. ventricular tachycardia

7.  Clinical Study

71 Randomized Trial

Purpose: The use of standard tools (NonLASER) only (locking stylets, polymer and stainless steel sheaths, grips, snares, etc.) to explant chronically implanted pacing and defibrillator leads was compared
to standard tools plus the 12F laser sheath (LASER). The primary effectiveness measure was the proportion of complete extractions (per lead basis). The primary safety measure was complication rate
(per patient basis).

Methods: Patients with mandatory or necessary indications for lead removal and with the targeted lead implanted at least one year prior were randomized into the LASER or NonLASER groups in nine
US centers between 11/95 and 10/96. The primary endpoint was reached if the lead was completely explanted. If the lead fractured, leaving the tip and possibly a portion of the conductor in the patient,
the removal was judged a “partial success.” The extraction was judged a procedural failure if any of five events occurred: change to femoral or transatrial approach, failure to gain venous entry, failure of
sheaths to pass a binding site, lead breakage, or onset of complication. A crossover from NonLASER tools to laser tools was allowed after failure. Crossover patients were analyzed separately. Procedure
time, defined as wall-clock time from the moment sheaths were applied until an endpoint was reached, was also recorded.

Description of Patients: 365 patients were enrolled. Five patients were found to meet exclusion criteria after enrollment and were disqualified from the study before any treatment was administered;
thus 360 patients were treated. 59 nonrandomized patients were enrolled for investigator training. The remaining 301 patients (with 465 leads) presented with mandatory or necessary indications for
lead removal. Mean patient age was 65 years (range 4 to 94) with 36% females and mean implant duration of 67 months (range 1 to 286). Patient characteristics were similar between the two randomized
groups.
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Results:
Table 3. Principal Effectiveness and Safety Results
Laser vs. Non-Laser
Effectiveness: Leads Laser Non-Laser Difference In
~ N Complete Partial Failure N Complete Partial Failure Failure [95% CI]
Of First Treatment 244 230 (94.3%) 6 (2.4%) 8(3.3%) 221 142 (64.2%) 4 (1.9%) 75 (33.9%) -29.8%* [-23%,-36%)
Of Crossover Treatment ~ ~ ~ ~ 72 63 (87.5%) 3(4.2%) 6 (8.3%) ~
Of Final Treatment 244 230 (94.3%) 6 (2.4%) 8(3.3%) 221 205 (92.8%) 7 (3.1%) 9 (4.1%) -0.8% [-2.8%,4.2%)
Total Proc. Time 244 1.2 +13.9 min ~ 221 14.2 +21.6 min ~ -3.05% [-3.12,-2.97]
Safety Results: Patients N2 Laser Nb Non-Laser Difference
Acute Complications 218 3(1.4%) [0.3%, 4.0%] 83 0 (0.0%) [0.0%, 4.4%)] 1.4% [-0.2%, 2.9%)]
Complications Tmo. 218 6 (2.8%) [1.0%, 5.9%)] 83 1 (1.2%) [0.0%, 6.5%)] 1.5% [-1.7%, 4.7%]
Death, perioperative 218 1(0.5%) [0.0%, 2.5%)] 83 0 (0.0%) [0.0%, 4.4%)] 0.5% [-0.3%, 1.1%]
Death Tmo. 218 2 (0.9%) [0.1%, 3.3%]) 83 1 (1.2%) [0.0%, 6.5%)] -0.3% [-3.0%, 2.4%]

Total Proc. Time (mean + s.d.) = procedure time for First Treatment + time for Crossover Treatment (if any)
Cl = Confidence intervals via binomial approximation (Effectiveness) or exact binomial method (Safety)

* = difference statistically significant (p < 0.001) by Chi-Square with continuity correction, or t-test

2 includes patients randomized to LASER plus Crossover patients

®includes patients randomized to NonLASER less Crossover patients

Difference = LASER-NonLASER; SEM = sqrt(p1*q1/n1 + p2*q2/n2); 95% Cl = Diff + 1.96*SEM

7.2 Registry Trial
Purpose: Registry usage of the 14F and 16F laser sheaths to explant chronically implanted pacing and defibrillator leads was compared to the outcomes of the 12F laser sheath randomized study.
Primary effectiveness measure was the proportion of complete extractions (per lead). The primary safety measure was complication rate (per patient).

Methods: Patients with mandatory or necessary indications for lead removal and with the targeted lead implanted at least one year prior were treated at 32 US centers between 6/97 and 2/98. The
primary endpoint was reached if the lead was completely explanted. If the lead fractured, leaving the tip and possibly a portion of the conductor in the patient, the removal was judged a“partial success.”’
The extraction was judged a procedural failure if any of four events occurred: change to femoral or transatrial approach, failure to gain venous entry, failure of sheaths to pass a binding site, or onset of
complication. Procedure time, defined as wall-clock time from the moment sheaths were applied until an endpoint was reached, was also recorded.

Description of Patients: 180 registry patients were enrolled and treated (97 for 14F, 83 for 16F). Mean patient age for the 14F group was 69 years (range 13 to 86) with 57% males; this did not differ
significantly from the 12F randomized group. Implant duration of leads treated with the 14F device was significantly longer than the control group (85 + 50 months vs. 65 + 42 months). For the 16F group
mean patient age was 62 years (range 9 to 85) with 77% males; these values were also not significantly different from the control group. Implant duration of leads treated with the 16F device was 68 + 60
months and was not significantly different from the control group.

Results:
Table 4. Principal Effectiveness and Safety Results
14F vs. 12F
14F
Effectiveness: leads N Complete Partial Failure
Outcome 164 142 (86.6%) 12 (7.3%) 10 (6.1%)
Safety: patients N Observed Confidence Interval
Acute Complications 97 4 (4.1%) [0.2%, 8.1%)]
Complications, 1 mo. 78 2 (2.6%) [0.0%, 6.1%]
Death, perioperative 97 2 (2.1%) [0.0%, 4.9%]
Death, 1 mo. 78 1(1.3%) [0.0%, 3.8%]
12F Difference in Failure
Effectiveness: leads N Complete Partial Failure [95% Cl]
Outcome 244 230 (94.3%) 6 (2.5%) 8(3.3%) 2.8% [-1.5%, 7.1%]
Safety: patients N Observed Confidence Interval Difference[95% ClI]
Acute Complications 218 3(1.4%) [0.3%, 4.0%] 2.7% [-2.2%, 7.7%])
Complications, 1 mo. 218 6 (2.8%) [1.0%, 5.9%] 1.6% [-2.1%, 5.3%)]
Death, perioperative 218 1 (0.5%) [0.0%, 2.5%] 1.6% [-2.1%, 5.3%)]
Death, 1 mo. 218 2 (0.9%) [0.1%, 3.3%] 0.4% [-3.3%, 4.0%]
Table 5. Principal Effectiveness and Safety Results
16F vs. 12F
16F
Effectiveness: leads N Complete Partial Failure
Outcome 97 86 (88.7%) 2(2.1%) 9(9.3%)
Safety: patients N Observed Confidence Interval
Acute Complications 83 5 (6.0%) [0.9%, 11.1%)]
Complications, 1 mo. 72 0(0.0%) [0.0%, 0.0%]
Death, perioperative 83 1(1.2%) [0.0%, 3.6%]
Death, 1 mo. 72 0 (0.0%) [0.0%, 0.0%]
12F Difference in Failure
Effectiveness: leads N Complete Partial Failure [95% CI]
Outcome 244 230 (94.3%) 6 (2.5%) 8 (3.3%) 6.0% [-0.2%, 12.2%]
Safety: patients N Observed Confidence Interval Difference[95% Cl]
Acute Complications 218 3(1.4%) [0.3%, 4.0%] 4.6% [-1.5%, 10.8%)]
Complications, 1 mo. 218 6 (2.8%) [1.0%, 5.9%] -2.8% [-5.8%, 0.3%]
Death, perioperative 218 1 (0.5%) [0.0%, 2.5%] 0.7% [-2.6%, 4.1%)
Death, 1 mo. 218 2 (0.9%) [0.1%, 3.3%] -0.9% [-3.1%, 1.3%]
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8. Individualization of Treatment
Weigh the relative risks and benefits of intravascular catheter/lead removal procedures in cases when:

. Dual coil ICD leads are being removed;
. The lead to be removed has a sharp bend or evidence of fracture;
. The lead shows evidence of insulation disintegration raising the concern of pulmonary embolism;

. Vegetations are attached directly to the lead body.

When an outer sheath, used in conjunction with the Laser Sheath during the lead extraction procedure, is left in place once the Laser Sheath and lead are removed from the patient, the outer sheath may
then be used as a conduit for a guidewire to facilitate the implantation of a new lead.

The outer sheath tip should be either (a) fully into the atrium, or (b) retracted into the brachiocephalic vein. Placing the outer sheath tip at the SVC-atrial junction risks damage to this delicate area during
subsequent procedures, such as moving the outer sheath or implanting a new lead and is thus not recommended.

It is vital that appropriate traction be maintained on the lead being extracted both during laser assisted and standard extraction attempts. If appropriate levels of traction cannot be maintained on the
lead in order to offset the counter-pressures that distort the lead body, then changing to an alternative extraction methodology such as the femoral approach would be indicated.

When marked calcification that moves with the lead to be extracted is seen on fluoroscopy, particularly in the atrium, the availability of immediate surgical assistance is paramount if a problem presents
itself because of the extraction procedure. Also, an indication for thoracotomy removal of the lead(s) should be considered.

The safety and effectiveness of the Laser Sheath has not been established for the following:
. Patients with recent history of pulmonary embolus
. Laser sheath advancement into the coronary sinus

9. Operator’s Manual
Energy Parameters
The devices described in this document can be operated within the following energy ranges on the CVX-300:

Device Fluence(mJ) Repetition Rate(Hz)
12F 30-60 25-40
14F 30-60 25-40
16F 30-60 25-40

Recommended calibration settings: 60 Fluence, 40 Hz.
The CVX-300 will allow these devices to operate for a period of 10 seconds, after which a 5 second wait will be imposed before lasing can resume.

Spectranetics SLS Il Laser Sheath CVX-300 Excimer Laser System software requirements:

Software Laser Sheath Maximum Rep Rate
V3.7XX/V3.8XX 40 Hz

10. How Supplied
10.1 Sterilization
For single use only. Do not re-sterilize and/or reuse.

This device has been sterilized using Ethylene Oxide and is supplied sterile. Sterility is guaranteed only if the package is unopened and undamaged.

10.2 Transportation and Storage
Keep dry. Store in a cool dry place. Protect from direct sunlight and high temperature (greater than 60°C or 140°F).

10.3 Inspection Prior to Use
Before use, visually inspect the sterile package to ensure that seals have not been broken. All equipment to be used for the procedure, including the laser sheath, should be examined carefully for defects.
Examine the laser sheath for bends, kinks or other damage. Do not use if it is damaged or unintentionally opened.

11. Compatibility

Compatibility of Laser Sheath and Pacemaker/ICD Lead

The table below shows the dimensional compatibility between the Laser Sheath, the Pacemaker/ICD Lead to be removed and the Outer Sheath. It is vital that the physician determines the maximum
outside diameter (OD) of the lead before extraction with the laser sheath is attempted. This information should be obtained from the lead manufacturer.

OIII; :g:lst'::::);;:‘::::er 12F Laser Sheath 14F Laser Sheath 16F Laser Sheath
Model # 500-001 500-012 500-013

Minimum Tip ID, in./ Fr /mm 0.109/8.3/2.77 0.134/10.2/3.40 0.164/12.5/4.17
Maximum Tip OD, in./ Fr / mm 0.164/12.5/4.17 0.192/14.7 / 4.88 0.225/17.2/5.72
Lead: Maximum OD, Fr/ mm 7.5/2.50 9.5/3.17 11.5/3.83
Outer Sheath: Minimum ID, Fr/mm 13/4.33 15.5/5.17 18.2/6.07

12. Directions For Use

12.1 Procedure Set Up

Laser Sheath preparations:

1. Using sterile technique, open the sterile package. Remove the packaging wedges from the tray and gently lift the device from the tray while supporting the proximal coupler.

2. Connect the proximal end of the device to the connector of the CVX-300

3. Calibrate the Laser Sheath following the instructions in the “Operational Modes” section of the CVX-300 Operator’s Manual (7030-0035 or 7030-0068).

