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1. Description

Rapid exchange (RX) catheters consists of optical fibers encased within a polyester shaft. There are two major
portions of the laser catheter shaft, the proximal portion which terminates at the laser connector, and the distal
portion which terminates at the tip having direct patient contact. The fibers terminate at the distal tip within
a polished adhesive end and at the proximal end within the laser connector. A radiopaque marker is located
on the distal end of the laser catheter to aid localization within the coronary vasculature in conjunction with
fluoroscopy. The guidewire lumen begins at the distal tip and is concentric with the fiber array, and exits the
laser catheter 9 cm away from the distal tip which has direct patient contact. A proximal marker is located on the
outer jacket of the laser catheter, 104 cm from the distal tip, to assist in the placement of the laser catheter within
a femoral guiding catheter without the need for fluoroscopy. When connected to the CVX-300 Excimer Laser
System, the operating parameters are: fluence 30-80 mJ/mm2 at a pulse rate of 25-80 Hz.

Mechanism of Action for ELCA Catheters

The multifiber laser catheters transmit ultraviolet energy from the Spectranetics CVX-300 Excimer Laser System
to the obstruction in the artery. The ultraviolet energy is delivered to the tip of the laser catheter to photoablate
fibrous, calcific, and atheromatous lesions, thus recanalizing diseased vessels (photo ablation 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 coronary vessels.

Glossary of Special Terms
Antegrade Fashion = In the direction of blood flow.

Baseline Angiography = Record of the cardiac muscle and blood vessels prior to a given interventional
angioplasty procedure.

Retrograde Fashion = In the direction opposite to blood flow.

9 cm Guidewire Lumen

<

Figure 1: Rapid Exchange (RX)
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Table 1.1 ELCA X-80 Coronary Laser Atherectomy Catheter Models (RX)

Device Model Max. Guif:le.v.vire N.Iax. Tip N.Iax. Tip Shea.th' ' Working
Description Number Comp.atlbuhty D r t D t Compatibility| Length
(in.) (in.) (mm) (Fr) (cm)
Rapid Exchange (RX) Catheter Specifications
09mm [ 110004 | 0014 | o038 | o097 | 4 [ 13545

2. Indications for Use

The X-80 Laser Catheters used in conjunction with the Spectranetics CVX-300 Excimer Laser System are intended
for use in patients with single or multivessel coronary artery disease, either as a stand-alone modality or in
conjunction with Percutaneous Transluminal Coronary Balloon Angioplasty (PTCA), and who are acceptable
candidates for coronary artery bypass graft (CABG) surgery. Adjunctive balloon angioplasty was performed,
at the clinical investigator’s discretion, for 85% of the lesions treated. The following Indications for Use,
Contraindications and Warnings have been established through multicenter clinical trials. Clinical experience
has provided reasonable assurance that the Spectranetics CVX-300 Excimer Laser System and the multifiber laser
catheter models are safe and effective for the following indications:

+ Occluded saphenous vein bypass grafts

+ Ostial lesions

+ Long lesions - (greater than 20 mm in length)

+ Moderately calcified stenoses - (Heavily calcified stenoses are those lesions that demonstrate complete
calcification when identified under fluoroscopy by angiography prior to the procedure. Moderately and
slightly calcified stenoses are all others.)

+ Total occlusions traversable by a guidewire

+ Lesions which previously failed balloon angioplasty - (This includes those lesions that were treated
unsuccessfully by PTCA. Lesions that have undergone a complicated PTCA procedure are not included in
this category.)

These lesions must be traversable by a guidewire and composed of atherosclerotic plaque and/or calcified
material. The lesions should be well defined by angiography.

3. Contraindications
+ Patient has acute thrombosis.
-+ Lesion is in an unprotected left main artery.
- Patient has experienced an acute myocardial infarction.
- Patient has ejection fraction of less than 30%.
+ Lesion is beyond acute bends or is in a location within the coronary anatomy where the catheter cannot
traverse.
- Guidewire cannot be passed through the lesion.
- Lesion is located within a bifurcation.

- Patientis not an acceptable candidate for bypass graft surgery.

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

A clinical investigation of the Spectranetics CVX-300 Excimer Laser System did not demonstrate safety and
effectiveness in lesions amenable to routine PTCA or those lesions not mentioned in the Indications for Use,
above.

The effect of adjunctive balloon angioplasty on restenosis, as opposed to laser alone, has not been studied.

Physicians should exercise care when treating patients for coronary artery disease with the CVX-300 Excimer
Laser System.

