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1. Description

Spectranetics Turbo-Elite Laser Atherectomy Catheters are percutaneous intravascular devices constructed
of multiple optical fibers arranged around a guidewire lumen. Catheter sizing identification is printed on the
catheter.

For Turbo-Elite Laser Atherectomy Catheter, Over-The-Wire (OTW) catheters, a luer adapter located at the
proximal end of the usable length facilitates the use of the laser catheter over the appropriate sized guidewire
(0.0147,0.018" and 0.035"); see inset below.

For Turbo-Elite Laser Atherectomy Catheter, Rapid Exchange (RX) catheters, the guidewire lumen is formed
only through the last 9 cm of the distal tip, which has direct patient contact, and is concentric with the fiber array;
see inset below.

Mechanism of Action for Turbo-Elite Laser Atherectomy Catheters

The multifiber laser catheters transmit ultraviolet energy from the Spectranetics CVX-300 Excimer Laser to
the obstruction in the artery. The ultraviolet energy is delivered to the tip of the laser catheter to photoablate
lesions which may be comprised of atheroma, fibrosis, calcium, and thrombus; thus recanalizing diseased vessels
(photoablation is the process by which energy photons cause molecular bond disruption at the cellular level
without thermal damage to surrounding tissue). The Spectranetics laser catheters have a proprietary lubricious
coating to ease their trackability through arteries.

Glossary of Special Terms

Retrograde Fashion = In the direction opposite to blood flow.
Antegrade Fashion = In the direction of blood flow.

Baseline Angiography = Angiographic record of blood vessels.
Contralateral Approach = Arterial access by a crossover approach.

Z,
Guidewire Lumen —7

Figure 1: Turbo-Elite Laser Atherectomy Catheter (OTW)
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Table 1.1 Turbo-Elite Laser Atherectomy Catheter OTW Models
. Guidewire Max. Tip Max. Shaft | Working Sheath
Device Model P . . PR
I Compatibility Diameter Diameter Length | Compatibility
Description Number . . A
(in.) (in.) (in.) (cm) (Fr.)
Over-The-Wire (OTW) Catheter Specifications
0.9 mm 410-152 0.014 0.038 0.047 150 4
1.4 mm 414-151 0.014 0.055 0.056 150 5
1.7 mm 417-152 0.018 0.068 0.069 150 5
2.0 mm 420-006 0.018 0.080 0.081 150 6
23 mm 423-001 0.018 0.091 0.091 125 7
2.5mm 425-011 0.018 0.101 0.102 112 8
23 mm 423-135-02 0.035 0.091 0.091 125 7
2.5mm 425-135-02 0.035 0.101 0.102 112 8
9 cm Guidewire Lumen
Figure 2: Turbo-Elite Laser Atherectomy Catheter (RX)
Table 1.2 Turbo-Elite Laser Atherectomy Catheter RX Models
. Guidewire Max. Tip Max. Shaft | Working Sheath
Device Model oy s N . AT
s Compeatibility Diameter Diameter Length | Compatibility
Description Number N o q
(in.) (in.) (in.) (cm) (Fr.)
Rapid Exchange (RX) Catheter Specifications
0.9 mm 410-154 0.014 0.038 0.049 150 4
1.4 mm 414-159 0.014 0.057 0.062 150 5
1.7 mm 417-156 0.014 0.069 0.072 150 6
2.0mm 420-159 0.014 0.080 0.084 150 7

2. Indications for Use
For atherectomy of infrainguinal arteries.

3. Contraindications
No known contraindications.

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

Spectranetics’ Turbo-Elite Laser Atherectomy Catheters CVX-300 Excimer Laser software requirements:

Software Catheter Maximum Rep Rate
V3.8XX 80 Hz
V3.7XX 40 Hz

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

The laser catheter should not be operated in the presence of contrast. Prior to use, flush all residual contrast
media from the introducer sheath or guide catheter and in-line connectors. For the 1.4-2.0 RX design, failure
to do so may result in damage or dislodgement of the tip. Saline must be infused throughout the entire lasing

process.
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5. Precautions
This catheter has been sterilized using Ethylene Oxide and is supplied STERILE. The device is designated and
intended for SINGLE USE ONLY and must not be resterilized and/or reused.

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.

The sterility of the product is guaranteed only if the package is unopened and undamaged. Prior to use, visually
inspect the sterile package to ensure that the seals have not been broken. Do not use the catheter if the integrity
of the package has been compromised. Do not use catheter product if its “Use Before Date,’ found on package
labeling, has passed.

Before use, examine carefully all of the equipment to be used in the procedure for defects. Do not use any
equipment if it is damaged.

After use, dispose of all equipment in accordance with applicable specific requirements relating to hospital
waste, and potentially biohazardous materials.

Read the Operator’s Manual thoroughly before operating the CVX-300 Excimer Laser. Pay particular attention
to the Warnings and Responsibility section of the manual which explains Notes, Cautions, and Warnings to be
followed to ensure safe operation of the system.

During the procedure, appropriate anticoagulant and vasodilator therapy should be provided to the patient per
the institution’s protocol.

Saline must be infused throughout the entire lasing process.
6. Adverse Events

Use of the Spectranetics Turbo-Elite in conjunction with the CVX-300 Excimer Laser may contribute to the
following complications:

Events Observed during Clinical Studies (see Section 7)

Procedural Complications Serious Adverse Events In-Hospital Complications
+ Spasm « Death « Re-occlusion
« Major dissection + Reintervention + Pseudoaneurysm
« Thrombus - ALl + Renalfailure
« Distal embolization «  Major amputation + Bleeding
+ Perforation « Bypass surgery
«  Other « Hematoma with surgery

Potential Adverse Events NOT Observed during Clinical Studies (see Section 7)

« Nerveinjury « Stroke

« AV fistula formation « Myocardial infarction
« Endarterectomy « Arrhythmia

+ Infection

No long-term adverse effects on the arterial vessel wall, due to peripheral excimer laser recanalization, are known
at this time.

7. (Clinical Studies
CELLO Study

Data presented in this IFU were collected in support of safety and efficacy for Spectranetics brand TURBO-Booster
and CLiRpath TURBO catheters. The CELLO (CLiRpath Excimer Laser System to Enlarge Lumen Openings) Study,
IDE #G060015, enrolled 16 training cases and 45 analysis patients at 16 sites.
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Efficacy: The primary efficacy endpoint (= 20 percent reduction in percent diameter stenosis, on average, as
assessed by an angiographic core lab) for the analysis cohort demonstrated a 35 percent reduction in diameter
stenosis (34 percent in training cohort) using the TURBO-Booster system compared to pre-procedure in the
study. The secondary efficacy endpoint for acute procedural success (visual assessment of final residual stenosis)
was achieved in 97.8 and 100.0 percent of patients as visually assessed by physician in the enrolled and training
cohort, respectively.

Table 7.1. Lesion Locations

Location of vascular lesions Training (n=16) Analysis (n=45) Total (n=61)
SFA 13 43 56
Popliteal 3 2 5

Table 7.2 Procedural Information

Angiographic Results Training (n=16) | Analysis (n=45) | Total (n=61)
Reference vessel diameter (mm) 5.19 4.79 4.89
Average lesion length (mm) 72.08 50.89 56.45
Percent diameter stenosis — Pre 783 773 77.6
Percent diameter stenosis — After Turbo-Booster use 44.0 424 42.8
Percent diameter stenosis - Final 25.6 20.9 22.1

Table 7.3 Number of Occlusions Requiring Step-by-Step During Pilot Channel Creation

. Training Analysis Total
Total Occlusions Enrolled N (%) n (%) 1 (%)
Total Occlusions — 100% Diameter Stenosis 4 (25.0) 9(20.0) 13(21.3)
Step-by-Step Technique Used by Physician 0(0.0) 1(011.1) 1(1.6)
All Patients whereby step-by-step was not used 16 (100.0) 44(97.8) 60 (983)

during pilot channel creation

In one out of the 61 patients (1.6%), the physician elected to use the step-by-step technique.
Table 7.4 Complications possibly related to the TURBO-Booster

Procedural Complications Training (n=16) | Analysis (n=45) | Total (n=61)
Major dissection (Grade E or F) 0 0 0 (0%)
Distal embolization 1 2 3 (5%)
Other (Discomfort in treated leg post-procedure) 0 3 3 (5%)

Safety: The primary safety endpoint measured was the occurrence of major adverse events, defined as
clinical perforation, major dissection requiring surgery, major amputation, cerebrovascular accidents
(CVA), myocardial infarction, and death at the time of procedure, prior to release from the hospital (or
24 hours post-procedure, whichever comes first) at 30 days, and six (6) months. The CELLO study had
no major adverse events reported. Additionally, there were no Serious Adverse Events or Unanticipated
Adverse Device Effects.

CLI Studies

This data was based off previous versions of peripheral excimer laser atherectomy catheters. Data presented
in this IFU are comprised of a subset of patients pooled from three sources of consecutively treated patients
presenting with Critical Limb Ischemia (CLI), who were poor surgical candidates:

NOTE: All values based on angiographic core laboratory analysis

. LACI Phase 2 - a subset of patients from a prospective IDE registry conducted in 2001-2002 at 14 sites in the
US and Germany. The subset includes 26 limbs (in 25 patients) treated at 7 sites from the US and Germany
in which the step-by-step laser recanalization technique was utilized. In 13 of these cases, step-by-step
technique was utilized ab initio, that is, without first attempting to cross the occlusion with a guidewire.

. LACI Belgium - a subset of a 51-patient prospective registry conducted at 6 sites in Belgium. The subset
includes 9 limbs (in 9 patients) treated at 3 sites in Belgium in which the step-by-step laser recanalization
technique was utilized.

P017734-00 16FEB21  (2021-02-16) 6
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. Louisiana case series — a subset drawn from 62 cases included in an on-going data compilation by a single
physician group in central Louisiana, the Cardiovascular Institute of the South (CIS). This subset of patients
consists of 12 limbs (in 12 patients) in which the step-by-step laser recanalization technique was utilized.

Table 7.5 Procedure Information

Locations of vascular lesions (n=205)
SFA 138 (67%)
Popliteal 23 (11%)
Infrapopliteal 42 (20%)

Angiographic Results (n=47 limbs)
Lesions per limb 4.4
Average lesion length 734 +7.3 (mm)
Straightline flow to foot established 37 (79%)
Stent implanted 28 (60%)
Crossing Success Overall* 37 (79%)
Crossing success after guidewire attempt 24/34 (71%)
Crossing success ab initio cases 13/13 (100%)
Procedure success** 34 (72%)

NOTE: 47 limbs in 46 patients were treated. All percent calculations are based on 47 limbs.

*Crossing Success data has been stratified for step-by-step cases after conventional guidewire attempts in 24

limbs, and ab initio in 13 limbs.
**Procedure success: <50% final residual stenosis

Table 7.6 Complications, n=47 limbs

Procedural Complications
Spasm 1(2%)
Major dissection 4 (9%)
Thrombus 1(2%)
Distal embolization 3 (6%)
Perforation 3 (6%)
Other 5(11%)

In-Hospital Complications
Reocclusion 1(2%)
Pseudoaneurysm 1(2%)
Renal failure 1(2%)
Bleeding 1(2%)
Infection 0 (0%)
Other 0 (0%)

NOTE: 47 limbs in 46 patients were treated. All percent calculations are based on 47 limbs.

P017734-00 16FEB21  (2021-02-16)
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Table 7.7 Cumulative Serious Adverse Events (SAEs) through 6-month follow-up, for n=47 limbs

Death 3 (6%)
MI or Stroke 0 (0%)
Reintervention 6 (13%)
ALl 1(2%)
Major amputation 2 (4%)
Bypass surgery 2 (4%)
Endarterectomy 0 (0%)
Hematoma with surgery 2 (4%)
Total 16 (34%)

NOTE: 47 limbs in 46 patients were treated. All percent calculations are based on 47 limbs.
MI = Myocardial Infarction. ALl = Acute Limb Ischemia.

Table 7.8 Outcomes by Intention-to-Treat Analysis, n=47

Crossing success 37 (79%)
Procedure success 34 (72%)
Limb salvage 40 (85%)
Death, any cause 3 (6%)

Any SAE 16 (34%)

NOTE: 47 limbs in 46 patients were treated. All percent calculations are based on 47 limbs.

8. Individualization of Treatment
The risks and benefits described above should be carefully considered for each patient before use of the Turbo-
Elite Laser Atherectomy Catheter device.

Use of Turbo-Elite devices may be considered after initial conventional crossing attempts with guidewires are
unsuccessful due to:

. A rounded or eccentric occlusion stump deflecting the guidewire to a subintimal passage.
. The guidewire repeatedly being deflected into a large collateral branch flush with the occlusion stump.
. Calcification obstructing completion of guidewire passage within the obstructed lumen.

Additionally, recanalization of native arteries may be considered in patients presenting with occluded bypass
grafts.