Patient preparations:
1. Obtain a thorough patient history, including patient blood type. Appropriate blood products should be readily available.

2. Ascertain the manufacturer, model number and implant date of the catheter/lead to be removed. Perform radiographic/echocardiographic evaluation of catheter/lead condition, type and
position.

3. Use a procedure room that has high quality fluoroscopy, pacing equipment, defibrillator, and thoracotomy and pericardiocentesis trays.

4. Prep and drape the patient’s chest for possible thoracotomy; prep and drape the patient’s groin for a possible femoral approach extraction procedure.

5. Establish back-up pacing as needed.

6. Have available additional Laser Sheaths, Outer Sheaths, locking stylets, stylets to unscrew active fixation leads, snares (femoral workstation) and any other accessory equipment deemed necessary.

12.2 Clinical Technique

1. Patients prepared for lead extractions are prepared for multiple approaches, including an emergency cardiac surgical procedure. Preparations may include: general endotracheal anesthesia or

conscious sedation, shave and preparation of both the chest and groin areas, ECG monitoring, insertion of an arterial line and a Foley catheter, presence of instruments for pacing and defibrillation,
an electrosurgical unit, and a sternal saw for emergencies.

2. A temporary pacing lead is inserted in all patients needing a pacemaker. An exception is made for patients with an implanted permanent pacemaker whose leads are not to be extracted.
3. Fluoroscopy will be used to monitor all transvenous maneuvers.
4. Expose the proximal end of the lead. Debride overgrowth from the lead as required to expose the venous entry site. Sever the lead connector and remove the anchoring sleeve.
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Insert and lock a locking stylet into the lead. Alternatively, a length of suture material approximately 60 cm long may be attached to the proximal end of the lead to act as a traction device.

Fill a sterile syringe with 10 cc of saline solution. Inject the saline into the inner lumen of the Laser Sheath. Using another 10 cc of saline, moisten the outer jacket of the laser sheath.

Place an outer sheath over the laser sheath.

Using a“Fish Tape” device, thread the handle of the traction device through the inner lumen of the Laser Sheath. Remove the “Fish Tape” after the traction device handle emerges from the proximal
end of the laser sheath. Thread the proximal end of the lead into the inner lumen of the laser sheath.

9. Extraction technique:

PRECAUTION: When advancing a Laser Sheath or outer sheath around a bend, keep the point of the sheath’s beveled tip oriented toward the inside of the bend.

© Now

PRECAUTION: As in all extraction procedures using a laser sheath, but particularly when removing dual coil ICD leads, maintain sturdy traction and a stable “rail” position with the lead while keeping
coaxial alignment of the laser sheath and the bevel on the inside curvature of the SVC.

PRECAUTION: Before entering the SVC, stop to ensure sturdy traction and a stable “rail” are maintained.

a. Using an “inchworm” technique, alternately advance the outer sheath and the laser sheath over the lead.
b. Use the following guidelines to determine if a tissue obstruction is met:
. The laser sheath will not advance into the vein.
. The laser sheath bows outward slightly when longitudinal pressure is applied.
. Fluoroscopy shows that the sheath tip does not advance relative to the lead body.
. Fluoroscopy shows that the laser sheath tip is not caught on a lead electrode, a lead bend, or another lead.
c When an obstruction is met and the laser sheath cannot be advanced:
. Use orthogonal fluoroscopic views to ensure that the tip of the laser sheath is aligned with the longitudinal axis of the lead.
. Retract the outer sheath so that its distal end does not overlap the tip of the Laser Sheath. Press the laser sheath gently into the obstructing tissue.
. Place the laser in READY mode. Depress the foot switch, activating the laser. While the laser is firing, use gentle pressure on the laser sheath to advance the device approximately

1 mm per second while applying equal and opposite traction to the traction device. If the laser sheath breaks through the obstruction during lasing, release the foot switch.
PRECAUTION: Advancing the laser sheath through moderately calcified tissue may require more pulses of laser energy than through fibrous scar overgrowth. Advance the outer sheath to the new
position of the laser sheath.

PRECAUTION: Stop if not able to advance the laser sheath. Be prepared to upsize to a larger laser sheath, move to another lead, try a femoral approach or consider an open procedure. Also consider
abandoning the procedure by leaving the lead in place and refer to a more experienced center.

d. If the traction device unlocks its grip on the lead, it is necessary to remove the laser sheath and outer sheath, and apply a new traction device, before proceeding again with the laser sheath.

e Advance the outer sheath and laser sheath to the desired location on the lead, as described in 9 (a-c) above. Do not advance the laser sheath any closer than 1 cm from the lead tip. Do not
lase at the myocardium to free the lead tip.

f. If necessary, use countertraction, using the outer sheath and the traction device, to free the lead tip from the heart wall.

10.  Withdrawal of the laser sheath and outer sheath can be accomplished at any time during the procedure. If the lead is free, it should be drawn into the laser sheath before the lead, the laser sheath,
and the outer sheath are removed from the body.

PRECAUTION: If the Laser Sheath is removed from the body for any reason, thoroughly clean the device shaft, inner lumen and tip with saline to remove particles and prevent blood from sticking.

PRECAUTION: If the Laser Sheath becomes kinked or damaged during use as evidenced by fluoroscopy, it is recommended to discontinue use of the device. Weigh the relative risks and benefits of device
removal versus continued use.

123 Physician Training

. Physician training in use of the Laser Sheath and CVX-300 Excimer Laser System should include:

. Classroom training in laser safety and physics;

. A didactic presentation of laser operation followed by a demonstration of the CVX-300 Excimer Laser System;

. Hands-on training in the use of the CVX-300 Excimer Laser System in lead removal;

. Observation of the removal of at least two leads with the Laser Sheath performed by an experienced Laser Sheath user;

. Removal of at least two leads in the presence of a second physician experienced in lead removal techniques and a fully trained Spectranetics representative.
. HRS' and EHRA? recommendations for complication management

13. Manufacturer’s Limited Warranty

Manufacturer warrants that the SLS Il is free from defects in material and workmanship when used by the stated “Use By” date. Manufacturer’s liability under this warranty is limited to replacement or
refund of the purchase price of any defective unit of the SLS Il. Manufacturer will not be liable for any incidental, special, or consequential damages resulting from use of the SLS Il. Damage to the SLS
Il caused by misuse, alteration, improper storage or handling, or any other failure to follow these Instructions for Use will void this limited warranty. THIS LIMITED WARRANTY IS EXPRESSLY IN LIEU
OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING THE IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. No person or entity, including any
authorized representative or reseller of Manufacturer, has the authority to extend or expand this limited warranty and any purported attempt to do so will not be enforceable against the Manufacturer.
This limited warranty covers only the SLS Il. Information on Manufacturer’s warranty relating to the CVX-300 Excimer Laser System can be found in the documentation relating to that system.

14. Non-Standard Symbols

Importer @ Each Kit Includes

Tip Inner Diameter @ Tip Outer Diameter _@

Size Laser Sheath

Outer Sheaths Fish Tape

Working Length F 4 Quantity QTY
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.

1 Wilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications, and Patient Management. Heart Rhythm. July 2009.
2 Deharo J.C,, et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm Association position paper. Europace (2012) 14, 124-134.
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15. Applicable Standards
The standards identified in Table 15.1 were applied to the development of the device.

Table 15.1: Standards lied to the devel t of the SLS.

PF P

Standard/Norm and Date | Title

Biocompatibility:

1SO 10993-1

Biological evaluation of medical devices - Part 1: Evaluation of testing

Clinical Study:

ENISO 14155 | Clinical Investigation of medical devices for human subjects

Design:

ANSI Z136.1 Safe Use of Lasers

ENISO 10555-1 Sterile, single-use intravascular catheters — Part 1: General requirements
US 21 CFR 820 Quiality System Regulation

Environmental:

1SO 14644-1 Cleanrooms and associated controlled environments - Part 1: Classification
of air cleanliness.

1SO 14644-2 Cleanrooms and associated controlled environments — Part 2: Specification
for testing and monitoring to prove continued compliance with I1SO 14644-1.

Labeling:

EN 556-1 Sterilization of Medical Devices. Requirements for medical devices to be
designated “STERILE". Requirements for terminally sterilized medical devices.

EN 980 Graphical symbols for use in labeling of Medical Devices.

EN 1041 Information supplied by the manufacturer with medical devices

1SO 15223 Medical devices Symbols to be used with medical device labels, labeling and

information to be supplied

Packaging:

EN SO 11607-1 Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging systems

EN SO 11607-2 Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

1SO 780 Packaging - Pictorial marking for handling of goods

Quality:

EN ISO 13485 Medical devices — Quality management systems

Risk Management:

EN1SO 14971 Medical Devices - Application of risk management to medical devices

EN 62366 Medical Devices - Application of usability engineering to medical devices

Sterilization:

ENISO 11135 Sterilization of health care products - Ethylene oxide - Part 1: Requirements
for development, validation and routine control of a sterilization process for
medical devices

16. Disposal

Use and disposal must be in accordance with generally accepted medical practice and applicable local, state, and

federal laws and regulations.

Products may pose a potential biohazard after use.

If the packaging is damaged and / or the expiration date expires, the product is to be disposed of in accordance with

the rules for the treatment of medical waste class A according to SanPiN 2.1.7.2790-10.

The used product is disposed of in accordance with the rules for the management of medical waste class B according

to SanPiN 2.1.7.2790-10.

English / English
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MpepocTtepexeHue. B cooTBeTcTBUM € peaepanbHbIM 3akoHoAaTenbctBoM CLUA npoaaka 3TOro nsgenus paspelueHa TonbKo Bpayam,
npolwegwnum cneyuanbHoe obyueHue.

1. OnwucaHmne
Habop nasepHoro KaTeTepa KomnaHuu Spectranetics cocTonT 13 nasepHoro Katetepa gnametpom 12F, 14F unu 16F, aByx BHeLIHNX KaTeTepoB 1 NPOTAXKHO NPOBONOKK. Jla3epHblii KaTeTep NpeacTaBnseT
co60 HTPaoMnepaLnoHHOe n3fenvie ANA N3BeYEHNA 3NeKTPoAa ANA NOCTOAHHOW KapAUOCTUMYNALN Unu Aedpubpunnauun.

J1azepHbll KaTeTep COCTOWT M3 OMTUYECKMX BOJIOKOH, PACMONOMKEHHBIX MO KPYry MEXAY BHYTPEHHEN 1 HapyXHOW NOMMMEPHbBIMU TPYGKamn. BOMOKHA 3aKaHUMBAOTCA Ha AMUCTaNIbHOM KOHLIE BHYTPY
NOIMPOBAHHOTO KOHYMKA 11 Ha MPOKCManbHOM KOHLe BHYTPY MydTbl, KOTOpas obecneymBaeT conpsxeHne C SKCMMepHOI Ta3epHoi crctemoit. Ha AncTanbHOM KOHLe BOMIOKHA 3aLLyLLeHbl BHYTPEHHUMN
1 HapyKHbIMV IeHTaMU 13 HepxKaBeloLel CTanu, 06pasyioLMMN PeHTTEHOKOHTPACTHYIO MeTKy. BHyTpeHHUIN NpOoCBeT U3fenua CyxuT Ana NpornyckaHnsa Yepes Hero 31eKTpoAa AN KapANoCTUMYNALN:
n3aenve NPOABUraloT MO 3NEKTPOJY K €ro KOHUMKY B ceppLe.

Jla3epHbiii KaTeTep NpeaHasHaueH Ans UCNoNb30BaHUA NCKIUYNTENbHO BMECTE C SKCMMEPHOI adepHo cuctemon Spectranetics CVX-300. MHOroBONIOKOHHbIE Nla3epHble KaTeTepbl NepeaatoT SHepruo
ynbTpadMoneToBoro UsnyyeHns ot nasepa Spectranetics CVX-300 K TKaHU Ha AMUCTanbHOM KOHLUE U3fenus. Mof BO3AencTBUEM U3NyYeHNs 3aMyLeHHOTo fla3epa NPONCXOAUT abnauyms He6oMblworo
yyacTKa TKaHu, TeM CamMbiM BbICBOGOXAAsA SNEKTPOA 13 PaspOCLUMXCA BOKPYT HEro TKaHel KOHTPONMpyemMbiM 06pasom.