Spectranetics Coronary Laser Atherectomy Catheter require CVX-300 software version 3.712 or 3.812 or higher.

The use of the CVX-300 Excimer Laser System is restricted to physicians who are trained in angioplasty,
Percutaneous Transluminal Coronary Angioplasty (PTCA) 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. Areview of cases demonstrating the ELCA technique in lesions that meet the indications for use.
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A review of laser operation followed by a demonstration of the CVX-300 Excimer Laser System.

Hands on training with the CVX-300 Excimer Laser System and appropriate model.

A fully trained Spectranetics representative will be present to assist for a minimum of the first two cases.
Following the formal training session, Spectranetics will make available additional training if so requested
by the physician, support personnel, the institution or Spectranetics.

Nown s

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 been 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 (7030-0035 or 7030-0068) thoroughly before operating the CVX-300 Excimer Laser
System. 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 coronary vasodilator therapy must be provided to the
patient. Anticoagulant therapy should be administered per the institution’s PTCA protocol for a period of time to
be determined by the physician after the procedure.

Percutaneous Excimer Laser Coronary Atherectomy (ELCA) should be performed only at hospitals where
emergency coronary bypass graft surgery can be immediately performed in the event of a potentially injurious
or life threatening complication.

The results of clinical investigation indicated that patients with the following conditions are at a higher risk for
experiencing acute complications:

+ Patients with diabetes

« Patients with a history of smoking

+ Lesions within tortuous vessels

6. Potential Adverse Events
Use of the Spectranetics CVX-300 Excimer Laser System may contribute to the following complications:

. Dissection of the arterial wall . Perforation

. Acute reclosure . Embolization
. Aneurysm formation . Spasm

. Coronary artery bypass graft surgery . Thrombus

. Myocardial infarction . Arrhythmia

. Filling defects . Death

No long term adverse effects of ELCA are known at this time.
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7. (Clinical Studies

7.1 COMPARISON OF ELCA+PTCA TO PTCA ALONE IN RESTENOSED STENTS

The Laser Angioplasty of Restenosed Stents (LARS) randomized trial was initiated to compare ELCA+PTCA to
PTCA alone in diffuse (10-40mm) in-stent restenosis. First instances of restenosis in a subset of commercially
available stainless steel stents were treated, with the primary endpoint being absence of Major Adverse Cardiac
Events (MACE) at 6 months. An interim analysis of acute results was undertaken to obtain data to support the
indication of ELCA in stents prior to the administration of intravascular brachytherapy. Following approval of
the indication, LARS Trial recruitment was concluded after enrollment of 138 of the planned 320 patient study
group. Sixty-six (66) patients were allocated to the excimer laser group and 72 patients were allocated to the
balloon only control group. This cohort represents 43% of the planned study group. Due to the abbreviated study
group and underpowered nature of the study analysis, statistical inferences cannot be finalized and accidental
significance can occur.

Analysis:

Baseline characteristics of 138 LARS patients were similar between the two groups. Trends were observed toward
a higher incidence of prior myocardial infarction in the PTCA group and diabetes in the ELCA group. Lesion
characteristics and locations were also similar, with approximately 83% of lesions having 11 - 20 mm length.
Procedural success was equivalent in both groups. Quantitative coronary angiography (QCA) did not reveal
differences between groups in pre- and post-procedural lumen diameters. At 6-month follow-up, in a subgroup
of 49 patients who received a 6-month angiographic restudy, prior to removal of the protocol requirement, there
was a trend towards improved percent diameter stenosis and fewer late total occlusions in the control group.

Similar procedural complications were observed in the two groups. In the PTCA-only group, there was a mild
trend towards more balloon-induced dissection and stent damage in the form of stent strut distortion and
changes in stent:vessel wall apposition. Adjudicated incidences of MACE were tabulated at hospital discharge,
30-day, 6- and 9-month follow-up intervals. There was a trend towards higher incidences of MACE in the ELCA
group at each interval. This incidence was primarily driven by a higher rate of non-Q-wave myocardial infarction.
In the ELCA group, two in-hospital deaths were observed, one secondary to renal failure and one secondary to
chronic obstructive pulmonary disease (COPD).