Patient selection and clinical techniques should be conducted according to instructions provided in Section 2,
“Indications for Use,” and Section 9, “Operator’s Manual

P017734-00 16FEB21  (2021-02-16) 8
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9. Operator’s Manual
The devices described in this document can be operated within the following energy ranges on the CVX-300
Excimer Laser:

Table 9.1 Energy Parameters

Device Description Model No. Fluence Repetition Rate | Laser On/Off Time

OTW Catheters
0.9 mm 410-152 30-80 25-80* Continuous On
14 mm 414-151 30-60 25-80* Continuous On
1.7 mm 417-152 30-60 25-80* Continuous On
2.0mm 420-006 30-60 25-80* Continuous On
2.3 mm 423-001 30-60 25-80* Continuous On
2.5 mm 425-011 30-45 25-80* Continuous On
2.3 mm 423-135-02 30-60 25-80* Continuous On
2.5 mm 425-135-02 30-60 25-80* Continuous On

RX Catheters
0.9 mm 410-154 30-80 25-80* Continuous On
14 mm 414-159 30-60 25-80* Continuous On
1.7 mm 417-156 30-60 25-80* Continuous On
2.0mm 420-159 30-60 25-80* Continuous On

Recommended calibration settings: 45 Fluence, 25 Hz.

* 80 Hz maximum repetition rate is for software V3.8XX. For software V3.7XX, the maximum repetition rate is 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 catheter, should be examined carefully for defects. Examine the laser
catheter for bends, kinks or other damage. Do not use if it is damaged or unintentionally opened.

11. Compatibility

. The Spectranetics laser Atherectomy catheter is designed and intended to be used exclusively with
the Spectranetics CVX-300 Excimer Laser.

. Do not use in combination with any other laser system.

. Guidewire Compatibility

. See Catheter Specification Table in Section 1.

12. Directions for Use

Procedure Set Up

Some or all of the following additional materials, which are not included in the laser catheter package, may be
required for the procedure (these are single use items only—do not resterilize or reuse):

. Introducer sheaths and/or femoral guiding catheter(s) in the appropriate size and configuration to
select the peripheral artery and facilitate largest laser catheter to be used.

. Tuohy-Borst “y” adapter or hemostatic valve(s).

. Sterile normal saline.

P017734-00 16FEB21  (2021-02-16) 9
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. Standard contrast media.

. 0.014"0.018" and 0.035" guidewires.
The use of the CVX-300 Excimer Laser is restricted to physicians who are trained in peripheral vascular intervention
and who meet the training requirements listed below. These requirements include, but are not limited to:
1. Training of laser safety and physics.
2. Review of patient films of lesions that meet the indications for use.
3. A review of cases demonstrating the Excimer Laser Ablation technique in occlusions that meet the
indications for use.
A review of laser operation followed by a demonstration of the CVX-300 Excimer Laser.
Hands on training with the CVX-300 Excimer Laser and appropriate model.
A fully trained Spectranetics representative will be present to assist for a minimum of the first three cases.
Following the formal training session, Spectranetics will make available additional training if so requested
by the physician, support personnel, the institution or Spectranetics.

N o wn ok

Using sterile technique, open the sterile package. Remove the packaging wedges from the tray and gently lift the
laser catheter from the tray while supporting the black laser connector, also known as the proximal end, proximal
coupler, or proximal connector. Please note that the proximal end of the laser catheter connects only to the CVX-
300 Excimer Laser, and is not meant to have any patient contact.

Connect the proximal end of the laser catheter to the CVX-300 Excimer Laser and position the laser catheter in
the laser system extension pole. Calibrate the laser catheter following the instructions provided in the CVX-300
Excimer Laser Operator’s Manual.

1. Use standard femoral puncture technique to insert a 4 Fr. to 9 Fr. (depending on the largest interventional
device to be used during treatment) introducer sheath into the common femoral artery in antegrade
or retrograde fashion for contralateral approaches. Heparinize intravenously using the protocol for
heparinization.

2. Perform baseline angiography by injecting contrast medium through the introducer sheath or guiding
catheter. Obtain images in multiple projections, delineating anatomical variations and morphology of the
lesion(s) to be treated.

3. Introduce a 0.014" 0.018" or 0.035” guidewire to the peripheral occlusion via the introducer sheath or
guiding catheter.

4, Size and choose the laser catheter appropriately:

Table 12.1 Recommended Sizing

Catheter Size Proximal Vessel Diameter
0.9 mm 214 mm
T4 mm 22.1 mm
1.7 mm >2.6 mm
2.0 mm >3.0 mm
2.3 mm >3.5mm
2.5 mm >3.8 mm

5. Hydrate the outer jacket of the catheter to activate the hydrophilic coating. Either dip the catheter in a
basin or wipe with wet gauze using an appropriate sterile solution.

6. Flush the quidewire lumen of the laser catheter using 5-10 mL of heparinized saline.

7. Introduce the distal tip of The Spectranetics laser catheter over the selected guidewire. Under fluoroscopic
control, guide the laser catheter to the lesion. The laser catheter’s radiopaque band marker indicates its
position relative to the lesion.
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Figure 3 (not to scale)

Note: Always monitor laser catheter movement and the radiopaque tip marker position with fluoroscopy.
The movement and rate of advancement of the catheter distal tip should correspond directly with the rate
of advancement being applied to the proximal shaft of the catheter.

If corresponding movement is not apparent, reassess the lesion morphology, the laser energy being
applied and the status of support equipment prior to continued treatment.

In the absence of apparent catheter movement, care should be taken not to deliver excessive laser energy.

8. Inject contrast medium solution through the introducer sheath or guiding catheter to verify the positioning
of the laser catheter under fluoroscopy.

9. Following confirmation that the laser catheter’s position is in contact with the target lesion, and using
normal saline solution:
a. Flush all residual contrast media from the introducer sheath or guide catheter and in-line connectors.

b.  Flush all residual contrast media from the lasing site and vascular structures adjacent to the lasing
site, prior to activating the CVX-300 Excimer Laser. Warning: Do not activate the laser in the
presence of contrast.

[ Please refer to the Saline Infusion Protocol section of the Instructions for Use and perform saline
flush and infusion per the instructions.

10.  When using Turbo-Elite Laser Atherectomy Catheter models, the CVX-300 Excimer Laser will continuously
deliver energy as long as the footswitch is depressed. The length of the laser train is controlled by the
operator. It is generally recommended not to exceed 20 seconds of continuous lasing.

11.  Step-by-Step Method for Total Occlusion
a. Depress the footswitch, activating the CVX-300 Excimer Laser, and slowly, less than 1 mm per second,

advance the laser catheter 2-3 mm into the total occlusion, allowing the laser energy to remove the
desired material. Release the footswitch to deactivate the CVX-300 Excimer Laser.

Note: Advancing the laser catheter through moderately calcified lesions may require more pulses of laser
energy than fibrous atherosclerotic tissue

b. Advance the guidewire beyond the distal tip of the laser catheter further into the occlusion, a few
millimeters, and reactivate the laser as described in Step a above.

[ Continue in this step-by-step manner where the guidewire and then the laser catheter are advanced
and activated (mm by mm) until the catheter reaches the last 3-5 mm of the occlusion.

d. Cross the last 3-5 mm of the occlusion and enter the patent distal vessel with the guidewire first,
followed by the activated laser catheter over-the-wire.

e Leaving the guidewire in position, pull back the laser catheter and inject contrast medium through
the guiding catheter and examine the lesion via fluoroscopy.

f. Additional laser passes may be performed over-the-wire to achieve greater debulking of the lesion.
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g. If resistance to catheter advancement is met (such as calcium), immediately stop lasing by releasing
the footswitch to deactivate the CVX-300 Excimer Laser. The fluence and repetition rates can be
increased in order to advance. To avoid the potential of heat build-up, the catheter must be advanced
while lasing.

Note: If the laser catheter is removed from the vessel for any reason, thoroughly clean the laser catheter’s
outer surface, inner lumen, and tip with heparinized saline to prevent blood from sticking. Blood
remaining on the laser catheter may diminish the efficiency of the laser catheter.

12. Standard Method for Treating Stenoses

a. Depress the footswitch, activating the CVX-300 Excimer Laser, and slowly, less than 1 mm per
second, advance the laser catheter through the stenosis. Release the footswitch to deactivate the
CVX-300 Excimer Laser.

b. Additional laser passes may be performed over-the-wire to achieve greater debulking of the
lesion. If resistance to catheter advancement is met (such as calcium), immediately stop lasing by
releasing the footswitch to deactivate the CVX-300 Excimer Laser. The fluence and repetition rates
can be increased in order to advance. To avoid the potential of heat build-up, the catheter must be
advanced while lasing.

13.  There is no need to remove the laser catheter from the patient in order to increase or decrease either
the fluence or pulse repetition rate; as the laser catheter was previously calibrated. Refer to the CVX-300

Excimer Laser Operator’s Manual.

Caution: All patients should be monitored for blood pressure and heart rate during the procedure.

14.  Following laser recanalization, perform follow-up angiography and balloon angioplasty if needed. Stenting
may be performed as required, in instances of acute recoil, major perforation, etc.
15.  Perform saline infusion protocol as required.

Note : Use of two operators is recommended for this technique. It is reccommended that the primary
physician-operator advance the laser catheter and operate the laser system foot pedal. A scrub assistant
should manage the saline infusion control syringe and (if appropriate) depress the fluoroscopy pedal.

a. Before the laser procedure, obtain a 500 mL bag of 0.9% normal saline (NaCl). It is not necessary to
add heparin or potassium to the saline solution. Connect the bag of saline to a sterile intravenous
line and terminate the line at a port on a triple manifold.

b. If applicable, cannulate the ostium of the artery with an appropriate “large lumen” guide catheter in
the usual fashion. It is recommended that the guide catheter not have side holes.
[ Under fluoroscopic guidance, advance the laser catheter into contact with the lesion. If necessary,

inject contrast to help position the tip of the laser catheter. If contrast appears to have become
entrapped between the laser catheter tip and the lesion, the laser catheter may be retracted slightly
(1-2 mm) to allow antegrade flow and contrast removal while flushing the system with saline.
However, before lasing, ensure that the laser catheter tip is in contact with the lesion.

d. Expel any residual contrast from the control syringe back into the contrast bottle. Clear the triple
manifold of contrast by drawing up saline through the manifold into the control syringe.

e. Remove the original control syringe from the manifold and replace it with a fresh 20 mL luer-lock
control syringe. This new 20 mL control syringe should be primed with saline prior to connection to
reduce the chance for introducing air bubbles. (Merit Medical and other vendors manufacture 20 mL
control syringes.)

f. Flush all traces of blood and contrast from the manifold, connector tubing, y-connector, and
introducer sheath or guide catheter, with at least 20-30 mL of saline (several syringes of saline). When
this initial flushing is completed, refill the 20 mL control syringe with saline.

g.  Underfluoroscopy, confirm that the tip of the laser catheter is in contact with the lesion (advance the
laser catheter if necessary), but do not inject contrast.

h.  When the primary operator indicates that he/she is ready to activate the laser system, the scrub
assistant should turn the manifold stopcock off to pressure and inject 10 mL of saline as rapidly as
possible (within 1-2 seconds). This bolus injection is to displace and/or dilute blood down to the
level of the capillaries and limit back-bleeding of blood into the laser ablation field.

i After the injection of the initial 10 mL bolus and without stopping the motion of injection, the scrub
assistant should next slow down the rate of injection to minimum of 2-3 mL/second through a
combination of the guidewire lumen and/or sheath.This portion of the saline infusion is to displace
and/or dilute the antegrade blood flow entering the laser ablation field. At the instant the scrub
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assistant slows down the injection rate, the primary operator should activate the CVX-300 Excimer
Laser by depressing the foot pedal and begin a lasing sequence.

j. The length of the laser train is controlled by the operator. It is generally recommended not to exceed
20 seconds of continuous lasing. Saline must be infused throughout the entire lasing process.

k. Terminate the saline injection at the end of the lasing train. Turn the manifold stopcock back to
pressure and refill the control syringe with 20 mL of saline in preparation for the next lasing
sequence.

I Each subsequent laser train should be preceded by a bolus of saline and performed with continuous
saline infusion as described in steps h-k.

m.  If contrastis used to assess treatment results during the course of a laser treatment, repeat steps d-g
prior to reactivation of the CVX-300 Excimer Laser (before activating the laser repeat steps h-k).

Note: Depending on which approach is used, antegrade or contralateral, saline can be administered
through the sheath (antegrade approach) or laser catheter inner lumen (contralateral approach). When
the contralateral approach is used, smaller diameter guidewires are suggested to allow adequate saline
infusion at the treatment site.

13. Warranty Information

Manufacturer warrants that the Turbo-Elite Laser Atherectomy Catheter is free from defects in material and
workmanship when used by the stated“Use By”date and when packageis unopened and undamaged immediately
before use. Manufacturer’s liability under this warranty is limited to replacement or refund of the purchase price of
any defective Turbo-Elite Laser Atherectomy Catheter. Manufacturer will not be liable for any incidental, special,
or consequential damages resulting from use of the Turbo-Elite Laser Atherectomy Catheter. Damage to the
Turbo-Elite Laser Atherectomy Catheter 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 Manufacturer. This limited warranty
covers only the Turbo-Elite Laser Atherectomy Catheter. Information on Manufacturer’s warranty relating to the
CVX-300 Excimer Laser can be found in the documentation relating to that device.