J'Ia3epr||7| KaTteTep npeAHa3Ha4veH Asa Ucnosib30BaHnA COBMECTHO C TPAaANUNOHHBIMU UHCTPYMEHTAMW U3BNeYeHNA 3/1eKTPOA0B (Hanpmmep, CTUNETbI C CUCTEMON (bVIKCaLlVIVI, BHeELWHNe KaTeTepr).

BHewHwi1 KaTeTep Spectranetics npeactasnaeT coboi TpyOKy ANMHOM 43 CM C OAHMM NPOCBETOM, HaCaXXVBaeMyto Ha flasepHblil KateTep. OAMH KOHeL TPYGKM cpe3aH nog yrnom 45 rpafycos, a Kpas Ha
oboux KOHUaX BbIMOJIHEHbI CKOLWEHHbIMW. BHewHwnin KaTeTep Ncnonb3yoT BO BpeMA npoueaypbl M3BNe4eHVA B Ka4eCcTBe MHTPOABIOCEPA, a TaKXKe ANA yAepK1BaHWA N BbIPaBHUBAHWA J1Ia3€PHOro KaTeTepa.
OH BbINOAHAET GYHKLMIO KaHana AN yaaneHus NasepHoro Katetepa BMeCTe C 13B/IeKaeMblM 3IEKTPOAOM U MOXKET UCMONb30BaTbCA B KAYeCTBe KaHana ANns UMMIAHTUPOBaHUA HOBOTO 3N1eKTPoAa.

npOTH)KHaﬂ NpoBOJIOKa NpeAcTaBnAeT coboii BcriomoraTenbHoe I'IpVICI'IOCOﬁHEHVIe ANA BBeAeHWA MMMNJIaHTUPYeMOro 35eKTpoda B naseprM KateTtep. npOTFI)KHaﬂ MPOBOJIOKa BbIMOJIHEHA U3
HepKaBeloLLen CTany B popme fiepxaTens C PyuKon C MPOBOIOYHON NET/Ee Ha OAHOM KOHLIE U C 3aKPbITbIM MPOBOIOYHBIM KPIOKOM Ha APYrom.

2. MMokasaHuA K NpUMEHeHMIo
J'Iaseprm KaTeTep npefHa3HayeH ANA UCNOJIb30BaHMA B KayecTBe AOMNONIHEHUA K TPAAUUMOHHBIM MHCTPYMEHTaM ANA U3BnedyeHnA 3N1eKTpoAoB 13 Tefa nauueHTa n NoaxoAunT AN1A TPaHCBEHO3HOro
n3Brie4eHNA SNEKTPOAO0B AnA MOCTOAHHON Kapanoctumynaymm nnm Aed)l/lﬁpl/lﬂﬂﬂul/ll/l, OCHALEeHHbIX CUNTMKOHOBOW 1N nOnI/IypETaHOBOVI o0b6onoukon.

3. npOTVIBOI'IOKa3aHVIﬂ K NnpuMmeHeHuo
J'Ia3epr||7| KaTeTep NMpOTUBOMOKa3aH K NPUMeHEHUIO B NepeynciieHHbIX fanee ciydanx:

. KOrfla 3KCTPEHHYI0 TOPAKOTOMUIO C MCMOJSIb30BaHMEM annaparta WCKYCCTBEHHOTO KPOBOOOpPALUEHUA HeNb3A MPOBOAUTH HEMEAJSIEHHO 13-3a OMacCHOCTU BO3HUKHOBEHWS OCNOXHEHUN,
YTrpOXKatoLWnX *KU3HW;

. npwn OTCYTCTBUM BO3MO>KHOCTU MPOBECTU PEHTFEHOCKOMNIO;

. ecnn y naumeHTa HeBO3MOXHO obecneuntb BEHO3HbIN AOCTyn yepes cuctemy BEpXHEI;I Moo BEHbI;

. ec/v NPOKCVManbHbIA KOHeL, 3N1eKTpoaa Af1A KapAMOCTUMYNALUM OCTaeTca HeJOCTYNeH ANA onepaTopa;

. eCnn 3N1eKTpoA He MOAXOANT Mo pa3mepy AnA BBeAeHUA BO BHyTpeHHVIVI NpPOCBET Jla3epHOro KarteTepa.

4. TMpepynpexaeHuns
He nbiTalitech NCNoONb30BaTh 1a3epHbIN KaTeTep 6€3 NPUMEHEHNA TPAANLMOHHbIX HCTPYMEHTOB AN U3BMIEUEHNA SNEKTPOLOB.

J1azepHbiii KaTeTep NpefHasHauYeH AnA UCMOMb30BaHKA TONbKO Bpadyamil, UMEIOLLMMI OMbIT B 06N1acTU TEXHWK U3BNEUYEHUA NMEKTPOAOB C NMOMOLLbIO TENECKONMUYECKUX PacLuMPUTENbHbIX KaTeTepoB.
JKcrmepHas nasepHan cuctema CVX-300 npefHasHayeHa Ans UCMoNb30BaHKA TONbKO BPayamy, MPOLUeAWMI COOTBETCTBYIOLLee 0byueHe (cm. pasaen 12.3).

Bo Bpema paboTbl ¢ Nazepom HeobXOAMMO HafeBaTb 3aluTHble OuKK. V3beraiite BO3AENCTBUA MPAMOrO UM PACCEAHHOTO M3MTyYEHNA Ha rnasa unu Koxy. CM. STUKETKY 06 onacHOCTU BO3feicTeuA,
pacrnonoXeHHyto Ha SKCMepHoii nasepHoii crcteme CVX-300.

3anpelleHo BBOAUTL B BEHY O[IHOBPEMEHHO Goee OfJHOro Na3sepHOro AW BHELLHEro KaTeTepa. 3TO MOXeT NPUBECTH K Cepbe3HbIM TpaBMam COCYAOB, BK/lOYas Pa3pbiB BEHO3HbIX CTEHOK, B Cllyyae
KOTOPOro TPebyeTcA Xnpypruyeckan peKOHCTPYKLA.

M3penua ana nseneyeHns snekTpoAoB AOMKHbI NCMONb30BaTLCA TONLKO B YUPEXAEHNAX, OCHALLEHHbIX HEOOXOAUMbBIMU CPeACTBaMY [4NA MPOBEAEHNA SKCTPEHHDBIX XMPYPrvecKnx onepauuii Ha cepaue
1 B KOTOPbIX YCTAaHOBJIEHbI N PErynApHO BbINOJIHAOTCA MPOTOKO/bI np0¢MnaKTMKM 1 IeYEHNA OCNOXKHEHUIA. HacTosTenbHO peKkomMmeHayeTcA ciefoBaTb pekoMeH4aunam no pa60Te C aneKkTpodamm ot
O6LwecTBa CneLymanvcToB Mo HapyLweHuAM pTma cepaua (Heart Rhythm Society', HRS) n EBponeiickoit accoumanmm cepaeyHoro putma (European Heart Rhythm Association?, EHRA).

BONbWMHCTBO HeXenaTenbHbIX ABNEHWUNA, HAbMOAAEMbIX Ha 3Tare MOCTPErMcTPALUMOHHOTO HaA30pa, CBA3aHO C MPOKCMMANbHON CrMpabio 3MEKTPOAOB UMMIAHTMPYEMOrO KapauoBepTepa-
nednbprnnaTopa C ABYMA CNMpanamMn B BEpXHer Noson BeHe. Takum 06pa3om, BO BPEMA U3BMIEUEHIA STUX INEKTPOA0B HEOBXOAMMO COBNIOAATL 0COBYI0 OCTOPOXKHOCTb. Kpome 3TOro, Kak v npw no6oi
onepauuu yaaneHus, He06Xo4MMOo MPOBECTY OLEHKY COOTHOLLEHUS PUCKA 1 NPEVMYLLECTB U3BIEUYEHIIA TaKUX SNEKTPOAOB AN KaXKAOoro naumeHTa.

He pasmelyaiiTe KOHUMK BHELLHero KaTeTepa B MecTe COeAVHEHUA BEPXHEN MOMOIi BeHbl C MPaBbiM NpeAcepareMm, Tak Kak 3TO MOXET NPUBECTU K NOBPEXAEHNIO YyBCTBUTENbHON 06n1acTy BO Bpema
nocneayowmnx npoLeayp, HanpUMep BO BPEMA NepemMeLyeHINs BHELHErO KaTeTepa Uu yCTaHOBKM HOBOTO S1IEKTPOAA.

Bo Bpems NpoABMKEHVA Ta3ePHOTO UK BHELHErO KaTeTepa TAHYTb YAANAEMblil 3N1eKTPog He06X0AMMO C COOTBETCTBYIOLLVIM YCUTUEM.

Mpy 06HapyXeHWUN Ha PEHTTeHOrPamMMe OTIIOKEHUI COMEN KanbLus, KOTOpble MepemeLyaloTcs BMeCTe C yAanaeMbiM 3M1eKTPOJOM, B YaCTHOCTU B MPAaBOM MPEACEPANM, KpaliHe BaXKHO obecneunTb
BO3MOXHOCTb OKa3aHUA SKCTPEHHON XMPYPrnyeckoi NoMoLLy, eCiv 3Ta Npobnema BO3HUKNa B pe3ysibTaTe BbINOMHEHUA NPOLeAypbl M3BeYeHna. Kpome 3Toro, HE06X0AMMO NPUHUMATL BO BHUMaHNe
NoKasaHue 1A 13BIeYEHNA 3NeKTPOLJOB MOCPE[CTBOM TOPAKOTOMUM.

PaccTosiH/e MexXy 1a3epHbIM KaTETEPOM 1 KOHUMKOM 3/IEKTPOAA He JOIKHO GbiTb MeHblue 1 cM. He BO3AMCTBYITe Ha MUOKAPA, YUTO6bl OCBOGOAUTD KOHUMK SIEKTPOAA.

1 Wilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications, and Patient Management. Heart Rhythm. unionb 2009 .
2 Deharo J.C,, et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm Association position paper. Europace (2012r.) 14, 124-134.
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5.  Mepbl NPeaoCTOPOKHOCTU
I'Ipe)K,ue 4yem NpucTynnuTb K NCNONb30BaAHMIO N1a3€PHOro KateTepa BHUMATESIbHO N3yuunTe NUCTOK-BKIaAbILL, HaXO,ELﬂLLLVIl;ICﬂ B YyNaKkoBKe TPagNLUNOHHbIX VHCTPYMEHTOB /1A 3BNeYeHNA 3NeKTPoAoB.

T ANA OAHOPa30BOro Nnp . He noanexuT noBTOpHON CTepunmsauum u (M) NOBTOPHOMY NPUMEHEHWIO.

370 usgenue 3AMPELWAETCA noBTOPHO CTEpUnM30BaTb WM MPUMEHATb, Tak Kak 3TO MOXET CHW3WTb ero 3GPeKTUBHOCTL WM MPUBECTV K MEPEKPECTHOMY 3arpAa3HeHuto B pesynbrate
HenpaBuNbHO BTOPUYHOI 06paboTKu. [OBTOPHOE NCNONb30BaHWe 3TOro N3AENNA, NPeAHa3HaYeHHOro ANA OAHOPA30BOro MPYMEHEHNA, MOXET NPUBECTU K CEPbe3HbIM NOBPEXACHUAM UK K
CMEepTU NaLMeHTa, a TakKe ABNAETCA OCHOBAHWEM ANA OTMEHbI FrapaHTUN NPOV3BOJUTENSA.

3anpeLlyaeTca NCNONb30BaTh Jla3ePHbI KaTeTep B TaKUX Clyvasnx:

. B C/ly4ae HapyLeHuA LenocTHOCTU naom6bI KOHTPONA BCKPbITUA;

. B Cly4yae noBpexAeHnA nasepHoro Katetepa.

I'Iepemeu.laTb na3epru7| KaTeTep nocne ero BBeeHnNA B Teo NnayneHTa HEOGXOHVIMO TONIbKO NPV OAHOBPEMEHHOM PEHTIEHOCKONMNYECKOM KOHTPOJ1€ C MOMOLbK PEHTIEHONOMNMYECKOro 060pyﬂOBaHVlﬂ,
o6ecneurBaioLero BbICOKOe KauecTBO 1300paxeHWii.