Table 7.1.1 Baseline Characteristics

ELCA PTCA p

Patients 66 72
Age (years)
Mean (S.D.) 62.9 (12.0) 64.2 (11.7) 0.540
Females 20 (30.3%) 23 (31.9%) 0.835
Current Smoking 15 (23.8%) 12(17.1%) 0.340
Diabetes 27 (41.5%) 22 (30.6%) 0.180
Hypertension 48 (72.7%) 58 (80.6%) 0.276
Hypercholesterolemia 53 (80.4%) 54 (76.1%) 0.548
Canadian Classification

No angina 2(3.0%) 2(2.8%)

Class | 10 (15.2%) 12 (16.7%) 0.820

Class |l 13(19.7%) 20 (27.8%) ’

Class Il 20 (30.3%) 18 (25.0%)

Class IV 1(31.8%) 20 (27.8%)
Prior Ml 23 (43.4%) 31 (55.4%) 0.212
Prior CABG 1(20.8%) 13 (23.6%) 0.719

ELCA=excimer laser coronary angioplasty, PTCA=percutaneous transluminal coronary angioplasty,
Ml=myocardial infarction, CABG=coronary artery bypass grafts
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Table 7.1.2 Lesion Characteristics and Procedural Details

English / English

ELCA PTCA p
Patients 66 72
Culprit Vessel
LAD 18 (27.3%) 26 (36.1%) 0.649
LCX 21(31.8%) 19 (26.4%)
RCA 21 (31.8%) 19 (26.4%)
SVG 6 (9.1%) 7 (9.7%)
Other 0 1(1.4%)
Lesion Length
<10 mm 6 (9.4%) 3 (4.3%) 0.349
11-20 mm 53 (82.8%) 58 (82.9%)
21-30 mm 5 (7.8%) 9 (12.9%)
>30 mm 0 0
Procedural Success t 55 (85.9%) 64 (88.9%) 0.603

LAD=left anterior descending artery, LCX=left circumflex artery,

RCA=right coronary artery, SVG=saphenous vein graft
1 Procedural success defined as <50% stenosis without major

infarction, or coronary artery bypass surgery).

Table 7.1.3 Procedural Complications

in-hospital complications (death, myocardial

ELCA PTCA p
Patients 66 72
Any dissection 7 (10.6%) 8 (11.1%) 1.000
Acute thrombus 0 0
Haziness 2 (3.0%) 5 (6.9%) 0.444
No Reflow 0 0
Arrhythmia 0 1(1.4%) 1.000
Acute Vessel Closure 0 0
Occlusion of Side Branch 0 0
Occlusion Non-target 1(1.5%) 0 0.478
Coronary Spasm 2 (3.0%) 0 0.227
Coronary Embolism 1(1.5%) 0 0.478
Coronary Perforation 3 (4.5%) 1(1.4%) 0.349
Other 4 (6.1%) 2 (2.8%) 0.426
Laser/stent damage 0 n/a
Balloon/stent damage 2 (3.0%) 6 (8.3%) 0.278
Table 7.1.4 Procedural Complications - Bail-out Stenting
ELCA PTCA P

Patients 66 72
Any Bail-out Stenting 12 (18.8%) 8 (11.1%) 0.209
Why bailed-out?

Residual Narrowing 1(8.3%) 3(37.5%)

Ischemia with ST changes or C dissection 0 0

D, E or F dissection 1(8.3%) 2 (25.0%) 1.000

Reduction of TIMI flow at least 1 grade from 0 0

baseline

Elective 5 (41.7%) 1 (12.5%)

Other 5(41.7%) 2 (25.0%) 0.478
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Table 7.1.5 Quantitative Coronary Angiography and Late Total Occlusion

English / English

ELCA PTCA p

Patients

Pre-Procedure 61 69

Post-Procedure 60 69

Follow-up 26 23
Reference Diameter mm (SD) mm (SD)

Pre-Procedure 2.8(0.6) 2.6 (0.5) 0.014

Post-Procedure 2.8(0.5) 2.6 (0.5) 0.059

Follow-up 2.7 (0.5) 2.7 (0.5) 0.891
Mean MLD mm (SD) mm (SD)

Pre-Procedure 0.9 (0.5) 0.8 (0.4) 0.284

Post-Procedure 2.2(0.5) 2.1 (0.6) 0.499

Follow-up 0.9 (0.7) 1.5 (0.6) 0.008
% Diameter Stenosis mean (SD) mean (SD)

Pre-Procedure 67.0 (13.7) 67.4(13.4) 0.860

Post-Procedure 22.8(10.5) 20.7 (13.6) 0.340

Follow-up 64.6 (26.9) 459(17.3) 0.006
Late Total Occlusion* 6 (20.7%) 1(4.2%) 0.077

MLD=minimum lumen diameter

* Angiographically documented total occlusion at the lesion site >30 days and within 6 months of the index

procedure.