14. Non-Standard Symbology

Max. Tip Diameter _®' Max. Shaft Diameter _@

Working Length |- -l Sheath Compatibility
Guidewire Compatibility %) Energy Range
Hydrophilic Coating Quantity QTY

Importer @
Caution: Federal (USA) law restricts this device to sale by or on the order
of a physician. Rx ONLY
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The standards identified in Table 15.1 were applied to the development of the device.

Table 15.1: Standards applied to the development of the Turbo-Elite.

Standard/Norm and Date

Title

Biocompatibility:

1SO 10993-1

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

Clinical Study:

EN SO 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

Quality System Regulation

Environmental:

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

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

ENISO 11607-1

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

ENISO 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:

EN ISO 14971 Medical Devices - Application of risk management to medical devices
EN 62366 Medical Devices - Application of usability engineering to medical

devices

P017734-00 16FEB21
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Standard/Norm and Date Title

Sterilization:

ENISO 11135 Sterilization of health care products - Ethylene oxide - Part 1: Require-
ments 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.
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p (OTW)mn p IcTpoii 3ameHbI (RX)
CopepxaHue

1. OnucaHune 16
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5. MepbI NpeOCTOPOXKHOCTN 18
6. H T 18
7. K Kue nccnep, 19
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9. PyKOBOACTBO oneparopa 22
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11. CoBMecTUMOCTb 22
12. WHcTpyKumm no np 23
13. WHdopmauuma o rapaHTun 26
14. HectanpapTHble cumBonbi 27
15. MpuMmeHMBble cTaHAAPTDI 27
16. Yrunusauns 28

1. OnucaHue

JNasepHble KaTeTepbl AnAa aTtepaktomuy Spectranetics Turbo Elite npepctaBnAoT coboit upeckoxHble
BHYTpucocyaucTble yCTpOVICTBa, COoCToALWMNE N3 MHOXECTBA ONTUYECKUX BOJIOKOH, PaCroNOXeHHbIX BOKPYr
npocseTa ANnA NpoBONIOYHOrO HarnpasuTena. 0O603HaueHne pasmMepa KaTeTepa yKa3aHO Ha KaTeTepe.

Apantep Jlio3pa, pacronoXeHHbI Ha MPOKCMMANbHOM KOHLie MOMe3HON [JIVHbI Jla3epHOro Katetepa AnA
atepaktomum Turbo Elite ¢ cuctemonn pocraBku creHta no nposofHuKy (OTW), obneruyaeT BBeAeHue
na3epHOro Katetepa o NpoBOSIOYHOMY HanpaBUTeNio COOTBETCTBYoLero pasmepa (0,014 gioima, 0,018 gioima
1 0,035 gioiima); CM. BCTaBKY HUXKe.

MpocBeT Ans NPOBOMIOYHOTO HarnpaBuTeNs B NasepHOM KateTepe 6bicTpoii 3ameHbl (RX) ana atepakromumn
Turbo Elite dpopmupyetca Tonbko Ha NOCNeAHUX 9 CM AMCTanbHOrO KOHLA, KOTOPbIN HEMoCpeACTBEHHO
KOHTaKTUPYET C NaLmeHTOM. BoKpyr npocBeTa KOHLEHTPMYECKI pacronaraeTcst HAbop BOMOKOH; CM. BCTAaBKY HIXKeE.

MexaHu3m felicTBUA NasepHbIX KaTeTepoB ana atepakromum Turbo Elite

MHOroBONOKOHHbIE NasepHble KaTeTepbl MepeAaloT SHEPTMI0 YNLTPadMONETOBOIrO U3NYYEHUA OT SKCVIMEPHOTO
nasepa Spectranetics CVX-300 K npenAatcTBuio B apTepun. DHeprua ynbTpaduoneToBoro usnyyeHus
[IOCTaBNAETCA K HAaKOHEUYHUKY fla3epHOro Katetepa Ana $oToabnauuy nopakeHuii, KOTopble MOTYT COCTOATb
13 aTepombl, prbpo3a, KanbLmndrKauum n Tpomba. ITo obecrneurBaeT peKaHanM3aLmio MoPaXeHHbIX COCYAOB.
DoToabnAuMA — 3TO NPOLECC, NPU KOTOPOM dHepPrvA GOTOHOB Bbi3biBAeT paspyLUeHMe MONEKYNAPHBIX CBA3EN
Ha KNEeToYHOM ypoBHe 6e3 TEennoBoro NoBpexaeHus oKpy»atoLein TKaHW. JlasepHble KaTeTepbl Spectranetics
MMeloT 3anaTeHTOBaHHOE CMa3blBaloLLee NMOKPbITUE, KOTOPOE 06IEryYaeT UX MPOXOXKAEHME MO aPTEPUAM.

noccapwmii cney HbIX Tep

PeTporpagHbiii TUN — B HanpasneHum, NPOTUBOMONOXKHOM KPOBOTOKY.

AHTErpagHbIf TN — B HAaNpPaB/EHNI KPOBOTOKA.

McxopHan aHrmorpadpua — aHrnorpaduyeckan Bryanmsaumsa KPOBEHOCHbIX COCYAOB.
KoHTpanatepanbHbIi 4OCTYN — apTepuanbHblii JOCTYN NOCPEACTBOM NepeKpecTHOro AoCTyna.

MpocBeT AnA NPOBOIOYHOrO HaNpPaBUTena
PucyHok 1. JlazepHbliii KateTep ans atepakromun Turbo Elite (OTW)
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. TJ1a3epHbliii KaTeTeP A9 aTePIKTOMU WHCcTpyKumn no
© Spectranetics P P AnA arep by
Turbo Elite NPUMEHEeHnIo
Mopenm KaTeTepoB ¢ CCTeMOI JOCTaBKM CTeHTa No Russian/ Pycckuii a3bik
p (OTW)mn p! IcTpoii 3ameHbI (RX)
Ta6nuua 1.1. Mogenu OTW nasepHoro Katetepa ans arepakromuu Turbo Elite
CoBMeCTIMOCTb Makc. Makc.
Onucaxne NpPOBONOYHOro Anametp AnameTp Pa6ouas (CoBmecTUMOCTb
= Homep mopenn
ycTpoicTBa HanpaBUTeNsA |HaKOHeYHUKa| cTepKHA |AnuHa (cm) | o6onouky (Fr)
(aroimbi) (awoiimbi) (awoiimbi)
TexHUYeCKNe XapaKTepUCTUKN KaTeTepa € cMcTeMoli ,o0CTaBKM CTeHTa no nposoaHuky (OTW)
0,9 Mm 410-152 0,014 0,038 0,047 150 4
1,4 Mm 414-151 0,014 0,055 0,056 150 5
1,7 Mm 417-152 0,018 0,068 0,069 150 5
2,0 Mm 420-006 0,018 0,080 0,081 150 6
2,3 Mm 423-001 0,018 0,091 0,091 125 7
2,5 Mm 425-011 0,018 0,101 0,102 112 8
2,3 Mm 423-135-02 0,035 0,091 0,091 125 7
2,5Mm 425-135-02 0,035 0,101 0,102 112 8
MpocseT AnsA NPOBONOYHOTO HANPaBUTENS, 9 CM
PucyHok 2. JlazepHblii KaTeTep ana arepakromum Turbo Elite (RX)
Ta6bnuua 1.2. Mogenu RX nasepHoro Katetepa gna atepakromun Turbo Elite
CoBMecTMMOCTb Makc. Makc.
OnucaHune NPOBOJIOYHOrO Anametp Anametp Pa6ouas |CoBmMecTMMOCTb
. Homep mogenu
ycTpoiicTBa K TenAa |HakKc cTepkHA | anuHa (cm) | o6onoukm (Fr)
(aroinmbi) (aroimbi) (aroimbi)
TexHnUecKMe XxapaKTepucTuKn Katetepa 6bicTpoiir 3ameHbl (RX)
0,9 Mm 410-154 0,014 0,038 0,049 150 4
1,4 Mm 414-159 0,014 0,057 0,062 150 5
1,7 mm 417-156 0,014 0,069 0,072 150 6
2,0 Mm 420-159 0,014 0,080 0,084 150 7

2. O6nacTb NnpuMeHeHUs
[inA aTepaKTOMMM MHPPANHTBHANbHBIX apTEPWIA.

3. MpotmBonokasaHusa
/13BecTHble NpPOTMBOMNOKa3aHUA OTCYTCTBYIOT.

4. TpepocTepexeHnsa
B cooTtBeTcTBUM C pefiepanbHbIM 3aKoHOAaTenbcTBoM CLUA npopgaa 3Toro nsaenns paspelieHa TonbKo
Bpayam, NpoLleAINM COOTBETCTBYIOLee 06yyeHne, NN No X 3aKasy.

TpeboBaHuA K NporpaMmMHOMy obecrneyeHmnio skcmepHoro nasepa CVX-300 ana KaTeTepoB AfiA aTepIKTOMUMN
Spectranetics Turbo Elite

no MakcumanbHas yactota
MMNyNbCOB KaTeTepa
V3.8XX 80Ty
V3.7XX 40Ty

Mepemelyatb nasepHbil KaTeTep MOC/ie ero BBeAEHWS B TeNO NauveHTa Heo6XoAuMo TOMbKO Mpw
OHOBPEMEHHOM PEHTFEeHOCKOMNYECKOM KOHTPOSie C MOMOLbI0 PEHTFeHONIOrMYeckoro 06opynoBaHus,
obecneynBaloLLero BbICOKOe KayecTBO 1306paxeHuit.
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. TIazepHbiii KaTeTep 1A aTePIKTOMUM MHCcTpyKuum no
Q Spectranetics P P AnA arep PyKU
Turbo Elite NPUMEHEeHnIo
Mopenu KaTeTepoB ¢ CCTeMON AOCTaBKI CTEHTa Mo Russian/ Pycckuii a3bik
p (OTW)mn p! IcTpoii 3ameHbI (RX)

He cnepyeT ncnonb3oBaTb Na3epHbli KaTeTep B NPUCYTCTBMM KOHTPACTHOrO BelecTsa. Mepes ncnonb3oBaHuem
yAanute BCe OCTaTKM KOHTPACTHOrO BellecTBa M3 06OM0YUKM MHTPOAbIOCEPa WM HampaBnAloLWero Karetepa
N NUHENHbIX coepauHuTeneit. B cnyyae mopgenn RX ¢ gnametpom 1,4-2,0 HecobniofeHve 3Toro TpeboBaHuA
MOXET NMPUBECTUN K NOBPEXAEHMIO UM CMELLEHMI0 HAKOHeYHVKa. Ha npoTaXXeHnn Bcero npouecca reHepaumn
Na3epHOro U3nlyyeHna HeobxoaMMO BBOANTL Gr3MONOrMYeCKnin pacTBOp.

5. Mepbl NpesoCcTOpPOKHOCTYU

3TOT KaTeTep MpoLuesn crepunmaumio stuneHokecgom n noctasnaetca CTEPUNIbHBIM. YctpolictBo npegHasHaueHo
TOJNbKO AN1A OAHOPA30BOIO NMPUMEHEHWUA nosTopHaa ctepunmsauma 1 (1num) NOBTOPHOE WCMOsNb30BaHUE
He [JoMnyCKaloTCA.

3ATPELLAETCA noBTOpHas cTepunnsaumna 1 NOBTOPHOE MCMOJIb30BaHNE 3TOrO YCTPOWNCTBA, NOCKOMNbKY Takme
[eNCTBMA MOTYT NMPUBECTU K HapyLIeHWo ero GYHKLMIA 1 NOBLICUTb PUCK NEPEKPECTHOro 3apakeHua nocne
HeHafinexalleli NOBTOPHOI 06paboTku.

MoBTOpHOE KCNOob30BaHKe 3TOro O4HOPa30BOro yCTpOVICTBa MOXeT nosJeyb 3a Coboi HaHeceHne cepbe3Horo
Bpeaa 340POBbI0 MaUueHTa NN ero CMepPTb, a TakXe NPUBECTU K aHHYJTMPOBAHUIO rapaHTUNHbIX ob6A3aTenbCTB.

CrepunbHOCTb M3AENNA TapaHTUPYeTCA TOMbKO MPU YCTIOBWW, YTO YMakoBKa He BCKPbITa M He MoBpeXaeHa.
lMepen 1cnonb3oBaHMEM BHUMATEIbHO OCMOTPUTE CTEPUIbHYIO YTaKoBKY, UTOObI Y6eauTbCA B OTCYTCTBUM NOBPEXAEHMIA.
He ncnonb3yiiTte KateTep, eC/in LLENOCTHOCTb YNakoBKY HapyLleHa. He ncnonb3yite KateTep nocne Aatbl UCTeUeHNA
CpOKa roAHOCTY, yKa3aHHO Ha STUKETKe YMaKoBKU.

Mepen ncnonb3oBaHMeM BHMMATENIbHO OCMOTPWTE BCe MCMONb3yemoe AnA npouenypbl 06opynoBaHMe Ha
oTcyTcTBUE AedeKTOB. He ncnonb3yitTe noBpexaeHHoe 060pyaoBaHue.