6. HexenartenbHble ABNeHNA

6.1. Ha6 T

HexenatenbHble aBneHus, Habnogaemble B paMKax KIVHUYECKUX NCCNefoBaHni Npu UCMONb30BaHUM Na3epHblx KateTepoB Anametpom 12F, 14F n 16F, onucanbl B Tabnvuax 1 u 2 Huxe. B Tabnuue 1
npuiBefieHbl CBEIEHUA O HexenaTenbHbIX ABNEHNAX, 0OHaPYXeHHbIX B paMKax KIMHUYECKOro PaHAOMU3IPOBAHHOTO NCCNEA0BaHUA N3BNEUYEHUA SNEKTPOA0B C NoMoLLbio ycTpoiicTaa 12F (JTJASEPHOIO)
1 TPAAMLMOHHBIX UHCTPYMEHTOB M3BneveHus anekTpogos (HEJTA3EPHDIX), B kotopom npuHan ydactvie 301 nayueHt. B Tabnuue 2 npriBefeHbl CBEAEHNA O HeXesaTesbHbIX ABNEHAX, 06HAPYKEHHbIX
B paMKax permcTpoBOro UCCeJoBaHNA N3BNeYEHNA NEKTPOAOB C MOMOLLbIO YCTPOICTB AnameTpom 14F 1 16F, B koTopom npuHumanu yyactve 180 nauneHToB. [laHHble O YacToTe HexenaTenbHbIX
ABJIEHUIN NPU NCNONb30BaHUN YCTPONCTBA AMAMETPOM 12F B paHAOMV3MPOBAHHOM UCCIE[OBAHMN BKIOYEHDI B TabANLy 2 AN1A CpaBHEHUA C YCTPOCTBaMU 6OMbLUEro pa3mepa.

Ta6nuua 1. OcTpble oc yepes oAVH mecAl
Bce nauyeHTbl paHAOMM3NPOBaHHOTO nccnegosanua (n = 301).
JNasepHoe ycTpoiicteo: 12F

JIA3EPHOE (N = 153) HEJIA3EPHOE (N = 148) BCElO (N =301)
OCnoXKHeHNsA: ocTpbie n % n % n %
MepuronepaunoHHas CMePTHOCTb 1 0,7 % 0 0 1 0.3%
CpasnuBaHue B pesynbraTe remonepukapaa 2 1.3% 0 0 2 0,7 %
lemoTopakc 1 0,7 % 0 0 1 0.3 %
OCnoXHEeHNs Yepes oOAvNH MecsAL JIA3EPHOE (N = 145) HEJIA3EPHOE (N = 140) BCEIO (N = 285)
CmepTb 2 1.4 % 1 0,7 % 3 1.1%
OcnoxHeHus: niobble 4 28% 3 2,1 % 7 2,5%
Bonb B MecTe pa3pesa 1 0,7 % 0 0,0 % 1 0,4 %
Orek pyKu 1 0,7 % 1 0,7 % 2 0,7 %
NHdekuyma 1 0,7 % 1 0,7 % 2 0,7 %
Tpom603 BepxHeii Moo BEHbI 0 0,0 % 1 0,7 % 1 0,4 %
TpukycnuaanbHasa HeJOCTaTOYHOCTb 1 0,7 % 0 0,0 % 1 0,4 %
Ta6nuua 2. OcTpble oc yepes oAuH mecAy
MauveHTbl, NoNyuMBLLIME NeYeHre Na3epHbIM YCTponcTBOM: Auametpom 14F, 16F n 12F
14F (N=97) 16F (N =83) 12F (N=153) BCElO (N =333)
OCnoXKHeHusA: ocTpbie n % n % n % n %
MepuronepauroHHaa CMePTHOCTb 2 21% 1 1.2% 1 0,7 % 4 1.2%
CpasnuBaHue B pesynbraTe remonepukapaa 3 31% 3 3,6 % 2 1.3% 8 24%
lemoTopakc 0 0% 0 0% 1 0,7 % 1 0,3%
Mepdopauma 0 0% 1 1.2% 0 0% 1 0,3 %
Npyroe 1 1,0% 1 1.2% 0 0% 2 0,6 %
14F (N=78) 16F (N=72) 12F (N = 145) BCEIO (N = 295)
OCnoXXHeHUsA Yepes oANH MmecsAL n % n % n % n %
CmepTb 1 1.3% 0 0% 2 1,4 % 3 1,0 %
OcnoxHeHus: nobble 2 2,6 % 0 0% 4 2,8% 6 2,0%
Bonb B MmecTe pa3pesa 0 0% 0 0% 1 0.7 % 1 0.3%
OTek pyku 1 1.3% 0 0% 1 0,7 % 2 0,7 %
NHbekums 0 0% 0 0% 1 0,7 % 1 0,3%
TpuKycnnaanbHaa HeJOCTaTOUHOCTb 0 0% 0 0% 1 0,7 % 1 0,3%
Onebut 1 1,3% 0 0% 0 0% 1 0,3%
6.2. B

OnucaHHble flanee HexenatesibHble ABEHUA UM COCTOAHUA TakKe MOTYT BO3HVKaTb BO BPEMs M3BNeYeHNs 3MeKTPofa C NMOMOLLbIO N1a3epHOro KateTepa, OfHAKO OHU He Oblny OTMEeYeHbl B Xofe
KNMHNYeCKoro nccnieqosaHna (yKaBaHbI B a}'ld)aBVITHOM I'IOpﬂFlKe)C

. 6akTepremms;

. HU3KWI CEpAEYHbBIN BbIOPOC;

. MUrpauusa pparMeHToB 3neKTpoaa;

. MUrpaLua paspactaHuil;

. aBynbcua/nepdopauma Mrokapaa;

. npexpaeBpeMeHHoe eny[JoUKOBOe COKpaLLeHue;
. 3M60NNA NEroYHON apTepuy;

. VHCYINbT;

. aBynbcua/nepdopauma BeH;

. >KenyjouKoBas TaxmKapaua.
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7. KnuHnyeckoe nccnegoBaHne

7.1. PaHgoMusnpoBaHHOe UcnbITaHNe

Llenb. MpoBoguny cpaBHeHMe NCMOb30BaHUA TObKO CTaHAAPTHbIX MHCTPYMeHToB (HEJTASEPHDbIX) (cTneToB ¢ cuctemont ¢rkcaumm, KaTeTepos U3 NOMMEPHOTO MaTepuana 1 HepXKaBeloLLell cTanm,
WMNLbl, NETAN U T. N.) ANA SKCMNAHTaLUV 3NEeKTPOAOB ANA NOCTOAHHOW KapAMOCTUMYNALMK 1 AedbrbpuniaLmMm N NCnosb3oBaHNsA CTaHAAPTHBIX MHCTPYMEHTOB B COYETaHUN C Nla3epHbIM KaTeTepom
nnametpom 12F (JIJASEPHbIV). OcHoBHbIM nokasaTenem 3¢pGeKTMBHOCTM 6bina A0NA NOMHBIX W3BNeUYeHni (No anekTpoaam). OCHOBHbIM MoKasaTenem 6e30MacHOCTM Bbina YacToTa BO3HUKHOBEHMS
OCIOXKHEHWI (MO MayneHTam).

Metoankn. lMauneHTbl ¢ 06A3aTENbHBIMIA UM HEOOXOAVMBIMY MOKa3aHUAMMN [N YAaneHusa 3NeKTPOLOB 1 C LieNieBbiM 3MeKTPOOM, MMAHTMPOBaHHbIM MO MEeHbLUe Mepe 3a rof Ao yyactva B
PaHAOMU3MPOBAHHOM UCCNIEAOBaHU C pacnpefienieHnem no rpynnam v ucnonbsosarnem JIABEPHbBIX n HEJTA3EPHbIX nHctpymeHToB B fieBaTu LieHTpax B CLLIA B nepuop ¢ Hoabpa 1995 . no okTa6pb
1996 r. OCHOBHOI KpUTEPUI OLIEHKM AOCTUraNCs B Clyyae NOJHOW 3KCNNaHTauumy 3neKTpoga. Ecnv a3nekTpoa nomancs, a KOHUYMK U, BO3MOXHO, 4aCTb MPOBO/HINKA OCTaBaNVCh B Tefe NauyeHTa, yaaneHue
CUYMTaANOCh «4aCTUYHO yCNeLHbIM». /3BNneyeHne cunTanoch HeyjauHbIM, €Cii NPOVUCXOAUNIO OAHO 13 NATU COObITUI: HEOGXOAMMOCTb NPUBErHyTL K YUpesbeapeHHOMY UK YpecnpescepaHOMY AOCTYMY,
HEBO3MOXHOCTb J06PaTbCA 10 YCTbA BEHbI, HEBO3MOXHOCTb NPOBECTU KaTeTepbl Yepes y4acToK CBA3bIBAHWA, NOMIOMKa 3NeKTPo/ia U NosABIeHre OCoXHeHNA. Mocne Takoi Heyfaun paspeluanoch
BbIMOJIHUTL NepeKpecTHbIi nepexof ¢ HEJTASEPHbIX uHcTpymeHTOB Ha nasepHble. PesynbTaTbl NauyeHTOB, ANA KOTOPbIX MPOBOAWAACk Takas CMeHa, aHann31poBanu oTaesbHO. TakKe 3anucbiBanu
NPOAOIXKNTENLHOCTb NPOLIeAYPbl, KOTOPYIO ONpeaensnn nNo HaCTeHHbIM Yacam C MOMeHTa BBOAa KaTeTepoB A0 JOCTUKEHUA KOHEUHON TOYKMU.

OnucaHme naumeHToB. B nccnenosaHny nprHumany yyactue 365 nauvieHtoB. [locne peructpauuy 6610 06HAPYXKEHO, YTO NATb MALMEHTOB OTBEYAOT KPUTEPUAM UCKMIOYEHUA NoCe peructpaumm,
nocsne Yero oHM GblN OTCTPAHEHbI OT YYacTUA B NCCNEA0BaHUM A0 Havana Kakoro-nn6o neyeHuns. CnefosatenbHo, nedeHrie nonyyany 360 naymeHTos. [na obyyeHusa B KayecTBe uccnefosatens Goiim
BbIGPaHbl 59 HEPaHAOMM3MPOBAHHBIX MauyeHToB. Y ocTaBleroca 301 nauyueHTa (c 465 3nekTpofamm) Gbiv BbIABIEHDI MOKA3aHWA K 06A3aTeNbHOMY WAV PEKOMEHAYEMOMY YAANEHMIO SNEKTPOAOB.
CpefHnin BO3pacT MauueHTOB cocTaBun 65 neT (0T 4 fo 94 net), U3 KOTOpbiX 36 % — 3TO MKEHLMHbI, @ CPeAHUI CPOK YCTAHOBKM MMMMaHTaTa cocTaBun 67 mecAues (0T 1 fo 286 mecAues).
XapaKTepuCTUKM NALMEHTOB U3 IBYX PaHAOMU3NPOBAHHDIX IPYMNM 6bln OAVHAKOBBIMY.