Mocne wucnonb3oBaHuA yTVIl'IVISVIpyI?ITE BCe o6opyp,OBaHv|e B COOTBETCTBUM C MNPUMEHNMbIMN 0cob6bIMM
TpeﬁOBaHVIﬂMVI, Kacanwnmmnca meanynHCKUX OTXo40B U noTeHUnanbHO 61I0NOrMYeCKI ONacHbIX mMatepuanos.

Mepen skcnnyataumein 3kcumepHoro nasepa CVX-300 BHMMATENbHO MPOYTMTE PYKOBOACTBO OMepatopa.
O6patnte ocoboe BHUMaHVE Ha pasfen «[pefocTepexeHns N OTBETCTBEHHOCTb» PYKOBOACTBA, B KOTOPOM
06OBACHAITCA NPUMEYaHUA, NPefoCTEPEXEHNA U NPeaynpexXAeHUs, KOTOPbIM HeOBXOAMMO CnefoBaTb Ans
obecneyeHnsa 6esonacHom paboTbl CUCTEMDI.

Bo Bpemsa npoueaypbl CrefyeT MpoOBOAMTL COOTBETCTBYIOLYIO aHTUKOATYAAHTHYIO U COCYAOPACIUMPAIOLLYIO
Tepanuio B COOTBETCTBUN C POTOKOIOM NIeYEBHOTO YUPEKAEHN.

Ha NpoTsKeHnM BCero NpoLecca reHepaLyyiv 1a3epHoro 1syyeHns HeO6XOANMO BBOANTL GU3MOOrMUECKNIA PacTBOP.
6. HexenartenbHble ABNeHNA

Mcnonb3oBaHue KateTepa Spectranetics Turbo Elite B coueTaHun c akcmepHbiM nasepom CVX-300 moxeT
BbI3BaTb MePEUNCIEHHbIE HIXKE OCNIOXKHEHMA.

a , Habniopg; BO Bp K. KUX uccneposaHuii (cm. pasgen 7)
OcnoxHeHus nocne npoueaypbl | CepbesHbie FocnuT
- Cnasm « CmepTb - Peokkniosna
«  O6wupHoe paccnoeHne « [loBTOpHOe BMeLlaTeNnbCcTBO « [ceBpoaHeBpu3ma

. Tpomb6
« [uctanbHas am6onusauyums
« Mepdopayms

«  OcTpas nwemma KOHeYHOCTU
+  O6wWwwupHana amnyTauma
« lyHTnposaHue

« [NoyeyHan HeQOCTAaTOYHOCTb
« KpoBoteueHue

- [pyroe « [locneonepalroHHas remMatoma
Moteny T , HE Habniog B0 BP
(cm. paspen 7)

- TpaBma HepBa « WHcyner

«  ApTeproBeHo3HasA dpuctyna +  WHdbapKT Mmnokapaa

+  DHAapTepaKTOMMA «  Aputmua

« WHdekuuns

K KX MccrnegoBaHuii

B HacTosALlEE BpemsA He N3BeCTHO O KaKknx-nnmbo AONTOCPOYHbIX No6OYHbIX 3¢)¢QKTBX ANA CTEHOK apTepuanbHbIX
COCynoB Npu peKkaHanmsauum nepvld)epvluecwlx COCyA0B C MOMOLLbIO SKCUMMEPHOTO Nasepa.
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. TIazepHbiii KaTeTep 1A aTePIKTOMUM MHCcTpyKuum no
Q Spectranetics P PAnA aTep PyXyY
Turbo Elite NPUMEHEeHnIo
Mopenu KaTeTepoB ¢ CCTeMON AOCTaBKI CTEHTa Mo Russian/ Pycckuii a3bik
p (OTW)mn p! IcTpoii 3ameHbI (RX)

7. KnuHuuyeckue nccnepoBaHuA
WUccneposanune CELLO

[laHHble, NpeAcTaBneHHble B 3TON MHCTPYKLUMM NO 3KCMyaTauum, 6binn cobpaHbl B NoaaepxKy 6esonacHoctn n
addekTnBHOCTY KaTeTepoB Spectranetics TURBO Booster n CLiRpath TURBO. Miccneposanue CELLO (CLiRpath Excimer
Laser System to Enlarge Lumen Openings — 3kcumepHas nasepHas cvictema CLiRpath ans yBenmueHns npocseta),
ocBoGoxaeHve ana nccnepyemoro nsgenvisa Ne G060015, 16 LeHTPOB 1 45 NauyeHTOB 1A aHanu3a B 16 LieHTpax.

d¢ddekTnBHOCTL. MepBMUHAA KOHeYHasa Touka IPPEKTUBHOCTY (CpeAHee yMeHbLUEHVEe CYXeHWA NpocCBeTa
Ha = 20 % cornacHO OLEHKe OCHOBHOW aHrnorpaduyeckoi nabopatopun) ANA aHanM3Mpyemoi KoropTbl
NPOAEMOHCTPMPOBANa YMeHbLUEHVE CyXeHuA npocseTa Ha 35 % (34 % B Koropte wuCMbITaHWUA) npu
ncnonb3oBaHuy cuctembl TURBO Booster no cpaBHeHMIO € Cy»keHMeM NpocBeTa [jo NpoLeaypbl B MCCe[oBaHNN.
BTopunuHas KoHeuHasA TouKa 3QpPeKTUBHOCTY ANA HeNMoCpeCTBEHHOIO NPOoLieyPHOTO ycrnexa (BU3yasnbHaa oLeHKa
OKOHYaTeNIbHOro OCTaTOYHOrO CTeHO3a) Oblna [OCTUrHYTa y 97,8 % 1 100,0 % nauveHTOB COrnacHoO BK3yasbHOM
OLieHKe Bpaya B KOropTe BK/IOUYEHHbIX NMaLMEHTOB 1 KOropTe NCMblITaHNA COOTBETCTBEHHO.

Ta6bnuua 7.1. PacnonoxeHue nopakeHus

Pacnon?(envne COCYRMCTBIX WcnbiTanme (n = 16) Ananms (n =45) Bcero (n=61)
MoBepxHOCTHasA befpeHHasn apTepus 13 43 56
MNMopkoneHHas apTepus 3 2 5

Ta6nuua 7.2. Unpopmauus o npoueaype

PesynbTatbl aHrnorpapun WUcnbitaHue (n=16)| AHanu3 (n = 45) |Bcero (n=61)
PedepeHTHbIN ivameTp cocyaa (Mm) 5,19 4,79 4,89
CpepHanA fnHa nopakeHns (Mv) 72,08 50,89 56,45
MpoLeHT cyeHna NpocBeTa — nepef BMeLLaTeNIbCTBOM 783 77,3 77,6
TMpoLEHT cy»keHnA NpocBeTa — Nocsie NpYMeHeHns 440 424 228
Turbo Booster

MpoLEHT CyeHnA NpocBeTa — OKOHYaTeNbHbIN 25,6 20,9 22,1

Ta6nuua 7.3. Konn4ecTBo OKKN03ui, Tpe6yIoLuX nowaroBoro CO3AaHns BeayLiero KaHana

Mo OKK. Yy BKi naunentoB |Wcnbitanne, n (%)| Ananus, n(%) | Bcero, n (%)
MonHble okkNo3um — 100%-e cyxeHre NpocBeTa 4 (25,0 9 (20,0) 13(21,3)
Mowarosas MeToAMKa, UCNonb3yemas BpayoM 0(0,0) 1(11,1) 1(1,6)

Bce nauueHTbl, y KOTOPbIX NPU CO3AaHNN BeAYyLIEro
KaHana He 11Crosb3oBaach NoliaroBas MeToanKa

Y opHoro 13 61 nauueHTa (1,6 %) Bpay peLumn NCrnosb3oBaTb MOLIAroBy0 METOAVIKY.
Ta6bnuua 7.4. OcnoXKHeHNsA, KOTopble MOTyT 6bITb cBA3aHbI ¢ ycTpoiictBom TURBO Booster

16 (100,0) 44 (97,8 60 (98,3)

OcnoXxHeHnA nocne npoueaypbl WUcnbitanune (n=16)| AHanus (n = 45) |Bcero (n=61)
O6wwrpHoe paccnoerue (cteneHb E nnu F) 0 0 0 (0%)
[ucTtanbHaa ambonunsauus 1 2 3 (5%)
[pyroe (auckomopT B Hore nocne npoueaypbl) 0 3 3 (5%)

BesonacHocTb. MepBrYHOII M3MepsAeMOol KOHEYHOI TOuKoii 6e3onacHocTu 6bino T

b TeNbHbIX i1, onpep Kak KanA nep¢popauus, o6LMpHOe paccioeHue, Tpebyiolee
XUPYpPruyeckoro BMeLLaTesibcTBa, O6LMPHas aMmnyTauus, HapyLeHNs MO3roBOro Kp 6} , NHpaPKT
MUOKapAa 1 CMepTb BO Bpemsl npoLeAypbl, A0 BbINMCKY 13 60bHULbI (M1 Yepes 24 yaca nocne npoueaypbl,
B 3aBVICIMOCTM OT TOrO, YTO HaCTYNUT paHblue), Yepes 30 AHel u wectb (6) mecaues. B nccneposannmn CELLO He
coo6LWanocbL o T aBneHunAXx. Kpome Toro, He 6b10 cep ibIX ABNIEHUI

1nn HenpeABUAEHHBIX NO60YHbIX 3G PEKTOB, CBA3AHHDIX C YCTPONCTBOM.
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. TIazepHbiii KaTeTep 1A aTePIKTOMUM MHCcTpyKuum no
Q Spectranetics P P AnA arep PyKU
Turbo Elite NPUMEHEeHnIo
Mopenu KaTeTepoB ¢ CCTeMON AOCTaBKI CTEHTa Mo Russian/ Pycckuii a3bik
p (OTW)mn p! IcTpoii 3ameHbI (RX)

WUccnepoBanua CLI

OTM paHHble OGblv MOMlydYeHbl MPU WCMONb30BaHUM MNPeabiayLX BepCuil KaTeTepoB Afs aTepIKTOMUM
neprdepryeckix COCyA0B C MOMOLLbIO SKCUMEPHOTO nasepa. [JaHHble, NPeACTaBAeHHbIE B 3TOWM UHCTPYKLMI MO
aKCnnyataumm, 6binn cobpaHbl B MOATPYMMe MauMeHToB, 06bearHEHHbIX U3 TPEX NCTOUYHMKOB MOC/EeA0BaTeNbHO
NPOSIEYEHHbIX MALMEHTOB C KPUTUYECKON niwemmen koHeuyHocTen (Critical Limb Ischemia, CLI), Kotopbie 6biin
NAOXVIMM KaHAVAATaMM Ha XVPYPruecKoe BMEeLIaTeIbCTBO:

MPUMEYAHUE. Bce OCH( Ha 3e OCHOBHOW aHrnorpaduyeckoii nabopartopum

. LACI, dasa 2 — noarpynna nauyeHToB 13 NPOCMEKTYBHOTO PEECTPOBOrO MCCIe0BaHUA C OCBOBOXAEHNEM
AnAa uccnepgyemoro mspgenusa, nposogumoro B 2001-2002 rr. B 14 uentpax B CLUA n Tepmanun.
Moprpynna BknoyaeT 26 KoHeuHocTen (y 25 NauueHTOB), MposneyeHHbix B 7 LeHTpax B CLUA v fepmanun,
roe ucrnonb3oBaflacb MeTOAMKa MOLAroBOW flasepHON pekaHanumsauuv. B 13-Tm u3 3Tmx cnyvaes
noLuaroBas MeToAuKa ncnonb3osanach ab initio, T. e. 63 NnpeABapUTENbHON NOMNbITKN NPOWTU OKKIO3UI0
C NMOMOLLbIO MPOBOJIOYHOIO HanpaBuUTeNs.

. LACI, Benbrua — noarpynna NpPOCMeKTUBHOrO pPeecTpoBOro UCCNe[oBaHMA MpU yyactm 51 nauveHTa,
nposoaMmoro B 6 LeHTpax B bBenbruw. [Moarpynna BkMtoyaeT 9 KoHeuyHocTen (y 9 naumeHToB),
nponeyeHHbIX B 3 LieHTpax B benbruw, rhe ncnonb3osanach NoLlaroBas MeTofnKa 1asepHoN pekaHanmsaumum.

. Cepuis cyyaes B JlynsunaHe — Nogrpynna, CocTaBneHHas 13 62 Clyyaes, BKIIOUEHHbIX B MOCTOAHHDBINA COOP AaHHbIX
OfHOW rPynnoii Bpayell B LEHTpanbHoi JlyvsvaHe, FOXHbIA VHCTUTYT CepAeUHO-COCYAUCTbIX 3aboneBaHMin
(Cardiovascular Institute of the South, CIS). 3Ta noarpynna nawyeHToB cocTouT 13 12 KOHeuHocTel (y 12 naumneHToB),
r/e MCronb30oBanach MoLuaroBas METoANKa Nla3epHOi peKkaHanv3aumm.

Ta6nuua 7.5. Unpopmauums o npoueaype

PacnonoxeHune cocyancTbix nopa)keuui (n = 205)

MoBepxHOCTHas 6efpeHHan apTepus 138 (67%)
MopkoneHHas apTepus 23 (11%)
KoHeuHble BETBM NOAKONIEHHON apTepuu 42 (20%)
Pesynbratbl aHrmorpadpum (n = 47 KoHeYHoCTen)

MopakeHn Ha KOHeYHOCTb 4,4
CpepaHas AnnHa nopaxeHus 73,473 (Mm)
YcTaHOBIEH NPAMOIA MOTOK K cTOMNe 37 (79%)
MIMnnaHTMpoBaH CTeHT 28 (60%)
YcnelwHoe NpoxoxaeHue, Bcero* 37 (79%)
YcneluHoe npoxoxaeHune nocse nonbITK BBeAEHNA NPOBOSIOYHOIO HanpasmnTena 24/34 (71%)
Cnyvau ycnewHoro npoxoxaeHua ab initio 13/13 (100%)
Ycnex npouenypbi** 34 (72%)

NPVUMEYAHMWE. Bbino nponeyeHo 47 KoHeyHocTen y 46 naumneHToB. Bce npoLieHTHble 3HaYeHMA paccumTaHbl
[na 47 KOHeYHOCTeN.

* [laHHble 06 yCneLwHOM NPOXOXKAEHNI bl CTPATUOULIMPOBAHDBI A/1A ClyYaeB NCMONb30BaHWA MOLLIAroBoV METOAVKA
nocsie 06bIYHbIX MOMbITOK BBEAEHUS MPOBONIOYHOIO HaNpPaBUTENA B 24 KOHEYHOCTAX 1 ab initio B 13 KOHEUHOCTAX.

** Ycnex npouenypbl: < 50 % OKOHYATENIbHOrO OCTAaTOYHOIO CTEHO3a.
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Ta6nuua 7.6. OcnoxHeHusA, n =47 KOHeYHOCTelN
OcnoXHeHuA nocsne npoueaypbl
Cnasm 1(2%)
OB6LWNpPHOe paccioeHne 4 (9%)
Tpomb 1(2%)
[vcTanbHas smbonmsauns 3 (6%)
MNepdopauua 3 (6%)
[pyroe 5 (11%)
locnuTanbHble OCNOXKHEHUNA
Peokknio3us 1(2%)
MNceBnoaHeBpr3mMa 1(2%)
MouyeyHast HeJOCTaTOYHOCTb 1(2%)
KpoBoTeueHue 1(2%)
NHdekuyus 0 (0%)
[Lpyroe 0 (0%)

NMPVMEYAHMWE. Bbino nponeyeHo 47 KoOHeyHoCTel y 46 naumneHToB. Bce NpoLieHTHble 3HaYeHMA paccumTaHbl
ons 47 KOHeYHoCTeNn.

Ta6bnuua 7.7 CBofHbIE o cep bl X AB. (CHA) yepe3 6 mecsLeB HabnogeHus,

n =47 KoHeyHoCTe
CmepTb 3 (6%)
VM nnu nHcynst 0 (0%)
MoBTOpHOE BMeLaTeNbCTBO 6 (13%)
OcTpasn nwemmna KOHEYHOCTH 1(2%)
O6wWupHas amnyTayms 2 (4%)
LlyHTMpOBaHue 2 (4%)
DHAapTepaKTOMUA 0 (0%)
MNocneonepauroHHasa rematoma 2 (4%)
Bcero 16 (34%)

NPUMEYAHMWE. Bbino nponeyeHo 47 KoOHeyHoCTel y 46 naumneHToB. Bce NpoLieHTHble 3HaYeHMA paccumTaHbl
ons 47 KOHeYHoCTeNn.
VM — nHdapkT mrokappa. OUK — octpas nwemna KOHeYHOCTH.

Tabnuua 7.8. Vicxoapbl cornacHo aHanusy B COOTBETCTBIM CH p Ty Tb TenbCTBO, h =47
YcnewHoe npoxoxaeHve 37 (79%)
Ycnex npouenypbl 34 (72%)
CnaceHve KOHeYHOCTV 40 (85%)
CmepTb no noboi npuynHe 3 (6%)
Jlio6oe CHA 16 (34%)

NMPUMEYAHMUE. Bbino nponeyeHo 47 KoOHeyHoCTel y 46 naumneHToB. Bce NpoLeHTHble 3HaYeHMA paccumTaHbl
Ana 47 KOHeYHOCTeN.

8.

NHpnBuagyanusaums neuyeHns

Mepep ncnonb3oBaHVem NasepHoro Katetepa AnAa atepaktomum Turbo Elite Heo6xoarMo TwaTenbHO B3BECHTD
OMKMCaHHble BbILE PUCKM N NPeUMyLLeCTBa AN1A KaKAOro NnauveHTa.

Wcnonb3oBaHue yctponctea Turbo Elite MOXHO paccmaTpriBaTb Mocie TOro, Kak nepBOHayasnbHble MOMbITKA
06bIYHOTO NPOXOXAEHWA OKKI031M C MOMOLLbIO MPOBOJSIOYHOTO HaNpPaBUTENA OKkasanuch 6esycnewHbiMy 13-3a
cnepyowmnx ABNEHNI:

3aKpyrfeHHas WA SKCLEHTPUYHaA ¢opma OKK/I3UM, OTBOAALLAA MPOBOSIOYHbIN HanpaBuTeNb B
Cy6MHTUMANbHbIN NPOXOA;

NPOBOJIOYHbI HanpaBuTeNlb HECKOIbKO Pa3 OTKIOHAETCA B KPYyrMHylo GOKOBYIO BETBb Ha OAHOM
YPOBHe C OKKJI03meit;
KanbunduKauua npenaTcTyeT
3aKynopeHHOM NpocBeTe.

3aBepLEeHN0  MPOXOXAEHMA NPOBOJIOYHOrO HanpasuTena B

Kpome TOro, peKaHann3aumnto HaTUBHbIX apTepvu7| MOXHO NMPUMEHATb Yy NaLNeHTOB C OKKJIto31men LWYHTNPOBAHUA.

Bbibop nauueHTOB M KNVHWUYECKMX METO[0B HEeOOXOAMMO MPOBOAUTH B COOTBETCTBUM C MHCTPYKLMAMY,
npuBeAeHHbIMM B pasgene 2 «O6nacTb NpUMeHeHrs» 1 pasgesne 9 pykoBofCTBa onepaTopa.
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. TIazepHbiii KaTeTep 1A aTePIKTOMUM MHCcTpyKuum no
Q Spectranetics P P AnA arep PyKU
Turbo Elite NPUMEHEeHnIo
Mopenu KaTeTepoB ¢ CCTeMON AOCTaBKI CTEHTa Mo Russian/ Pycckuii a3bik
p (OTW)mn p! IcTpoii 3ameHbI (RX)

9. PyKoBopacTBO oneparopa
M3penvs, onucbiBaemble B HAcTOALLEM [JOKYMEHTE, MOryT 3KCMyaTUPOBaTbCA NPU COOMIOAEHUN YKa3aHHbIX
[nanee napameTpoB NuTaHMA IKcMMepHoro nasepa CVX-300.

Ta6bnuua 9.1. MapameTpbl NUTaHUA

. MnoTHOCTb NOTOKa Yacrora Bpemsa Bkn./
OnucaHue yctponcrea| Homep mopenu
3Heprumn MMNyNbcoB BbIKJ1. p

KaTtetepbl OTW

0,9 Mm 410-152 30-80 25-80* MOCTOAHHO BK/IOYEHHbI

1,4 Mm 414-151 30-60 25-80* MOCTOAHHO BK/HOYEHHbII

1,7 Mm 417-152 30-60 25-80* MOCTOAHHO BK/IOYEHHbI

2,0 Mm 420-006 30-60 25-80* MOCTOAHHO BK/HOYEHHbII

2,3 Mm 423-001 30-60 25-80* MOCTOAHHO BK/IOYEHHbI

2,5Mm 425-011 30-45 25-80* MOCTOAHHO BK/HOYEHHbII

2,3 Mm 423-135-02 30-60 25-80* MOCTOAHHO BK/IOYEHHbI

2,5Mm 425-135-02 30-60 25-80* MOCTOAHHO BK/HOYEHHbII
KaTteTtepbl RX

0.9 mm 410-154 30-80 25-80* MOCTOAHHO BK/HOYEHHbII

14 mm 414-159 30-60 25-80* MOCTOAHHO BK/IOYEHHbII

1.7 mm 417-156 30-60 25-80* MOCTOAHHO BK/HOYEHHbII

2.0mm 420-159 30-60 25-80* OCTOAHHO BK/TIOYEHHbIV

PekomeHpayemble HaCTPOWKIN KannbpoBKM: NNOTHOCTb MOTOKa SHeprumn — 45, 25 T,

* MakcumanbHaa yactota umnynbcos 80 My anAa nporpammHoro obecneveHusa V3.8XX. [InA nporpamMmmHoro
obecneyeHna V3.7XX MakcmanbHas YactoTa MMNynbcos coctaBnaet 40 My,

10. ®opma nocraBKU

10.1 Crepunusauyunsa

TonbKo AnA o4HOPa30BOro MCNosib3oBaHUsA. [ToBTOpHas ctepunusauus u (Mnm) NOBTOPHOE UCMONb3oBaHKe
He flonycKatoTcA.

70 YCTPOWCTBO MPOLLIIO CTepunmn3aLio StuneHokcuaom v noctasnaetca CTEPUITbHBIM. CrepunbHOCTb rapaHTupyeTcs,
€C/I1 YNaKoBKa He BCKPbITa 1 He MOBpeXaeHa.

10.2 TpaHcnopTMpoBKa 1 XpaHeHne
Bepeub ot Bnaru. XpaHuTtb B npoxsiafiHom cyxom MecTe. He gonyckaTb nonaaaHna NpAMOro CONHEYHOro CBeTa u
BO3/1€NCTBIA BbICOKMX TemnepaTyp (cbiwe 60 oC unu 140 oF).

10.3 OcmoTp nepep ncnonb3oBaHnem

Mepen wncnonb3oBaHWEM BHMMATENIbHO OCMOTPUTE CTEPU/bHYIO YMakoBKy, 4Tobbl ybeauTbca B
OTCYTCTBUM NOBpexAaeHuin. Bce ycTpoicTBa, KoTopble 6yAyT MCMONb30BaTbCA B XOAEe BbIMONHEHUA
npoueaypbl, B TOM uucfie KaTeTep, ciefyeT BHMMaTeNbHO OCMOTPETb Ha OTCyTCTBME AedeKTOB.
MpoBepbTe nasepHblii KaTeTep Ha OTCYTCTBME 3arnboB, NepekpyurBaHUA UK APYrUX NOBPEXAEHUN.
He ncnonb3yiite noBpeKAeHHOe NN HEHaMEPEHHO BCKPbITOe usgenue.

11. CoBMecCTMMOCTb

. JlasepHblii  KaTeTep AnA aTepakToMum Spectranetics npepHasHayeH ANA  WUCMONb30BaHUA
VCKNIOUNTENIbHO C 3KCMMepPHbIM nasepom Spectranetics CVX-300.

. He ncnonb3yiite ero B couetaHnn ¢ APYrummn nasepHbIMU cMcTeMamu.

. CoBMECTMMOCTb MPOBOJIOYHOTO HaNpPaBUTens

. CM. TabnuLly TeXHUYECKMX XapakTepuCTHK KaTeTepa B pasaene 1.
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12. WHCTpYKuMM No NnpuMeHeHunto

MoaroToBKa K BbINO/HEHUIO NPOLEAYPbI

[inA npoBefeHyA NpoLefypbl MOryT NOTPE6OBATLCA HEKOTOPbIE UM BCe U3 CefyloLUMX JOMOMHUTENbHBIX MaTepranos
(Bce OHM npepHa3HauyeHbl A OAHOPA30BOrO MPUMEHEHVA 1 He TMOAMexaT MOBTOPHOW CTepunusauum wunm
MOBTOPHOMY MPUMEHEHWIO):

. 000/104KM  MHTpOAblocepa U (UNKn) OGefpeHHbI  HaNPaBAAWMA KaTeTep (UNU  KaTeTepbl)
COOTBETCTBYIOLLErO pa3mepa ¥ KoHdUrypaumm ana soibopa nepudepuyeckoi aptepmn, Kotopble
NO3BOJIAIOT NCMOJb30BaTb CaMblii GOMbLLON NA3EPHbIN KaTeTep;

. Y-06pasHbliii afgantep Tyoxn — bopcTa nam remocTaTyecknin KnanaH (Mam Knanasbi);
. 06bIYHBIN CTEPUNBHBIV GU3NONOTNYECKIIA PACTBOP;

. CTaHAAPTHOE KOHTPACTHOE BELLEeCTBO;

. nposonoyHble Hanpasutenn 0,014 atorma, 0,018 groima n 0,035 aonma.

Wcnonb3oBaHne 3sKkcumepHoro nasepa CVX-300 paspelueHO TOMbKO Bpadam, MNPOLIEAWUM MOArOTOBKY MO

BMeLLaTeNbCTBaM Ha Neprdepryecknx cocyaax 1 OTBEYatOLLVIM NepeUrcieHHbIM HuKe TPe6oBaHVAM K NMOArOTOBKe.