Pesynbratbi
Ta6nuua 3. OcHOBHble pe3ynbTaThbl N0 3¢pdpeKTNBHOCTU 1 6e3onacHoCTH
CpaBHeHme Na3epHbIX U HeNa3epHbIX UHCTPYMEHTOB

3¢ PeKTUBHOCTD: 3neKTpoabl JlasepHble HenasepHbie OTnuuve no
N N MonHoe Yactnyxoe Heyenewo N MonHoe YactnyHoe Heycnewno Heycnewo (95 % AM)
L} n

MepBoe neuexve 244 230 (94,3 %) 6 (2,4 %) 8(3,3%) 221 142 (64,2 %) 4(1,9%) 75 (33,9 %) 29,8 %* (-23 %, -36 %)
MepekpecTHoe neveHve ~ ~ ~ ~ 72 63 (87,5 %) 3(4,2 %) 6 (8,3 %) ~
OKoHuaTenbHoe neyeHune 244 230 (94,3 %) 6 (2,4 %) 8(3,3 %) 221 205 (92,8 %) 7 (3,1 %) 9 (4,1 %) -0,8 %* (-2,8 %,4,2 %)
O6Lwan AnuT. NpoLeaypbl 244 11,2 +13,9 MVH ~ 221 14,2 +21,6 MVUH ~ -3,05% (-3,12,-2,97)

PesynbTatbl no b

e T TE N2 JazepHbie N HenasepHbie Otnnune
OcTpble OCNOXHeHUA 218 3 (1,4 %) (0,3 %, 4,0 %) 83 0 (0,0 %) (0,0 %, 4,4 %) 1,4 %* (-0,2 %, 2,9 %)
OcnoxHeHua yepes 1 mec. 218 6 (2,8 %) (1,0 %, 5,9 %) 83 1 (1,2 %) (0,0 %, 6,5 %) 1,5 %* (1,7 %, 4,7 %)
flepuonepaLonHan 218 1(0,5 %) (0,0 %, 2,5 %) 83 0(0,0 %) (0,0 %, 4,4 %) 0,5%* (-0,3 %, 1,1 %)
CMEepPTHOCTb.
CmepTHOCTb Yepes 1 mec. 218 2 (0,9 %) (0,1 %, 3,3 %) 83 1 (1,2 %) (0,0 %, 6,5 %) -0,3 %* (-3,0 %, 2,4 %)

O6Lwan annT. npoueaypbl (CpeaH. £ CT. OTK.) = ANNUTENbHOCTb NPOLLeAYPbI MPY NEPBOM NIEUEHIUM + ANUTENBHOCTL NPOLEAYPbI NPU NEPEKPECTHOM IeYeH NI (€Cnn NPOBOANIOCH)
[N — poBepunTeNbHbIE UHTEPBASIbI MOCPEACTBOM BMHOMUHANBHOIO NPUGNNKEHUA (3DPEKTUBHOCTD) MM TOYHOTO GMHOMMHANBbHOTO MeTofa (6e30MacHOCTb).

* CTaTUCTYECKM 3HauMMan pasHuua (p < 0,001) no xn-KBaapaTy C NOMNpPaBKOW Ha HEMPEPbIBHOCTb UK t-KpuTepuio.

? BKntoyeHbl NaLmeHTbl, paHAoMu3npoBaHHble B rpynny JIASEPHbIX nHcTpymeHTOB, a Tak»Ke naLueHTbl, MoNyYaBLne NepekpecTHoe feyeHmne.

5 BKntoueHbl MaumeHTbl, paHaoMU3nMpoBaHHble B rpynny HEJTASEPHbBIX nHCTPYMEHTOB, 3@ BbIYETOM MALMEHTOB, MOMYYABLUMX NEPEKPECTHOE NleYeHNe.

Otnunune = JTABEPHBIE — HEJTA3BEPHbIE; SEM = sqrt(p1 * q1/n1 + p2 * q2/n2); 95 % AW = Otn. + 1,96 * SEM

7.2 PerncrpaumnoHHoe ncnbitaHne

Llenb. PernctpaunoHHOe UCNonb3oBaHMe nasepHbix KaTeTepoB AnameTpom 14F n 16F ana skcnnaHTaumm 3NeKTPOAOB AJ1A MOCTOAHHON KapAMOCTUMYNALMN Man Aedbrbpunnaumm cpaBHUBanu
pesynbTaTamu PaHAOMM3MPOBAHHOTO UCCIE0BaHMA NMPUMEHEHNA Na3epHbIX KaTeTepoB ArameTpom 12F. OCHOBHbIM NokasaTenem 3GGeKTUBHOCTU Bbina A0NA NOMHbIX U3BMIEYeHNIA (Mo aneKTpogam).
OCHOBHbIM MoKasaTteniem 6€30MacHOCTU 6blfa YacToTa BO3HUKHOBEHUA OCIOKHEHWI (MO NaumeHTam).

Metoauku. MaLyeHTbl C NOKa3aHHbIM 06A3aTENbHbIM 1 HEOOXOANMbIM YAaNneHNeM S1EKTPOZIOB 1 LieNeBbIM SMEKTPOAOM, MMTaHTMPOBaHHbIM MO MeHbLLUEe Mepe 3a rof 0 NCCNeoBaHIA, NPOXOAUNMN NeyeHne
B 32 ueHTpax B CLLA B nepuop ¢ nioHsa 1997 r. no desparnb 1998 r. OCHOBHOI KPUTEPUIA OLIEHKM JOCTUrancA B Clyyae MOMHOW SKCMIaHTaLmmn 3nekTpofa. ECnv anekTpopa NomMancs, a KOHUMK 1, BO3MOXHO, YacTb
NPOBO/HMKa OCTaBaNMCh B Tefe MaLyieHTa, yAaneHye CYMTanoch «4acTUYHO YCrelHbIM», V3BneyeHmre cunTanoch HeycrelHbIM, e NPOVICXOANIO OfIHO U3 YETbIPEX OMMCaHHbIX HUXKE COObITUI: HEOBXOAMOCTb
npuberHyTb K upesbespeHHoOMy Unn YpecnpeacepiHOMY [OCTYMY, HEBO3MOXHOCTb A06PaTbCA [10 YCTbA BEHbl, HEBO3MOXHOCTb MPOBECTV KaTeTepbl Yepe3 yYaCTOK CBA3bIBAHWA WM NOABNEHNE OCIOXHEHUA.
TaKxke 3anycbiBany NPOLOIKUTENBHOCTb MPOLEAYPbI, KOTOPYIO ONPeAeNsany Mo HaCTEHHbIM Yacam C MOMEHTa BBOJIa KaTeTePOB [0 OCTVXKEHA KOHEUHOM TOUKM.

OnuncaHme naumeHToB. B nccnenosaHvy NpyYHUMany yyactue 1 nonyyanu nedvenrvie 180 nauyueHTos (97 yenosek c ycTpoiictBom 14F, 83 yenoseka c yctpoiicteom 16F). CpefjHuii BO3pacT naLyeHTos B
rpynne 14F coctaBun 69 net (ot 13 fo 86 neT), U3 KOTOpbIX 57 % — My>K4MHbI. DTV NOKa3aTenn HeCUNbHO OTIMYANNCL OT NOKasaTenei paHAoMU3poBaHHoN rpynnbl 12F. Cpok yCTaHOBKYM 311€KTPOAOB,
n3BfieKaemMblx C MOMOLLbI0 YCTPoicTBa 14F, 6bi 3HauUTENbHO 6OsIbLIE MO CPABHEHWMIO C KOHTPOMBbHOW rpynnoi (85 + 50 MecALLeB No cpaBHEHWIO ¢ 65 + 42 mecauamu). CpeaHUit BO3pacT NayneHToB B
rpynne 16F coctaBun 62 ropa (oT 9 go 85 neT), 13 KOTopbIx 77 % — My>KUMHbI. T 3HAUEHUA TaKKe Mano OTAIMYaNNCh OT 3HaUeHWIA B KOHTPOMbHON rpynne. CPoK yCTaHOBKU 3N1eKTPOJOB, N3BJieKaeMblX C
nomolLbio ycTpoicTBa 16F, coctaBun 68 + 60 mecALeB 1 Mano OTANYaNCA OT KOHTPOSIbHOW rpymbl.

Pesynbratbi
Ta6nuua 4. OcHOBHble pe3ynbTaThbl N0 3¢ppeKTUBHOCTU 1 6e3onacHoCTH
CpaBHeHve 14F n 12F

14F
3¢ PeKTUBHOCTb: 3NEeKTPOoAbI N MonHoe nsBneveHne YacTtuyHoe nsBneyeHme HeycnewHo
Pesynbrat 164 142 (86,6 %) 12(7,3 %) 10 (6,1 %)
Be3onacHOCTb: NauneHTbl N Ha6niopaembie JloBepuTeNnbHbIN NHTEPBan
OcTpble OCNOXHEHMUsA 97 4 (4,1 %) (0,2 %, 8,1 %)
OcnoxHeHus uepes 1 mec. 78 2(2,6 %) (0,0 %, 6,1 %)
E'h‘jgp"'T"H“(fgi””"”“a“ 97 2(2,1%) (0,0 %, 4,9 %)
CmepTHOCTb Yepes 1 mec. 78 1(1,3 %) (0,0 %, 3,8 %)
12F OT1AnumMe no Heyc y ncxogy
3¢ dekTUBHOCTD: IneKTpoabl N MonHoe n3Bneuenne YacTuyHoe nsBneyeHne Heyc (95 % An)
Pe3ynbrat 244 230 (94,3 %) 6 (2,5 %) 8 (3,3 %) 2,8 %* (-1,5%, 7,1 %)
be3onacHOCTb: NauneHTbl N Ha6niopgaemble J[oBeputenbHbI NHTEpBan Otnuuwme (95 % AN)
OcTpble OCNOXHEeHUA 218 3 (1,4 %) (0,3 %, 4,0 %) 2,7 %* (-2,2 %, 7,7 %)
OcnoxHeHna yepes 1 mec. 218 6 (2,8 %) (1,0 %, 5,9 %) 1,6 %* (-2,1 %, 5,3 %)
G norHan 218 1(05%) 0.0%,25%) 1,6%* (-2,1%,53 %)
CmepTHOCTb Yepes 1 mec. 218 2 (0,9 %) (0,1 %, 3,3 %) 0,4 %* (-3,3 %, 4,0 %)
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[ © Spectranetics NasepHbivi katetep SLS Il [ViHcTpykuna no npuwvereniio

Russian/Pycckunin
Ta6nuua 5. OcHOBHble pe3ynbTaThbi Mo 3¢ppeKTNBHOCTU 1 6e3onacHoCTH
CpaBHeHue 16F n 12F
16F
d¢ddekTNBHOCTL: 3nEeKTpOADI N MonHoe nsBneyeHne YactnuHoe nsenevyeHne HeycnewHo
Pesynbrat 97 86 (88,7 %) 221 %) 9(9.3%)
be3onacHOCTb: NauneHTbl N Ha6niopaembie JloBepuTenbHbIii UHTEpBan
OcTpble 0CNOXHEeHUA 83 5 (6,0 %) (0,9%, 11,1 %)
OcnoxHeHus uepes 1 mec. 72 0 (0,0 %) (0,0 %, 0,0 %)
E';EF';':H”:C";””O””” 83 1(1,2%) (0,0 %, 3,6 %)
CmepTHOCTb Yepes 1 mec. 72 0 (0,0 %) (0,0 %, 0,0 %)
12F OTnnyme no Heyc y ucxogy
3¢dPekTnBHOCTL: InekTpoabli| N MonHoe nsBneyeHune YacTuyHoe nsBneyeHve Heycnewno (95 % AN)
Pe3synbTat 244 230 (94,3 %) 6 (2,5 %) 8(3,3 %) 6,0 %* (-0,2 %, 12,2 %)
be3onacHOCTb: NayneHTbl N Ha6niogaembie JoBepuTenbHbI MHTEpBan Otnuume (95 % AN)
OcTpble 0CNOXHeHUA 218 3 (1,4 %) (0,3 %, 4,0 %) 4,6 %* (-1,5 %, 10,8 %)
OcnoxHeHua yepes 1 mec. 218 6 (2,8 %) (1,0 %, 5,9 %) -2,8 %* (-5,8 %, 0,3 %)
Sgss:ﬂnfgiumwaﬂ 218 1(0,5%) (0.0 %, 2,5 %) 0,7 %" (-2,6 %, 4,1 %)
CmepTHOCTb Yepes 1 mec. 218 2 (0,9 %) (0,1 %, 3,3 %) -0,9 %* (-3,1 %, 1,3 %)

8. MHauBMAYyanbHbI NOAXOA K NeYeHnio
B nepeymnciieHHbIX HXKe cydanx HEO6XO[J,I/IMO B3BE€CUTb OTHOCUTENIbHbIE PUCKU U NpenMyLLiecTBa npoueayp yaaneHusa BHyTpucocyagucTtoro KaTeTepa/BﬂEKTpO,E[aZ

. yAaneHve 31eKTPoaoB MMMNIAHTUPYEMOro KapavosepTepa-fednbpunistopa ¢ ABYMs Cimpanamu;

. yﬂaﬂﬂeMblVl 3NeKTpoa nveet OCprII;I VI3I'VI6, W Ha HeM eCTb C/iefbl paspyLUeHna;

. LIeNIOCTHOCTb N30AIALMM 3M1EKTPOAA HAaPYLLEHa, YTO Bbi3bIBAET OMACeHA BOSHUKHOBEHWA SMGONM NIErOYHON apTepuu;
. pa3pacTtaHuA NpUKpeneHbl HeMNOCPeACTBEHHO K KOpNycCy aneKkTpoaa.