CrnncoK TpeboBaHUIn He ABNAETCA NCUEPbIBAIOLLVIM.

1. O6yyeHne GU3MKe Nasepos v NpaBuIam TeEXHUKK 6e30nacHOCTY Npu paboTe ¢ HUMK.

2. MpoCMOTP CHYUMKOB NaLMEHTOB C NMOPAXEHWAMM, KOTOPbIE COOTBETCTBYIOT 0611aCTV NPUMEHEHUA.

3. MpocMoTp crlyyaes, AEMOHCTPUPYIOLMNX METOAVKY IKCUMEPHOW Na3epHOoW abnaummn npu OKKMI03MAX,
COOTBETCTBYIOLLMX 06N1ACTN NPUMEHEHNA.

4. PaccmoTpeHme nasepHOro BMeLLaTenbCTBa C AaSibHeLLen eMOHCTpaLen akcumepHoro nasepa CVX-300.

5. MpakTuyeckoe obyueHne c NCNonb3oBaHVeM aKcumepHoro nasepa CVX-300 1 COOTBETCTBYIOLEN MOAENN.

6. MpucyTCTBME NOMHOCTbIO NMOArOTOBNEHHOIO NpeacTaBuTens Spectranetics, roToBoro okasaTb NMomolub,
npv NpoBefeHNN NepBbIX TPEX nNpoueayp.

7. Mocne ¢opmanbHOro obyueHuns kKomnaHuA Spectranetics obecrneuvBaeT BO3MOXHOCTb [JOMOSHUTENbHOMO
0byyeHwA, ecnn 3Toro notpebyeT Bpay, BCNIOMOraTesbHbI NepcoHan, yupexxaeHme unm KomnaHus Spectranetics.

Cobniopas npaBuna obecrneyeHUA CTEPUIBHOCTM, OTKPOWTE CTEPUIbHYIO YMakoBKy. CHUMWTE C noTka
YNaKoBOYHbIE KNVHbA M aKKypaTHO BblHbTE fla3epHbIil KaTeTep U3 NI0TKa, NPVAEPXKMNBaA YePHbIN Nla3epHbIit
COeAuHNTENb, KOTOPbIA TakXe Ha3biBaloT MPOKCMMANbHbIM  KOHLIOM, MPOKCMManbHOW My$TON  man
NPOKCMManbHbIM coefuHuTenem. O6paTute BHUMAaHWE, YTO MPOKCHMANbHbBIA KOHEL| Nla3epHOro KateTepa
NOAKIIOYAETCA TONBKO K dKCMepHoMy nasepy CVX-300 1 He npefjHa3HaueH AJ1A KOHTaKTa C NaLeHTOM.

MopcoeanHUTe NMPOKCUManbHbI KOHEL, la3ePHOro KateTepa K SKcumepHomy nasepy CVX-300 u ycTaHoBuUTe
Na3epHblii KaTeTep Ha YANVHUTENbHYIO LTAHTY Jla3ePHON crcTembl. OTKanubpyiiTe nasepHblil KateTep, cleaya
MHCTPYKLUMAM, MpriBeeHHbIM B PYKOBOACTBE onepaTopa sKcumepHoro nasepa CVX-300.

1. Wcnonb3yiite cTaHAAPTHYIO MeTOLAMKY 6efipeHHO MyHKLMW, YTOObI BCTaBUTb 060SIOUKY MHTPOAbIOCcepa
pasmepom 4-9 Fr (B 3aBMCMMOCTU OT HanMOONbLIETO WHTEPBEHLMOHHOTO YCTPOMCTBA, KOTOpoe
6yfeT NCMonb30BaTbCA BO BpeMA npouefypbl) B o6Llylo 6eApeHHyo apTepuio B aHTErpajHoOM Wiu
peTporpafiHoM HampaBfeHUN ANIA KOHTpanaTepanbHOro [ocTyna. Beegute renapuH BHYTPVBEHHO
COrNlacHO NPOTOKOJTY renapuHU3aLmnu.

2. BBeanTe KOHTPACTHOE BeLIECTBO Yepes 060NOUKY MHTPOAbIOCEPa MM HAMPaBAALLMIA KaTeTep, YTOObI
BbIMOJIHUTb UCXOAHYIO aHrrorpadwio. Monyunte n306paxeHNA B HECKONbKMX MPOEKUMUAX C yKasaH/em
aHaTOMMYeCcKVX BapyaLuil 1 MOpdONornm MopaxeHuid, MoaexaLlmx JeueHuro.

3. BeeanTe npoBONOYHbIM HanpasuTtenb Auametpom 0,014 proima, 0,018 aronma wnam 0,035 gonma B
OKKJI031i0 Nepudepryeckoro cocyaa yepes 06010uKy MHTPOLbIOCEPA UM HAMPaBAAOLWMIA KaTeTep.
4, OnpegenuTe pa3mep NOAXOAALLEro Na3epHOro Katetepa.

Ta6nuua 12.1 PekomeHayeMblii pa3smep

Pasmep KaTeTepa Mpokc na TP cocyaa
0,9 Mm > 1,4mm
1.4 mm >2,1mMm
1,7 mm >2,6 MM
2,0 Mm > 3,0 Mm
2,3 Mm >3,5mm
2,5 Mm > 3,8 Mm
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5. YBnaxHWTe BHelLHee NOKPbITME KaTeTepa, YTOObl akTUBMPOBaTb rmapoduibHOe NOKPbITVe. [ 3Toro norpysute
KaTteTep B eMKOCTb UM NPOTPUTE BNAXKHON Mapsiel, UCMosb3ya COOTBETCTBYIOLLMIA CTEPUSIbHbIN PacTBOP.
6. MNpomowiTe NpocBeT ANA MPOBOIOYHOrO HanpaBUTENA B Na3epHOM KaTeTepe, mcnonb3ya 5-10 mn
renapuHN3MPOBaHHOIO GU3KNONOrNYECcKOro pacTeopa.
7. BBepuTe AMCTanbHbIN KOHeL la3epHOro KateTepa Spectranetics no BbIGPaHHOMY NPOBONIOYHOMY HaMpPaBUTENIO.

MoaBeanTe nasepHblil KateTep K MOPAKEHMIO MPY OJHOBPEMEHHOM PEHTTEHOCKOMMUYECKOM KOHTPONE.
PeHTreHOKOHTpacTHas MapKepHas MONOCKa J1a3epHOro  KateTepa yKasblBaeT €ro  MosioxeHue
OTHOCUTESIbHO MOPAXKEHUS.

[ucTtanbHbIl KOHeL

\

MapkepHan nonocka

MopTt npocseta ans
MPOBOJIOYHOTO HAMPABUTENS C
apanTepom JTroapa

PucyHok 3 (macwita6b He co6niogeH)

Mpumeyanue. 06aA3aTeNlbHO  OTCNEXMBaiTe ABUKEHNe Jla3epHoOro Karetepa W MNOJIOXKeHNe
PEeHTreHOKOHTPACTHOro MapKepa Ha €ro KoHLie € TOMOLbl0 METOA0B PEHTreHOCKONMNYEeCKOro KoHTpons.
ABuKeHne n CKOPOCTb NMpoABMXEeHNA AUCTAaNIbHOrNoO KOHUa KaTteTepa [O/IKHbI MPAMO COOTBETCTBOBaTb
CKOPOCTUN NpoaBUXeHuA, npm(nanblsaemoﬁl K NPOKCMaJIbHOMY CTEepPXKHIO KaTeTepa.

Ecnn cooTBeTcTBylOWee [ABUKEHWE He BUAHO, TMOBTOPHO OUEHUTe MopdoNoruio nopaxeHus,
NpPUMEHAEMYI0 Nla3epHyl0 DHEpruio U CoCToAHMEe BCMoMoraTtenbHoro o6GopyaoBaHuA nepepn
npoaomKeHNem npoueaypbl.

B oTcyTcTBMe BMAMMOro ABMMKEHUA KaTeTepa cnefyeT co6niogaTtb 0CTOPOXKHOCTb, YTOGbI He nogaBaThb
YpesMepHyIo nasepHyIo SHepruio.

8.  BBeawTe KOHTPACTHbIN PacTBOP Yepe3 0OONOUKY MHTPOABIOCEPA WV HAMPaBAAIOWMIA KaTeTep, YTobbl
NPOBEPUTH MOMOXKEHME NIa3ePHOrO KaTeTepa C MOMOLLbIO METOLOB PEHTTEHOCKOMMYECKOro KOHTPOSIS.
9.  Y6eauTecb, YTO Na3epHblil KaTeTep KacaeTcs LeneBoro NopaxeHns, U 1Cnonb3yinTe Gpr3nonornyeckunii
pacTBOP ANA yKasaHHbIX Aanee uene.
a.  YmanuTe BCe OCTaTKM KOHTPACTHOrO BELLECTBA M3 060M0UKY UHTPOAbIOCEPA WU HAMPaBAAIOLWEro
KaTeTepa 1 JIMHENHbIX COeanHUTENeN.

6. MNepep aktBaumen skcumepHoro nasepa CVX-300 yganute ocTaTok KOHTPACTHOro BellecTsa v3
06nacT reHepaLn NazepHOro N3yUYeHNaA v 13 NPUIEraloLyX K 3TON 061acT COCYANCTbIX CTPYKTYP.
Mpepoctepexerune! He akTnBupyiite nasep B NPUCYTCTBUN KOHTPaACTHOrO BellecTBa.

B. Cm. pazgen «[poToKon BA1BaHWA $Gr3MONOrMYeckoro pacTBopa» B MHCTPYKLMUAX MO NMPUMEHEHUIO 1
BbIMOJIHWTE MPOMbIBaHVE ¥ BBaHWe $G13MONOrMyeckoro pacTBopa B COOTBETCTBUM C UHCTPYKLIMAMU.
10. MMpwu ncnonb3oBaHMN MOAeNelt NlaepHbiX KaTeTepoB Ana atepakTomun Turbo Elite sKkcmepHbIi nasep
CVX-300 HenpepbIBHO NOJAET SHEPTUIO, MOKa HaXXaT HOXKHOI BbiK/touyaTenb. [POJOMKUTENBHOCTD Cepumn
Na3epHbIX MMNYNbCOB onpeaenseT onepatop. O6bIYHO PEKOMEHAYETCS, YUTOObI HEMpPepbIBHAA reHepauua
Na3epHOro U3nyyeHns He npesbllwana 20 cekyHa.
11. TMowaroBblii MeTOA ANA YCTPaHEHWUA NOMHON OKKNIO3MMN
a. HaXXmMuTe HOXHOW BbIKIOYaTENb, UTOObI aKTUBMPOBATb SKCUMEpPHbIi Nasep CVX-300, 1 MeAneHHO
(He 6onee 1 MM B ceKyHAY) NPOABMHbLTE NIa3ePHbIN KaTeTep Ha 2—-3 MM B MOJIHYIO OKK03WI0, yonpas
Tpebyemblii MaTepran C NOMOLLbIO Nla3epHON 3Heprun. OTNYCTUTE HOXHOW BbIKMKOYATENb, YTOObI
OTKIOYNTb SKCUMeEPHbIN nasep CVX-300.
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Mpumeuanue. Mpn npoABMKEHUM Na3epHOro KaTeTepa uepes TKaHb C YMEPEHHON CTeneHbio
KanbLumpuKaLmm MoXeT NoHaao6uTbca 6onbluee KONMYECTBO NMMYNIbCOB fla3epHON SHeprum, Yem npmn
npoxoxpaeHun yepes GpnGpPo3HyI0 aTepPOCKNEPOTUHECKYIO TKaHb.

6. npO/ZLBI/IHbTe I'IpOBOﬂOHHbII?I HanpasuTesnb 3a OVCTanbHbIN KOHeL, Jla3epHOro Karetepa Ha HECKOJTIbKO
MUNIMMeTPOB BI'J'Iy6b OKK/IO31K1 1 NOBTOPHO aKTVIBVIpyl;ITe nasep, Kak onncaHo B npeablayuiem Lare.
B. I'Ipononx(al?lTe nowaroso (MI/IHHVIMETP 3a MI/II'IHVIMeTpOM) npoasuratb I'IpOBOJ'IO‘-IHbII?I HanpasuTesb,

a 3aTem nasepHblil KaTeTep, aKTUBMPYA €ro Ha KaXAoM Luare, rnoka KateTep He [OCTUrHeT
nocnegHnx 3-5 MM OKK03u1n.

r. Mpoigute nocnegHne 3-5 MM OKKMIO3UM M CHayana BBeAuTe B MPOXOAMMBIN AUCTaNbHbIN COCYA
NPOBOJOYHbI HaNPaBUTENb, @ 3aTEM MPOBEANWTE aKTVBUPOBAHHDI TA3ePHbIN KaTeTep Mo NPOBOAHMKY.