Korpa BHelHWiA KaTeTep, NCMONb3yeMmblil BO BPEMA 13BNIeYEHNA SN1eKTPOAa COBMECTHO C fla3epHbIM KaTeTepoM, OCTaeTCA Ha MecTe Nocne yAaneHna 13 Tena nauMeHTa na3epHoro Katetepa v aneKTpoaa,
BHELUHWIA KaTeTep MOXHO MCNOJIb30BaTb Kak KaHas A41a MPOBOAHVKA, YTO yrnpoLjaeT MMMJaHTaL o HOBOrO 3/1eKTpoAa.

KOHeLl BHELIHEro Katetepa fo/KeH nmbo a) MONMHOCTbIO HaxoAuUTbCA B MPaBOM npefcepanu, nméo 6) 6bITb oTBedeH B 6anI/IOL|E¢aI1bHyIO BEHY. Pa3meu.|eH|/|e KOHLUa BHELUHEero Katetepa B mecte
COeAVIHEHVs BepXHeli Mool BeHbl U NPABOro NPeAcepans MOXeT NPUBECTU K MOBPEXAEHIO 3TON YyBCTBUTENbHON 06M1acT BO Bpems NocieayoLmx Npoueayp, Hanprmep nepemelleHuns BHeLHero
KaTeTepa uin MMNIaHTUpPOBaHNA HOBOTO 3N1EKTPOAA, MO3TOMY HE peKOMeHAyeTCA.

OueHb BaXXHO NPUKNaAbIBaTh K U3BIEKaEMOMY SNEKTPOAY COOTBETCTBYIOLEE TAHYLLEEe yCuUnme B Cyyae UCMOMb30BaHUA KaK Nla3epHbIX MHCTPYMEHTOB, Tak U CTaHAAPTHbLIX WHCTPYMeHTOB. Ecnn He
YAAETCA NPUAEPKMNBATLCA COOTBETCTBYIOLIErO TAHYLLETO YCUNA C LIebio KOMMEHCALMI NPOTUBOAABEHUA, fedOPMUPYIOLLEro KOPMYC 3MeKTPOAa, TOrAa HEOGXOANMO NPUBErHYTb K anbTepHATUBHO
MEeTOZIMKE U3B/IEUEHNSA, HanpUMep BOCMONb30BaTbCA Ype3bepPeHHbIM JOCTYNOM.

Mpun 06Hapy>KeHNN Ha PeHTreHOrpamMmme OT/IOXKEHWUI CONel Kanblus, KOTopble nepemMeLyaloTcss BMeCTe C yAansaemMbiM 3/1eKTPOAOM, B YAaCTHOCTY B MPABOM MPeAcepanu, KpanHe BaXKHO obecrneuuntb
BO3MOXHOCTb OKasaHuA 3KCTpeHHOl7I XI/IpypI'VI‘lECKOVI nomowu, ecnu 3Ta npoﬁnema BO3HVKNA B XOA€ BbIMONHEHMA npoueaypbl U3BneyeHus. Kpome 3T0ro, HEOGXO,E[VIMO NPpUHMMaTb BO BHUMaHue
noKasaHue anAa n3BnevyeHna 31eKTPoAoB NOCPeaACcTBOM TOPAKOTOMUN.

be3onacHocTb 1 3¢¢eKTVIBHOCTb JNla3epHOro KateTepa He yCTaHOBJIE€Ha A/1A TaKMX C/lyyYaeB:
. nauyeHTbl C HeflaBHEN NCTOpPEe SMOONNM NIErOYHOI apTepuu;
. BBe/leHVe JTa3ePHOro KaTeTepa B KOPOHAPHbI CUHYC.

9. PykoBopacTBO onepatopa
MapameTpbl NnuTaHNA
MBF\GHMH, onuncbiBaeMble B HacToALLEM IOKYMEHTE, MOTYT 3KCM/lyaTUpOBaTbCA Npun COﬁJ‘I}O,EleHI/II/I YKa3aHHbIX fanee napameTpoB NUTaHNA CUCTEMbI CVX-300.

YcTpoiicTBo MnotHoCTb (MX) Yacrota umnynbcos (y)
12F 30-60 25-40
14F 30-60 25-40
16F 30-60 25-40

PekomeH0OBaHHble NapameTpbl KanMbpPoBKK: MAOTHOCTL 60, 40 M.
Cuctema CVX-300 6yget obecneumBaTb paboTy 3TVX YCTPOICTB B TedeHue 10 ceKyHf C nocnefytoLeil nay3oii B TeueHne 5 cekyHa nepef Bo306HOBNeHeM paboTbl flasepa.

TpeboBaHus K MO akcmepHo naszepHoi cuctembl CVX-300 ¢ nasepHbiM KaTeTepom Spectranetics SLS |1

o MakcumanbHas 4acToTa MMNyNbCOB
pHOro Katetepa |
V3.7XX /V3.8XX 40Ty

10. ®opma nocraBkmn
10.1. Crepunusauymsa
TonbKo ANA ogHOPa30BOro NPMMeHeHNsA. He NoaneXuT NOBTOPHOI CTepuan3aLm 1 (1) NOBTOPHOMY MPVIMEHEHNIO.

T0 YCTPONCTBO NPOLUO CTEPUNN3ALIMIO STUIEHOKCVAOM 1 MOCTaBNAETCA CTepUbHbIM. CTEpUIbHOCTb rapaHTUPYEeTCA TONbKO NPY HEOTKPBITOW U HEMOBPEXAEHHON yrnakoBKe.

10.2. TpaHcnopTypoBKa N XpaHeHue
Bepeub oT Bnaru XpaHutb B NpoxnagHoM, Cyxom mecTe He fonyckaTb nonagaHusa NpAMOro COTHEUHOTO CBETa U BO3AENCTBUA BbICOKUX TeMnepaTyp (cBbilwe 60 °C unu 140 °F).

10.3. OcmoTp nepep NpuMeHeHNEM

I'Iepe,q npuMeHeHnem B13yalibHO NMpoBepbTe CTEPUNIbHYIO YNAaKOBKY 1 y6e,EWITer B UeNOCTHOCTN nnom6. Bce oﬁopynosaHme, npefHasHa4yeHHoe ANA UCNOoJIb30BaHWA B paMKax npoueaypbl, B TOM
yncne nasepHblil KateTep, HEOBXOANMO BHUMATENbHO NMPOBEPUTL Ha OTCYTCTBUE AedeKToB. [lpoBepbTe NasepHblil KaTeTep Ha OTCYTCTBME 3arnboB, NepeKkpyUnBaHUA UAK JPYTUX MOBPEXAEHWUN.
3anpeu.(aeTcn ncnonb3oBaTb NMNOBPEXAEHHOE NN HEHAaMEPEHHO BCKPbITOE nsgenve.
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11. CoBmecTUMOCTb

COBMeCTUMOCTb Na3epHOro KaTeTepa 1 3N1eKTpoAa KapAnoCTUMYNATOpa Unu Kag prepa-aedpubp Topa

B npviBeaeHHON Huxe TabnuLe ykasaHa pasmepHas COBMECTUMOCTb N1a3epPHOro KateTepa, yAanaemoro 3nekTpoAa KapAanocTUMyiaTopa Unv KapanosepTepa-AedpnbpuniaTopa 1 BHeWHero Katetepa.
KpaiiHe BaxkHO, UTOObI Bpau onpefenui MakcumasbHblii BHeWHUI anameTp (OD) anekTpopa Ao ero M3BfeYeHrs C MOMOLLbI0 a3epHOro Katetepa. 3Ty MHPOPMALMIO HEOOXOAMMO 3anpocuTb y
Npou3BOANTENA SNEKTPOAA.

ID— i o . &
Buy'rpeunv!m CHELTS JlazepHbii KateTep 12F JlazepHbiii Katetep 14F JlasepHbin kaTtetep 16F
OD — BHelwwHuit guameTp
N° mopenun 500-001 500-012 500-013
MuH. ID KoHUa, ANMbI/dpeHun/Mm 0,109/8,3/2,77 0,134/10,2/3,40 0,164/12,5/4,17
Makc. OD KoHua, Atoiimbl/bpeHur/mMm 0,164/12,5/4,17 0,192/14,7/4,88 0,225/17,2/5,72
dnekTpof: Makc. OD, ppeHun/mm 7,5/2,50 9,5/3,17 11,5/3,83
BHewwHun KaTeTep: MUH. ID, dpeHun/mm 13/4,33 15,5/5,17 18,2/6,07
12. YKa3saHWA NO NPUMeHEeHUI0
12.1. Hactpoiikun nepep npo npoueaypbl
MoaroTtoBKa nasepHoro Kartetepa
1. OTKpoWiTe CTepunbHyio ynakoBKy, cobniopas mepbl obecrneyeHuna ctepunbHocT. CHUMWTE C JIOTKA YrMakoBOUHbIE KIMHbA M aKKypaTHO BblHbTE YCTPOWCTBO M3 NOTKa, MpuAepxusas
NPOKCUManbHyo MydTy.
2. CoepMHMTE NPOKCManbHbIN KOHeL, yCTPOonCTBa ¢ coefnHuTenem cuctembl CVX-300.
3. KannbpyiTe nasepHbiil KaTeTep B COOTBETCTBMN C UHCTPYKLMAMM, NPUBEAEHHBIMU B pa3gene «Pexumbl paboTbl» pyKoBOACTBa onepatopa cuctembl CVX-300 (7030-0035 unwm 7030-0068).
MoparoTtoBKa nauveHTa
1. CobepuTe NonHyo UCToputo 60Ne3HN NaLneHTa, B TOM YMCNe JaHHbIe O rpynne Kposu. Heob6xoAnMMo NoAroToBrTb COOTBETCTBYIOLLME NPenapaThl KPOBU.
2. YTOoUHWTe Npou3BOAUTENA, HOMEP MOAENN U aTy MMMNaHTauun yaanaeMoro Katetepa unu anektpoga. [posegute paguorpaduueckyto 1 (Mam) sxokapamorpapuueckyto oLeHKy COCTOAHMA
KaTeTepa Unv SNeKTPOA], €ro TUMa N PacnoNoXeHNs.
3. MpoBoguTe NpoLeaypy B NPOLEAYPHO KOMHATe, OCHALLEHHOV COBPEMEHHbBIM PEHTTEHOCKOMUYECKM 060PYA0BAHMEM, KAPANOCTUMYIATOPaMU, AednOPUNNATOPaMU 1 HABOPOM MHCTPYMEHTOB
[INA TOPaKOTOMUK 1 NPOKOsa nepuKkappa.
4. MoaroToBbTe rPyAHON OTAEN NALMEHTA 1 HAKPOMTE ero Xvpyprvyeckoin NpocTbiHel Ha Clyyail TOpakoTOMUM; MOATOTOBBLTE NaxXOByto 061ACTb NaLMEHTa 1 HAKPOITE ee XVPYPriyeckoil NpocTbiHen
Ha cnyyai upesbepeHHOro AoCTyna AnA U3BNeYeHus.
5. Mpu HeOO6XOANMOCTU YCTAaHOBUTE 3anacHO KapANOCTUMYATOP.
6. ObecneybTe AOCTAaTOUYHOE KOMMYECTBO AOMONHUTENbHbIX Nla3epPHbIX KaTeTepoB, BHELWHUX KaTeTepoB, CTUNETOB C CUCTEMO duKCaLwy, CTUNETOB ANA OTBUHUMBAHWA aKTUBHOW duKcaumu

3NeKTPOAOB, NeTNN (6eApeHHbI KOMMEKC) U NH6Oro APYroro HeO6XOAMMOTo BCMOMOraTelbHOro 060pyA0BaHUA.

12.2. KnuHunueckas metoguka

1. MauveHToB, NOAroTOBNEHHbIX ANA N3BNEUEHWA SN1IEKTPOAA, FOTOBAT ANA NPUMEHEHNA HeCKONbKNX NOJXOM0B, B TOM YMC/Ie 1A SKCTPEHHOW KapAnoxXmpypriuyeckon npoueaypbl. Takasa NoArotoBka
MOeT BK/loUaTb: O6LLyI0 SHAOTPaxeanbHYI0 aHeCTe3UI0 NN MECTHYI0 aHecTe3nto, 6pUTbe 1 MOArOTOBKY rPYAHOrO OTAeNa 1 naxoBoi 0b6nact, SKI-MOHUTOPUHT, BBejeH1e BHyTprapTepranbHOro
KaTeTepa n Katetepa Qonen, NOAroToBKY MHCTPYMEHTOB ANA KapAMOCTMYNALMM 1 Aednbpunnaumm, annapat Ana SNeKTPOXUPYPrumn 1 CTEPHOTOM [J1A SKCTPEHHbIX onepaLuni.

2. BpemeHHbIi SNeKTPOA ANA KapANOCTUMYNALMM BBOAAT BCEM MaLieHTaM, KOTOPbIM HEOOXOAVMa YCTaHOBKa KapAMocTumynaTopa. VcknioueHne coCTaBAAIOT NauMeHTbl C MMMIaHTUPOBaHHbIM
NOCTOAHHBLIMN KapANOCTMYNIATOPaMY, 31eKTPO/bI KOTOPbIX He U3BNeKaloTCA.

3. [1nA MOHUTOPMHra BCEX YPE3BEHHDBIX ABVXKEHNI NCTONb3YIOT PEHTreHorpaduio.

4. OronuTe NPOKCUManbHbI KOHEL| S1eKTpoAa. Yaanute paspoclunecs TKaHu C 3eKTpoAa ANA NpefocTaBneHns 4oCTyna K MecTy BXoAa B BeHy. OTbeAnHNTe COeANHNTENb SNEKTPOAA U CHAMITE
aHKepHy!o BTYIIKY.

5. BcTaBbTe CTUMET C CMCTEMHOM dUKcaLmein B 3MeKTPOA 1 3admKkcupyiite ero. Kak BapuaHT K NPOKCMMaNbHOMY KOHLY 371eKTPOAa MOXHO MPUKPENnTb OTPe3OK LIOBHOTO Matepuana AnvHON
npn6aM3NTENBHO 60 CM, KOTOPbIN BYAET BLIMOMHATL GYHKLMIO BBITATMBAIOLLErO YCTPOCTBA.

6. Habepute B cTepunbHbii wipuy 10 Ky6. cM dr3nonornyeckoro pactsopa. Beegute ¢usnonornueckuit pacTBop BO BHYTPEHHWI MPOCBET flasepHoro Karetepa. Ewe ogHoil nopuwei
dum3nonoruueckoro pactsopa 06bemom 10 Ky6. CM CMOUUTE BHELIHIOW 060IOUKY Nla3epHOro KateTepa.

7. MomecTuTe BHELWHWIA KaTeTep MoBEepX Jla3epHOro KateTepa.

8. C nomoLLbio MPOTAKHON MPOBOMOKM MPOTAHMTE PYKOATKY BbITATMBAIOLLErO YCTPOWCTBA Yepe3 BHYTPEHHWIA MPOCBET Sla3epHOro KateTepa. M3BneknTe NpoTAXHYIO MPOBOJIOKY MOC/E TOro, Kak
pYyKOATKa BbITArMBaloLLEro yCTpONCTBa NOABUTCA Ha MPOKCMMaNbHOM KOHLIe la3epHOro KateTepa. BcTaBbTe NPOKCManbHbIN KOHeL, 3N1eKTpo/ja BO BHYTPEHHMI MPOCBET Nla3epHOro KateTepa.

9. Mpouenypa nssneyexua.

MEPbI NMPEAOCTOPOXHOCTW. Bo Bpems NpoaBvKeHUsA Nla3epHOro KateTepa 1iv BHELWHEro KateTepa yepes 13rmb 3a0CTpeHHbI Kpai CKOLIEHHOrO KOHYMKa KaTeTepa [O/MKEH BbiTb HanpasneH

BHYTpPb 13rmba.

MEPbI MPEAOCTOPOXKHOCTMW. Kak 1 Bo Bcex npoLieflypax U3BfieueHus 1a3epHoro Katetepa, 0Co6eHHO BO BpeMs yAaNeHnsA 3N1eKTPOA0B MMMIAHTIPYEMOro KaparoBepTepa-Aedrbpunnatopa c AByMA
CNUpanamm, 3N1eKTPog HEOGXOAMMO TAHYTb YBEPEHHO 1 COXPAHATb YCTOMUMBOE <HAMPABIAIOLLEE» MOMIOKEHWE, NPY STOM NIa3€PHbIN KaTeTep 1 CKOLWEHHbIN Kpai Ha BHYTPeHHEM U3rnbe BepxXHel nosnomn
BEHbI AOMKHbI HAXOAUTLCA Ha OfJHOW OCK.

MEPbI NMPEAOCTOPOXXHOCTW. lNepes BXoLOM B BEPXHIO MONYlD BeHYy HEOOXOAMMO OCTaHOBWUTLCA M ybeanTbCA B AOCTATOMHOCTU TAHYLIETO yCuMnua 1 obecrneyeHun yCTONYMBOrO
«HanpaeaAwoLWero» nNoNoXKeHnA.

A. C nomolLbI0 METOAVKM «HePBAYHOTO» NepeMeLlieHA MPOABMHbLTE BHELHWIA 1 a3ePHbIN KaTeTep Mo 3nekTpoay.
B. CnepyiiTe NpuBeEHHBIM HVXKe YKa3aHNAM, YTo6bl ONpeaeniTb, MeLaloT 1 TKaHU AanbHelilemy NpofBIKEHNIO.
. JlasepHbii KaTeTep He NPOABUIaeTCA Aablie Mo BeHe.
. JlasepHbii KaTeTep BbIrnbaeTcA HapyXy Nogj BO3AeCTBEM NPOAOSbHOMO YCUMNA.
. Ha peHTreHorpaduueckom n3o06paxeHnn BUAHO, YTO KOHUMK KaTeTepa He [BUXETCA OTHOCUTENIbHO Kopryca 3nekTpoaa.
. Ha peHTreHorpadryeckom 13o6paxeHny BUAHO, YTO KOHUMK N1a3epHOTO KaTeTepa He LienIAeTCA 3a SNeKTPOoA, U3rnb snekTpoja nnn apyroe oTBeTBlEHMeE.
B. Ecnu TKaHu 06pasyioT NpenAaTCTBrE 1 He YAAeTCA NPOABNHYTb Nla3epHbIii KaTeTep Brepe, BbiMOSHNTE YKa3aHHbIe HUXe eiCTBUA.
. C NoMOLLbK OPTOTOHaNbHbIX PEHTFEHOCKOMMYECKIX U306paeHui ybeauTech B TOM, UTO KOHUMK N1a3epHOr0 KaTeTepa HaXoAnTCA Ha OAHOW IMHNK C NPOAONbHOM OCbio IN1eKTposa.
. OTBeauTe BHELWHWI KaTeTep Ha3aj Takym o6pa3oMm, UTOObl ero [UCTanbHbI KOHeL, He MepeKkpblBan KOHeLl| Nla3epHOro kKaTtetepa. AKKYpaTHO TOJIKHUTE Na3epHblil KaTeTep B
HanpasfieHNV TKaHW, 0bpa3oBaBLLe NpenATcTBLe.
. YctaHoBuTe nasep B pexum FOTOBO. HaxxmuTe HOXHOI NepektouaTenb, 4Tobbl NprBECTV Nasep B AencTBMe. Bo Bpems ncnyckaHusa nazepom NMMMyNbCoB MATKO TONKANTe a3epHbii

KaTeTep, Nepemellan ycTpoONCTBO NPUBAN3NTENBHO Ha 1 MM B CEKYHAY, NPU STOM TONKasA BbITATVBAKOLLEE YCTPONCTBO C TaKMM Xe YCUIMeM B MPOTUBOMONOXHOM HanpasneHum.
[Mocne Toro Kak na3epr||7| KaTeTep npeofoneeT NpenATcTBne nop BOBF[eI?ICTBI/IEM JNla3epHoro nsnyyeHus, otnyctute HOXHOW nepeknto4vatesnb.
MEPDI MPEAOCTOPOXXHOCTW. Mpu NpoABMKeHUM N1a3epHOro KaTeTepa Yepes TKaHb C yMEepPeHHOW CTeneHbto KanbLmydrKaLmm MOXeT NoHafo0mTbCa 6osblLuee KONMMYeCTBO MMMY/bCOB NIa3epPHOIN SHEPruK,
Yyem Npu NPoxoxaeHNn Yepes GrubPo3HbIN pybdeL. MepemecTnTe BHELLHNI KaTeTep K HOBOMY MOJIOKEHWIO JTa3epHOro KateTepa.

MEPbI MPEAOCTOPOXXHOCTW. Ecnvi NpoABMHYTb NasepHblil KaTeTep He YAAeTCs, OCTaHOBWTE BbIMOIHEHVE MPOLEAypbl. ByabTe roToBbl K TOMY, YTO MOXKET NOHAaA0OUTLCA NCMONb30BaTb Nla3epHbIN
KaTeTep GOMbLIEro pa3mepa Um Apyroi SNeKTPOoA, NPUGerHyTs K YpesbespeHHOMY AOCTYMY WAV NPOLEAYPE CO BCKPLITUEM PYAHON KNeTKN. Takxe 06paTuTe BHUMAHNE Ha TO, YTO MOXET BO3HUKHYTb
Heo6XxoAMMOCTb NpepBaTh NPOLIEAYPY, OCTaBUB SNEKTPOA Ha MeCTe, N 06paTUTbCA B CNELMaNn3NPOBaHHbIN LIEHTP.

r. Ecnv KpensieHvie BbITArMBAIOLEro YCTPOWNCTBA K I1EKTPOAY PasMblKaeTCs, NPEXAE YeM NPUCTYNUTH K BbIMOMHEHVIO MAHMYAALWIA C 1a3ePHBIM KaTeTepoM, HEOBXOANMO yAaNUTb Na3epHblii
Y BHELWHWI KaTeTepbl U NCNOJIb30BaTb HOBOE BbITATMBaLee yCTpOI;ICTBO4

A. MpoABMHBTE BHELLHWIA KaTeTep 1 la3epHbIi KateTep K TpebyeMoMy MeCTOMONOXKEHMIO Ha M1IeKTPOAE, Kak onucaHo B nyHkTe 9 (A-B) Bbiwe. PacctosHue mexay nasepHbiM KaTetepom 1
KOHYMKOM 3M1eKTpOoAa He AO/TKHO 6bITb MeHblue 1 cm. He BOB,E[eI?ICTByVITe Ha Mrnokapg, 4yTO6bI OCBOﬁO,E[VITb KOHYUMK 311eKTpoaa.

E. Mpn HEOBXOANMOCTI ANA N3BIEUYEHUA KOHUMKA SNIEKTPOAA U3 CTEHKM cepALa 3aAeiCcTByiiTe BbITATMBAHVE B MPOTUBOMONOXHOM HaNpaBneHum, UCNonb3ys ANs 3TOrO BHELHWUIA KaTeTep 1

BbiTArMBawoLwee y(TpOI;ICTBO4

P017513-00 02MAR21  (2021-03-02) 13



NHCTpYKUmM NO NpUMEHEHNIO

[ © Spectranetics

NazepHbiii katetep SLS I

Russian/Pycckunin

10.  W3Bneub nasepHbiN KaTeTep v BHELHWI KaTeTep MOXHO B /0601 MOMEHT BO BPEMS NMpoLeAypbl. ECin aneKkTpos 0cBOGOXAEH, ero He0GXOAMMO BTAHYTb B /1a3ePHbIN KaTeTep A0 YAANEHUA NEKTPOA],
Na3epHOro KaTeTepa 1 BHELHEro KaTteTepa v3 Tena.

MEPbI MPEAOCTOPOXXHOCTMW. MNpw yganeHun nasepHoro Katetepa 13 Tena no KakuM-n1mbo npuurHam TwaTeslbHO OUnMcTuTe GpU3NONOrMYecKNM pacTBOPOM CTePXKeHb, BHYTPEHHMI NMPOCBET U KoHeL|
YCTPOWCTBa ANA yAaneHna YacTuL, 1 NpeoTBpaLieHNA HaIMNaHNA KPOBU.