A. OcTaBbTe NPOBONOYHbIV HaNPaBUTENb Ha MecTe 1 OTBeAWTE Na3epPHbIN KaTeTep Ha3aj, a 3aTem BBeauTe
KOHTpaCTHOE BeLLeCTBO Yepes HanpaBAoLWmil KaTeTep 1 UCCeAynTe Nopax}eHre C MOMOLLbH.

e. MO>XHO BbINOMHWTL JOMOSIHUTENbHbIE NPOXOAbI TA3EPHOro KaTeTepa No NPOBOAHWKY, 4TOObI yAanuTh
60MbLUMII 06bEM MOPaXKeHA.

x. Ecnu npu npofBuKeHnn KateTep BCTPeYaeT CoNpoTrBeHe (Hanpumep, 06nacTb Kanbumudmnkaumm),
Heme[IeHHO MpeKpaTuTe reHepauuio N1a3epHOro U3Ny4YeHus, OTMYCTUB HOXHOW BbIKtoYaTenb,
4TOObI OTKMIOUNTL SKCMMepPHbI nasep CVX-300. [na npopBMKeHUA Bnepef MOXHO YBENNYUTb
NOTHOCTb MOTOKA 3HEPrvK 1 YacToTy UMMYNbCOB. YTOObI n36exaTb NOTeHUMANbHOIO Neperpesa,
KaTeTep Heo6XOAMMO NPOABUraTb BO BPEMA reHepaLuy N1a3epHOro n3yyeHus.

ﬂpmmeuauwe. Ecnun nasepublﬁ KaTteTep no KaKoi-nuéo npuynHe npuxoanuTca wn3BNeYb U3 cocyaa,
TWaTesIbHO OYNCTUTE BHELIHIOO NOBEPXHOCTb, BHyTpeHHMﬁ NMpPocCBEeT N HAKOHEYHUK Nla3epHOoro Karetepa
renapnHN3npoBaHHbIM (‘)IIISIIIOIIOTVI‘IE(KIIIM pacTBOpoOMm, YyTOGbI npefoTBpaTuTb nNpuavnaHve Kposu.
KpoBb, ocTalowjasnca Ha 1a3epHOM KaTeTepe, MOXKeT CHU3UTb 9¢¢eKTI/IBHOCTb Jla3epHoro Karerepa.

12. CTaHAapTHbI MeTOA ieYeHNsA CTEHO30B

a. HaKmnTe HOXKHOW BbIKNoUaTeNb, YTOObI aKTUBMPOBATb SKCMMepHbIN flasep CVX-300, n meaneHHo
(He 6onee 1 MM B ceKyHAy) NMPOABMHbLTE Na3epHblii KaTeTep uyepes cTeHo3. OTNYCTUTE HOXHOM
BbIK/toUYaTesb, YUTOObI OTKOUUTL SKCMMepHbIN nasep CVX-300.

6. MOXHO BbINOMHUTbL [OMONHUTENbHBIE MPOXOAbI JIA3EPHOTO KaTeTepa Mo MPOBOAHUKY, UTOObI YAANNTL
60nbLUMIN 06bEM NopaxkeHUs. ECnv npv NpoaBviXKeHNn KaTeTep BCTPEYAEeT CONpPOoTUBeHMe (Hanprmep,
06nacTb KanbLMUKaLmm), HeMe[JIEHHO MPeKpaThTe TreHepaLmio NIa3epHOTO K3MlyYeHNs, OTMYCTUB
HOXHOW BbIK/toYaTesb, UTOObl OTKMIOUUTL SKCUMepPHDbIn Nlazep CVX-300. [1ns npoasvikeHus Bnepeq
MOXHO YBENIMYMUTb NIIOTHOCTb MOTOKA SHEPTUU 11 YaCTOTY MMMY/IbCOB. YTOObI M36€XKaTb MOTEHLMaNbHOTO
neperpesa, KateTep HeOHXOAMMO NPOABMraTb BO BPEMSA reHepaLvi Ja3epHOro U3nyyeHus.

13.  He Hy)HO 13BneKaTb na3epHbIl KaTeTep 13 NaLuneHTa AnA yBeNnyeHNA v yMeHbLUEeHUA NIOTHOCTX NOTOKa
SHEPrn AN YacToTbl UMMYNbCOB, NMOCKOMbKY Na3epHblii KaTeTep 6bin NpeABapuUTeNbHO OTKanMOpoBaH.
CM. pyKOBOACTBO orepaTtopa 3KcmepHoro nasepa CVX-300.

BHumaHue! Bo Bpema npouepypbl cnefyer KOHTPOAMpPOBaTb apTepuanbHOe AaBneHWe N 4acToTy

cepAeyHbIX COKpaLleHnil naymneHTa.

14. Tocne nasepHoO peKkaHanu3auum npu HeOOXOAVMMOCTY BbINOHWUTE KOHTPOMbHYIO aHrmorpaduio n
6annoHHyl0 aHrMoMNacTuKy. B ciyyae ocTporo cykeHus cocyfa, obwmpHoi nepdopaumn v T. 4. npu
HeobXOAVMOCTY MOXeT ObiTb BbIMOSIHEHO CTEHTUPOBaHME.

15.  Mpu HEOGXOAVMOCTY BbINONTHWTE NPOTOKON BAVBaHWA GY3MONOrMYecKoro pacteopa.

Np Ana np 3TOll METOAMKN PpeKOMeHAYeTCA NnpuB/iedb ABYX OMNepaTopos.
TnaBHbli onepaTop AOMKEH NPOABUraTb Na3epHblil KaTeTep N HAXUMaTb Nefanb ANA ero aKkTUBaLum.
MOMOWHNK [ONXKEH KOHTPONMPOBaTb BnAMBaHMEe ¢U3MNONOrMYECKOro pacTBopa uepes wnpuy u
(Npn HeO6XOAMMOCTI) HAXKMMATb NefasNb PEHTreHOCKONNYECKOro YCTPolicTBa.

a. Mepep nasepHoi npouenypoit Bo3bMuTe nakeT o6bemom 500 mn ¢ 0,9%-HbiM Ppr3nonornyecknm
pactBopom (NaCl). He HyxHO no6aBnsaTb B GpM3MONOTMYECKWIA PAcTBOP remapvH Uv Kanui.
Mopkniounte MakeT € QGU3MONOTMYECKNM PAaCcTBOPOM K CTEPWSIbHOW BHYTPVBEHHOW NUHWK ©
nepeKpoTe IMHUIO Ha NOpTe TPOWHOTO pPa3BeTBUTENA.

6. Mpu HeO6XOAMMOCTM KaHIONMPYITe YCTbe apTepum C MOMOLLIbIO COOTBETCTBYIOLLErO HanpaBAloLLEero
KaTeTepa C 6ONbWMM NPOCBETOM OObIYHBIM CMOCOOOM. PekomeHzyeTcAa uMCMonb3oBaTb
HanpaBnALLMIA KaTeTep 6e3 6OKOBbIX OTBEPCTUN.

B. MopBeaute  nasepHblii  KaTeTep  BMJIOTHYIO K MOPaXeHWo Npu  OJHOBPEMEHHOM
PeHTreHOCKOMNMYeckoM KoHTpose. [pn HeobxoAMMOCTM BBeAUTe KOHTPacCTHOe BeLlecTBo,
4To6bl OMpeAennTb MOJIOKEHME HAKOHEUHMKa Jla3epHOro KateTepa. Ecnm  KoHTpacTHoe
BELLeCTBO HabslofaeTcA MeXAy HaKOHEUYHVKOM Nla3epHOro KaTteTepa 1 NMopaKeHUeM, la3epHblii
KaTeTep MOXHO HEMHOro OTBeCTW Ha3aj (Ha 1-2 Mm), uTobbl 0becneunTb aHTerpaaHbIi MOTOK U
yfaneHne KOHTPACcTHOrO BelyecTBa Npu NPOMbIBaHNN CUCTEMbI GU3NONOTNYECKUM PaCcTBOPOM.
Mepepn reHepaLment nasepHOro n3ny4eHnsa obasaTtenbHO ybegutech, YTO HaKOHEUHNK Na3epHOro
KaTeTepa KacaeTcsl nopaxeHua.
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r. BbiBeayiTe OCTaTOK KOHTPACTHOTO BELLECTBA U3 KOHTPOMbHOMO LUNPHLa 06paTHO BO GrlakoH C KOHTPACTOM.

OumnCTHTE TPOWHOW PA3BETBUTESb OT KOHTPACTHOrO BELLECTBa, Habpas GY3MOMOrMUECKNn PacTBOP Yepes
|Pa3BeTBUTENb B KOHTPOJbHBIN LUMPUL.

e. M3BneKkunte NCXOAHDBIN KOHTPOMbHbIV WNPWL 13 Pa3BETBUTENA U NOAKIOUNTE BMECTO HEro HOBbIN
KOHTPOSbHBIN Wwnpuy o6bemom 20 M ¢ agantepom Jtodpa. DTOT HOBbIN KOHTPOMbHbIV LMWL,
o6bemom 20 Mn cnefyeT HanoNHUTb GY3NONOTMYECKM PACTBOPOM Nepes NOLKIIOUYEHNEM, YTOObI
CHU3WTb BEPOATHOCTb MOAB/EHNA Ny3bIPbKOB Bo3Ayxa. (KOHTponbHble WnpuLbl o6bemom 20 mn
npowussoaATca komnaxuein Merit Medical n agpyrvmn noctasLynkamu.)

e. BbimoiiTe Bce cneabl KPOBW WM KOHTPACTHOTO BeL|ecTBa W3 pasBeTBUTeNs, TPyOKW coeauHuTens,
Y-06pa3Horo coefuHUTENs 1 060NOUKIN MHTPOABIOCEPA WU HAMPABIAIOLLErO KaTeTepa, UCMonb3ys He
MeHee 20-30 M p13MONOrMUYECKOro pacTBOpa (HECKONBbKO LWNPULEB C GU3MONOTNYECKIM PaCTBOPOM).
Mocne 3aBeplieHVA MepBOHAYanbHON MPOMBIBKM MOBTOPHO 3amnofiHuTe  GU3MON0rnyecknm
PacTBOPOM KOHTPOJIbHBbIN LWNpuUL o6bemom 20 mi.

XK. C NMOMOLLbIO METOLOB PEHTIeHOCKOMUYECKOro KOHTPOnA yb6eautecb, YTO HaKOHEUYHUK la3epHOro
KaTeTepa KacaeTcA MopaxeHusa (Mpy HeO6XOAMMOCTW MPOABUHLTE Nla3epHbIli KaTeTep), HO He
BBOAMTE KOHTPACTHOE BELLECTBO.

3. Korga rnaBHbii onepaTtop COOGWMT O TOTOBHOCTU aKTMBUPOBATb J1a3epHYl0  CUCTEMY,
NMOMOLUHUK JO/MKEH OTKPbITb 3a/iBMXKKY Pa3BeTBMTENSA, YTOObl Kak MOXHO GbicTpee BBecTn 10 mMn
¢dur3monornyeckoro pactsopa nog fasneHriem (B TeueHne 1-2 cekyHp). 3Ta 60M0CHaA UHbEKLMA
npeAHasHayeHa ANA BbITECHeHUA W (Mnn) pa3baBneHna KPoBU A0 YPOBHA KanuniapoB U
OrpaHUYeHNA 06PaTHOTO KPOBOTOKA B MoJie asepHON abnauum.

n. Mocne BBeaeHus 10 M HayanbHOro 60s0Ca MOMOLLHVIK AOSKEH, He NpeKpaLlas BBeeHne pacTBopa,
CHV3UTb CKOPOCTb MHBEKUMU [0 MUHMManbHOW (2-3 mn/cek) yepes MpPOCBET MPOBONIOYHOTO
HanpasuTensa n (1nm) o6oNOYKY KaTeTepa. JTOT 3Tan BAMBaHWA GM3MONOrMYecKoro pactsopa
npeaHasHayeH AnA 3amelueHns u (unv) pasbaBneHns aHTerpagHoOro KPOBOTOKA, NOCTyMalowwero B
none nasepHon abnAaumun. B TOT MOMEHT, KOrAa NOMOLLHUK CHU3UT CKOPOCTb BBEAEHWA pacTBOpa,
rnaBHbI onepaTop [O/MKEH aKTVBMPOBaTb SKCMMepHbIN nasep CVX-300, HaxaB nefanb, U HavaTb
nocnefoBaTeNlbHOCTb reHepaLmn N1a3epHOro N3nyyeHus.

K. MpOAOMKNTENBHOCT CEPUM NA3EPHbIX MMYNbCOB onpeaenseT onepatop. O6bIYHO pekoMeHIyeTcs,
4TOGbI HENpepbIBHAA reHepaLya NasepHOro 13nyyeHns He npesbiwana 20 cekyHa. Ha npotsxeHun
BCEro npovecca reHepaLy NazepHoro 13nyyeHna HeobxoanMo BBOAUTL GU3NONOTNYECKINIA PacTBOP.

. MpekpatnTe BBeAeHUe (GU3MONOrMYECKOrO PacTBOPa B KOHLE CepuM nasepHbIX VIMMYIbCOB.
3aKpoiTe 3afBIKKY Pa3BeTBUTENA W CHOBA HaMoOJIHUTE KOHTPOJbHbIN wWwnpuL o6bemMom 20 mn
duU3nonormyeckum pacTBOPOM ANiA MOArOTOBKM K Creflyiolleil NocnefoBaTenbHOCTU reHepaunm
N1a3epPHOT0 U3yYeHus.