MEPbI MPEAOCTOPOXKHOCTW. B cnyyae nepekpyumBaHua Uy NOBPeXAeHNA Na3epHOro KaTeTepa BO BPeMA SKCMyaTaluy, KOTOpoe MOATBepXKAaeTcsA PeHTreHorpapuuecknum n3obpaxeHuem,
peKoMeHAyeTCA NpeKpaTUTb UCMOSb30BaHe 3TOro YCTPoncTBa. OLeHUTe OTHOCKTENIbHOE COOTHOLLEHNE PUCKOB U NPEVNMYLLECTB MeXAY YAaNneHeM yCTPONCTBA U AaNbHELLNM ero UCMOoNb30BaHEM.

12.3. O6yueHue Bpauen

. ObyueHvie Bpayel B 4acTU SKCMyaTaLum JlJa3epHOro KaTeTepa 1 SKCUMepHo nasepHoit cuctembl CVX-300 fOMKHO BKOYATb:

. ayAnTopHOE 0byueHIe Bonpocam 6€30nacHOCTU N G13NYECKUM NPUHLMNAM PaboTbl C Na3epHbIM YCTPOCTBOM;

. creuvanbHyio Mpe3eHTaLmio C ON1McaH1eM NprHLMNa paboTbl Tla3epHOro YCTPOWCTBA C MoCeAyioLel leMOHCTpaLell SKCMMepHoli nasepHoii cuctembl CVX-300;

. npaKkTuyeckoe obyyeHne sKCnNyaTaLmy SKCMMepHON nasepHoii cuctembl CVX-300 AnA yaaneHns SneKTpoaos;

. HabniofeHMe 3a yhaneHneM no MeHblLLei Mepe [IByX 31eKTPOJOB C MOMOLLbIO /1a3epHOro KaTeTepa, BbIMOHAEMbIM OMbITHbIM MO/Ib30BaTeNIeM Nla3epHOro KaTeTepa;

. yfaneHne no MeHbLue Mepe AByX SNeKTPOAOB B NPKCYTCTBUM BTOPOTro Bpaya, 06/1a/jatoLLero onbiToM B yianeHny SNeKTPOAOB, U AUNNIOMWPOBaHHOO NpeacTaBnTeNA KoMnaHum Spectranetics;
. pexkomeHpoBaHHble HRS' 1 EHRA? fleiicTBUA B Cllyyae OCNOXHEHUIA.

13. OrpaHu4YeHHas rapaHTUA NpousBoguTens

MpousBoguTensb rapaHTMpyeT OTCyTCTBUE Y yCTpoiicTBa SLS Il fedeKToB MaTepranoB 1 N3roTOBMIEHNA NPUW YCIOBUM UCMONb30BaHNN 0 YKa3aHHOrO CpoKa rogHocT. OTBETCTBEHHOCTb MPOM3BOAUTENA MO
3TOV rapaHTUN OrPaHNUMBAETCA 3aMEHON MV BO3MELLEHVIEM CTOUMOCTY MOKYMKM toboro yctpoiictea SLS Il ¢ gedektom. [pousBoauTens He HeCceT OTBETCTBEHHOCTM 3a JI0OO ClyyalHbIN, CneuyanbHbIi
VN KOCBEHHBI ylep6 B pesynbTate UCMONb3oBaHWA ycTpoiictaa SLS II. MospexaeHue ycTpoiictsa SLS Il B pesynbrate HENPaBUIbHOTO UCMONb30BaAHNIA, BHECEHIA N3MEHEHNI, HENPABUILHOTO XPaHEHNA,
obpalleHVs 1y oboro Apyroro HapyLWeHUsA HACTOALLMX UHCTPYKLMI MO NPYMEHEHWIO aHHYNIMPYET HaCTOALLYI0 orpaHnyeHHylo rapaHtvuio. HACTOALLIAA OTPAHUYEHHAA FTAPAHTUA ABHO 3AMEHAET
BCE IPYTVE TAPAHTUW, ABHBIE U NOJAPA3YMEBAEMbIE, B TOM YAC/E NOJAPA3YMEBAEMYIO FAPAHTUIO KOMMEPYECKOW MPUrOAHOCTU WU NPUrOAHOCTU 1A ONPEAENEHHOM LIENN.
Hu ofHO pusnyeckoe unu pMANYECKoe NNLIO, B TOM YMC/E YNONHOMOYEHHbI NPeACTaBUTENb UMM TOPrOBbIN NOCPEAHNK NPOU3BOANTENSA, He VIMEET NONTHOMOUNIA NPOANEBATbL MU PaCLLMPATH 3Ty OrPaHUYEHHYIO
rapaHTuio, 1 Nilobas yMblLLIeHHaA NOMbITKa CienaTb 3T0 He ByaeT MeTb 1CKOBYIO Uiy NPOTVB NPOU3BOAUTENA. HacTosALas rapaHTVA PacnpOCTPaHAETCA TONbKO Ha ycTpoiicTBo SLS Il. CBefeHnA o rapaHTun
NPOU3BOAUTENSA Ha SKCUMEPHYI0 NasepHyto cuctemy CVX-300 npuBeaeHbl B JOKYMEHTaLMM K 3TOI cucTeme.

14. HectaHpgapTHble CUMBOJbI

Each Kit Includes
Kazblit KOMMNEKT COAepXKUT

Importer

Nmnoptep @

BHewHune KaTteTepbl

MpoTAXHaA NpoBONOKa

Tip Inner Diameter Tip Outer Diameter
BHyTpeHHWi1 AnameTp KoHuMKa BHewwHuin ArameTp KoHua
Size Laser Sheath

Pasvep JlazepHbiin KateTep
Outer Sheaths Fish Tape

Working Length
Pa6ouas anvHa

Quantity
Konnuectso

KOn-BO

CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
MPEAOCTEPEXEHUE. B cooTBeTCTBUM C defepanbHbiM 3akoHogaTenbcteom CLUA npoaaka 3Toro n3penna paspelueHa TobKO Bpayam UMn Mo MX 3aKasy.

15. MprmeHuMble cTaHAAPTDbI
HPOEKTVIpoBaHVIe 3TOro n3genvia BbiMOIHEHO B COOTBETCTBMN CO CTaHAAPTaMU, yKa3aHHbIMU B Ta6}1I/ILI,E 15.1.

Ta6nuua 15.1. CraHgapTbl, NpUMeHnMble Npu paspaboTke ycrpoiicTea SLS.

CraHpapT/HopmaTtus u gata | HasBaHue

BuocoBmecTumocTb

1SO 10993-1 bruonornueckoe oueHuBaHMe MeAUUWMHCKUX u3genuin. Yactb 1.
OueHka nccnefoBaHus.

K Koe UCC.

ENISO 14155 KnvHunueckoe wnccnegoBaHne WCNONb30BaHMA MeAULMHCKUAX  U3Aenuni,
NPOBOAVMOE C yuacTvieM ftoaen

KoHcTpykunsa

ANSI Z136.1 BesonacHoe ncnonb3osaHue nasepos

EN SO 10555-1

KaTeTepr BHYTpUCOCyancCTbie CcTepusbHble ana 0HOpPa3oBoOro
uncnonb3osarus. Yactb 1. O6wme TpeboBaHms.

US 21 CFR 820

Cnctema CTaHOapPTOB KayecTBa

OKpy»alowas cpeaa

1SO 14644-1 YuncTble NnomelLeHnA 1 CBA3aHHbIE C HAMW KOHTpOnMpyemble cpefbl. YacTb 1.
K}'IaCCVId)VIKaLI,I/Iﬂ YNCTOTbI BO3AyXa.

1SO 14644-2 YucTble NnomelLeHna 1 CBA3aHHbIE C HUMK KOHTpONuMpyemble cpepbl. YacTb 2.

TpE6OBaHVIﬂ K KOHTPOJ1I0 1 MOHUTOPWHTY ANA NOATBEPXAEHNA NOCTOAHHOIO
cootBeTCTBYA ISO 14644-1.

1 Wilkoff B.L., et al. Transvenous Lead Extraction: Heart Rhythm Society Expert Consensus on Facilities, Training, Indications, and Patient Management. Heart Rhythm. nionb 2009 .
2 Deharo J.C,, et al. Pathways for training and accreditation for transvenous lead extraction: a European Heart Rhythm Association position paper. Europace (2012 r.) 14, 124-134.
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CraHgapT/HOpmaTuB 1 AaTa | HasBaHne

MapkupoBka

EN 556-1 Crepunusauvs MeauUMHCKMX u3penvin.  TpeboBaHMA K MeAULMHCKAM
n3pgennam ¢ obosHauyeHnem CTEPWUIIbHO. TpeboBaHua K MeaVUMHCKUM
n3enunam, Noanexalimm GVHNLWHON cTepuansaumm.

EN 980 [papuueckne crmBONbI, MCMONb3yeMble 1A MapKUPOBKM MeAVNLIMHCKIX
nsgenui.

EN 1041 CBefieHVA 0 MeULMHCKUX N3AEeNUAX, NPeAoCTaBIseMble MPOV3BOANTENEM

1SO 15223 MepavumHckme wnspenva. CMMBOMbI, UCMOMb3yemble C HaKlenkamy Ha
MEeANLMHCKNX U3Aenusax, MapkMpoBKa 1 npefocTasiaemas uHpopmauma

YnakoBka

ENISO 11607-1 YnakoBKa MeguLMHCKUX U34enuii, Moanexallyx GUHULLHON CTepunm3aLmnu.
YacTb 1. TpeboBaHUA K MaTepuanam, CTepusibHbIM 6apbepHbIM CCTEMaM U
YNaKoOBOYHbIM CUCTEMAM.

ENISO 11607-2 YnakoBKa MeAULIMHCKNX U3AeNuiA, NoAnexXalyx GrHULWHON CcTeprnm3auun.
YacTb 2. TpeboBaHWA K BannaaLmm npoLeccoB GopmMoBaHus, repmeTnsaumm
1 c6bopKM.

1SO 780 YnakoBka. [paduueckme o603HaueHVs, NpUMeHsemble Ana 06paboTKm u
XpaHEeHNA ynaKkoBOK.

KauectBoO

EN ISO 13485 MepvumHckme nzgenva. Cuctembl ynpasfieHUA Ka4ecTBOM.

YnpasneHune puckamn

EN ISO 14971 MepuumHckue wmsgenua. lMpuMeHeHne cUCTeMbl YMpaBieHNA PUCKamn K
MeAULMHCKUM N3AeNnam.

EN 62366 MeanumHckme nsgenua. lNpumeHeHe NPOEKTVPOBaHUA SKCMTyaTalUNOHHON
NPUrOAHOCTU K MeAULIMHCKM U3AeNNAM.

Crepunusayms

ENISO 11135 Crepunusauvs  MeAMUMHCKON  mpogyKuuw. STuneHokcup. Yactb 1.
Tpe6osaHua K pa3paboTke, BanuaaLmm v TeKyLLeMy yrnpasieHunio NpoLeccom
cTepuAn3aLmn MeANLUHCKUX U3LeNUi.

16. YTunusauma

3Kcnnya'ra|.||/1ﬂ nytunnnsauma yCTpOVICTBa AOJIXKHbl COOTBETCTBOBaTb 06LL|SI'IpMH$ITOI7I MeAULMHCKON npakTnke n ,EleI7ICTBy}0LL|I/IM pernoHasnbHbIM, roCyaapCTBEHHbIM
d)enepaanblM 3aKOHaM 1 HOPMATUBHbIM NOJIOXKEHUAM.

MSAEHVIH MOryT npeacTaBnATb NOTEHUNANIbHYIO 6VIOﬂ0rVIHECKle OnacHOCTb Nocne NPUMeHEHNA.

B ciiyuae noBpexgeHns ynakoBKmM 1 (Unn) Nocie NCTEYEHNS CPOKa FOAHOCTU N3Aenne HEO6XOAVMMO YTUNIM3MPOBATb B COOTBETCTBIN C NMPaBmiamMmm o6paLieHuns ¢
MeauLMHCKUMI oTxoaamm kKnacca A cornacHo CadlluH 2.1.7.2790-10.

Mcnonb3oBaHHOE n3fenue NOANEXNT yTUIN3aLmnmn B COOTBETCTBMU C MPaBUiaMmy ynpasieHusa MeaULMHCKAMUN oTxoaamm knacca B cornacHo CaHllvH 2.1.7.2790-10.
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