M. Kaxpol nocnepyiolleil cepum nasepHbIX MMMYNbCOB A0MKHA NPeLIecTBOBaTb 60N0CHaA MHbEKLUMA
du3monormyeckoro pacTBopa, a BO BpeMs Nofaun MMNybCoB CiefyeT BbINOMHATL HenpepbiBHOE
BAMBaHWe GpU3MONOrNYecKoro pacTBopa, Kak ONmMcaHo B LArax «3» — «i».

H. Ecnu ana oueHKn pe3ynbTaToB B XOA€ Na3epHON NpoLeypbl UCNOSb3yeTcA KOHTPACTHOE BeLecTBo,
BbINOMHANTE WWarM «r» — «K» Mepep MOBTOPHOM aKTMBaUMen 3KcumepHoro nasepa CVX-300
(nepep akTMBaLe nasepa NOBTOPUTE LIAMN «3» — «JI»).

MpumeyaHmne. B 3aBUCMMOCTM OT TUNA NCMOJIb3YeMOro 0CTYNa, aHTEerpajiHoOro NN KOHTpanaTepanbHoOro,
$usnonornyecknii pacTBop MOXXHO BBOAUTb Yepe3 060M104Ky MHTpPoAblocepa (aHTerpaaHblii fOCTYN)
unn yepes BHYTPEHHWUII MPOCBET NasepHOro Karetepa (KOHTpanatepanbHbili poctyn). B cnyuvae
KOHTpanarepanbHOro gocryna p AyeTca unc Tb Np HanpaBuMTeNnu MeHbLIero
Anametpa, 4To6bl ObecneunTb ap THOe dusmnonornyeckoro pacreopa B ob6nactb
npoBefeHNA ieYeHns.

13. WHdbopmauus o rapaHTUmn

MpousBoauTenb rapaHTMpyeT OTCYTCTBME y Nla3epHOro KaTeTepa AA atepakTomum Turbo Elite nedektos matepuriana
1 V3roTOBMEHNA MPW YCTIOBUM UCMOMb30BaHUA [0 YKa3aHHOrO CPOKa FOAHOCTY, a TakKe MpW YCIOBUM BCKPbITUA
HEMOBPEXAEHHOWM  YMaKOBKV HEMOCPEACTBEHHO Mepef  WCMomb3oBaHMeM. OTBETCTBEHHOCTb MPOU3BOAWTENA
No 3TOW rapaHTWK OrpaHNYVBaEeTCA 3aMeHOW WM BO3MELEHVEeM CTOMMOCTU MOKYMKU Jo6oro nasepHoro
KaTeTepa AnAa atepaktomum Turbo Elite ¢ pedektom. MponssoauTtenb He HeceT OTBETCTBEHHOCTW 3a No6OIA
CnyyaiiHbii, GakTUYeCKUini WK KOCBEHHbIN yLiep6, BO3HUKLIWIA B pe3ynbraTe WCMONMb30BaHWA Na3epHOro
KaTeTepa AnsA atepaktomuun Turbo Elite. MoBpexpaeHne nasepHoro katetepa ans atepaktomuu Turbo Elite B
pesynbTaTe HENpaBWIbHOTO WCMONb30BaHNA, BHECEHWA W3MEHEHWIl, HenpaBUIbHOMO XpaHeHus, obpalleHus
nam  noboro ApYroro HapyweHUs HacToAWMX VIHCTPYKLUMM MO NPUMEHEHWIO aHHYNMPYeT HaCTOALLYIO
orpaHudeHHyio rapaHTuio. HACTOALWAA OrPAHUYEHHAA TAPAHTUA BE3OrOBOPOYHO 3AMEHSAET COBOM
BCE OCTAJIbHbIE TAPAHTUW, MPAMbDIE WU NOAPA3YMEBAEMbIE, B TOM YUCJIE NMOAPA3YMEBAEMYIO
FTAPAHTUIO TOBAPHOW MPUrOAHOCTM WM MNPUFOAHOCTM ANA  OMPEQENEHHOW  LIEJIA.
Kakune-nnbo dumsmueckne nnm topuanyeckne nuua, B TOM YMcie YNoIHOMOYeHHble NpefcTaBuTeny Wi Aunepbl
MpownsBoaunTens, He MELOT NpaBa NPoJIeBaTb CPOK AVCTBUA UM PACLLMPATL YCOBUA STOW OrpaHNYeHHON rapaHTum,
1 nobas NombITKa BbiLLeyKa3aHHbIX JENCTBUA He GyAET VMETb I0PUAVYECKON CUNbl B OTHOLWeHWK [ponssoguTens.
OTa orpaHMyYeHHas rapaHTVA PacnpOCTPaHAETCA TOMbKO Ha NasepHblii KateTep AnA atepaktomun Turbo Elite.
CBefieHA 0 rapaHTWV NPOU3BOANTENA Ha SKCMMEPHbIN Na3ep CVX-300 npuBeaeHb! B JOKYMEHTaLMM K STOMY YCTPOWCTBY.
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14. HecraHgapTHble CUMBOJIbI

Max. Tip Diameter Max. Shaft Diameter
Makc. iuameTp HaKOHEYHUKa Makc. anameTp CTepKHA
Working Length I_ _l Sheath Compatibility
Pabouas anvHa COBMECTMOCTb 06010UKN

Guidewire Compatibility
L_GW Energy Range
CoBMECTUMOCTb MPOBOSIOYHOTO SR .
HanpaBmTens <T Max OD DHepreTyYecKnii AnanasoH
Hydrophilic Coating Quantity QTY
TnapodunbHoe NoKpbITUE Konwnuectso

Importer
Mmnoptep

Caution: Federal (USA) law restricts this device to sale by or on the order

of a physician.
BHumaHme! B cootBeTcTBMM C depepanbHbiM 3akoHoaaTenbcTeom CLUA npofaxa 3Toro) Rx ONLY

YCTPONCTBa pa3pelleHa TObKO BpayaMuamn no nx 3akasy.

15. MpumeHnMble cTaHAapPTbl
MpoeKT1poBaHue 3TOro 13aenns BbiNoSHEHO B COOTBETCTBUM CO CTaHAAPTaMU, yKasaHHbIMM B Tabnuue 15.1.

Tabnuua 15.1. CraHaapTbl, NPUMEHVMbIe Npu pa3paboTke ycTporicTaa Turbo Elite.

CraHpapT/HOpMaTUBHbIN HanmeHoBaHune
AOKYMEHT, gaTta

Buonormnyeckasa coBMecTMmMocTb

1SO 10993-1 Buonorunyeckoe oueHnBaHne MeAULNHCKUX YyCTPONCTB. YacTb 1.
OueHKa uccnenoBaHus

KnuHunueckoe nccnegosanne

EN ISO 14155 KnnHunyeckoe nccnepoBaHme NCnonb3oBaHUAa MeaULNHCKX U3AENWUIA,
nNpoBOAMMOE C yyacTuem Noaen

KoHcTpyKuns

ANSI Z136.1 Be3onacHoe ncnonb3oBaHne nasepos.

EN ISO 10555-1 KaTeTepbl BHyTPUCOCYANCTbIE CTEPUIIbHbBIE O[HOPA30BOro MCMOMb30BaHUA.
YacTb 1. O6wme TpeboBaHms

US 21 CFR 820 CncTema CTaHAAPTOB KayecTsa

OKpyxatowan cpefa

1SO 14644-1 YuncTtble nomMelLeHnA 1 CBA3aHHbIE C HMU KOHTPONMpyeMmble Cpefpbl.
YacTb 1. Knaccndumkayma unctotbl Bo3gyxa

1SO 14644-2 YuncTtble nomelleHrA 1 CBA3aHHbIE C HMU KOHTPOpyemble Cpefpbl.
YacTb 2. TpeboBaHUA K KOHTPOJO 1 MOHUTOPVHTY ANA NOATBEPXKAEHUA
NOCTOAHHOrO cooTBeTCTBUA ISO 14644-1.

Mapkuposka

EN 556-1 CTepunusaumna MeguuUmMHCKUX n3pennii. Tpe6oBaHUA K MeANLMHCKAM

n3penuam c o6osHayeHmem CTEPUSIBHO. TpeboBaHMA K MegULIMHCKAM
13aenvam, nognexawmm GUHNULLHON CTepun3aLmnm.

P017734-00 16FEB21  (2021-02-16) 27



© Spectranetics

G

TJ1a3epHblili KaTeTep A aTepPIKTOMAN

MHCcTpyKuum no

Turbo Elite NPUMEHEeHnIo

Mopenn KaTeTeposB C c1CcTeMol OCTaBKU CTEHTa Mo

Russian/ Pycckuii a3bik

p (OTW)mn p! IcTpoii 3ameHbI (RX)
CraHAapT/HOPMaTUBHbIN HanmeHoBaHune
AOKYMEHT, faTa
EN 980 lpaduueckme cUMBONbI, UCNONb3yemble AN MapPKUPOBKY
MeAVLMHCKIX U3AeNuii.
EN 1041 CBefieHV s 0 MeAVLIMHCKIX U3LeNusX, NPeAoCTaBsemMble MPOU3BOAUTENEM
1SO 15223 MepuumnHckne nsaenuna. CMBOSbI, NCNOJIb3yeMble C HaKNenkamm Ha
MeAULMHCKIX N3AENNAX, MapKUpoBKa 1 NpeocTaBnaemas uHgopmaums
YnakoBKa
ENISO 11607-1 YnakoBKa MeAVLMHCKUX N3NV, NOANEXaLWnX GUHMLLHON

cTepunmsaumn. Yactb 1. TpoeboBaHMA K MaTepuranam, CTepuibHbIM
6apbepHbIM CUCTEMAM 1 YNIAKOBOYHbBIM CUCTEMAM.

ENISO 11607-2

YnakoBKa MeAVLIMHCKUX U3AENMIA, NOANEXaLmX GUHULLHON CTepUIM3aLvn.
YacTb 2. TpeboBaHUA K BanvaaLv NpoLieccoB GopMOBaHUS, repmMeTM3aLn
1 COOPKN.

1SO 780 YnakoBKa. [paduueckrie 0603HaueHns, NpumeHaemMble Ana 06paboTkm 1
XpaHeHNA yNaKkoBOK.

KauectBO

EN ISO 13485 MepununHckne nsgenna. CuctemMbl ynpasneHa KauyecTBOM.

YnpaBneHmne puckammn

EN ISO 14971 MepauuuHckue nsgenua. MprMeHeHne CUCTEMbI yNpaBieHNA PUCKaMm K
MeAVLIMHCKAM U3AeNNAM.

EN 62366 MepunuuHckre nsgenva. NpumeHeHne NPoeKTNPoBaHUA
3KCNNyaTaLMOHHOM NPUrOAHOCTN K MEANLIMHCKM U3AeNUAM.

Crepunusayus

ENISO 11135 Crepunusaumna MefuUMHCKON NpoayKunn. dTuneHokema. Yacts 1.
TpeboBaHuA K pa3paboTke, BanupaLm 1 TeKyLLeMy yrpaBieHuio
NpOLIeCCOM CTEPUNMN3ALUN MESULINHCKNX N3NNI,

16. YTunusaunsa

anIMeHeHVIe n ytunmsayuo yCTpOVICTBa cnepyeTr OCywecTBnATb B COOTBETCTBUU C O6LL|EI'IpI/IHF|TOI2
MeANLINHCKOM I'IpaKTVIKOVI n AeVICTByIOLLlI/IMI/I pernoHanbHbIMU, TOCYyAapPCTBEHHBIMA N d)e,qepaﬂbelMVl 3aKOHamMun

N HOPMaTUBHbIMUN MOJTIOKEHUAMU.

W3penusa MOryT NpefcTaBnATb NOTEHUMANbHYO 6VIOJ10I'VI‘-I€CKyIO 0ONacHOCTb NocCsie NPUMeHeHNA.

B Cnlydyae noBpexAeHuA YNakoBKU U (unn) nocne wucteyeHua CpOKa rogHoctn wusgenuve Heobxoanmo
YyTUnn3npoBaTtb B COOTBETCTBMU C NpaBuiaMmu OﬁpaLLleHVlil C MeAMLMHCKUMM OTXofJaMun Knacca A cornacHo

CaHluH 2.1.7.2790-10.

Mcnonb3oBaHHOE M3aenvie NOANEXMUT YyTUAM3aLMn B COOTBETCTBIM C NPaBUaMn yNpaBneHusa MeanLMHCKMI
oTxogamu knacca B cornacHo CanlluH 2.1.7.2790-10.
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www.spectranetics.com

Spectranetics Corporation
d 9965 Federal Drive, Colorado Springs, CO 80921 USA

Tel: 1-800-231-0978 - Fax: 719-447-2022

Authorized Russian Representative:

13, Sergey Makeev Str., Moscow, 123022, Russia
PHILIPS Limited Liability Company
cmo-rca@philips.com

Contacts of the Attorney:
(Tel: (495) 937 93 00 Fax: (495) 937-93-07)
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