Table 7.1.6 Anginal Functional Class

ELCA PTCA p
Baseline
No angina 2(3.0%) 2 (2.8%)
Class || 10 (15.2%) 12 (16.7%)
Class Il 3 (19.7%) 20 (27.8%) 0.820
Class Il 20 (30.3%) 18(25.0%)
Class IV 21(31.8%) 20 (27.8%)
Month 1
No angina 32(53.3%) 42 (60.0%)
Class | 19(31.7%) 17 (24.3%)
Class I 3(5.0%) 5(7.1%) 0.819
Class Il 3 (5.0%) 4(5.7%)
Class IV 3 (5.0%) 2 (2.9%)
Month 6
No angina 30 (52.6%) 35 (58.3%)
Class | 11(19.3%) 15 (25.0%)
Class I 10 (17.5%) 5(8.3%) 0.133
Class Il 5 (8.8%) 1(1.7%)
Class IV 1(1.8%) 4(6.7%)
Month 9
No angina 35 (62.5%) 34 (58.6%)
Class | 10 (17.9%) 13 (22.4%)
Class Il 7 (12.5%) 6(10.3%) 0.964
Class Il 3(5.4%) 4(6.9%)
Class IV 1(1.8%) 1(1.7%)
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Table 7.1.7 CEC Adjudicated Clinical Endpoints through 30 Days

English / English

| ELCA | PTCA p
Through Discharge:
Patients with Data 66 72
CABG 2 (3.0%) 0 0.137
PCI 1(1.5%) 0 0.295
Death 2 (3.0%) 0 0.137
Myocardial Infarction 11 (16.7%) 4 (5.6%) 0.036
Non-Q-wave MI 9 (13.6%) 3 (4.2%)
Target Vessel Revasc. 2 (3.0%) 0 0.137
MACE 12 (18.2%) 4 (5.6%) 0.021
Through 30 Days:
Patients with Data: 47 65 5572
CABG 2(3.0%) 2(2.8%) 0.930
PCI 2 (3.0%) 1(1.4%) 0.509
Death 2 (3.0%) 0 0.137
Myocardial Infarction 13 (19.7%) 5 (6.9%) 0.026
Non-Q-wave Ml 11 (16.6%) 4 (5.5%)
Target Vessel Revasc. 3 (4.5%) 3 (4.2%) 0.913
MACE 14 (21.2%) 7 (9.7%) 0.061
Table 7.1.8 Investigator-Indicated Clinical Endpoints at Discharge
ELCA PTCA p
Patients with Data 66 72
CABG 2(3.0%) 0 0.227
PCI 1(1.5%) 0 0.478
Death 2(3.0%) 0 0.227
Myocardial Infarction 2 (3.0%) 2 (2.8%) 1.000
Target Vessel Revasc. 3 (4.6%) 0 0.107
MACE 5 (7.6%) 2 (2.8%) 0.259
Table 7.1.9 CEC Adjudicated Clinical Endpoints through 6 and 9 Months
ELCA PTCA p
Through 6 Months:
Patients with Data 60 66
CABG 6 (9.7%) 4 (5.9%) 0.406
PCl 15 (25.3%) 9(13.7%) 0.082
Death 2 (3.2%) 1(1.5%) 0.491
Myocardial Infarction 13 (19.7%) 5 (6.9%) 0.026
Non-Q-wave M| 11 (16.6%) 4 (5.5%)
Target Vessel Revasc. 18 (29.8%) 13 (19.6%) 0.151
MACE 24 (38.1%) 18 (26.5%) 0.093
Through 9 Months:
Patients with Data: 59 65
CABG 6(9.7%) 5 (7.5%) 0.615
PCI 18 (30.7%) 14 (22.0%) 0.185
Death 4 (6.6%) 1(1.5%) 0.142
Myocardial Infarction 13 (19.7%) 6 (8.5%) 0.050
Non-Q-wave Ml 11 (16.6%) 5 (6.9%)
Target Vessel Revasc. 21 (35.2%) 19 (29.6%) 0.352
MACE 28 (45.1%) 25 (37.6%) 0.198
P019002-00 17FEB21 (2021-02-17) 10
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7.2 COMPARISON OF ELCA AND PTCA PRIOR TO BRACHYTHERAPY

The following data has been reported by the investigators participating in the Washington Radiation for In-
Stent Restenosis Trial (WRIST). Patient data presented in the following tables were compiled from WRIST, Long
WRIST (long in-stent restenosis lesions 36-80mm), the y radiation registries including Long WRIST High Dose
(long in-stent restenosis lesions 36-80mm using 18 Gy at 2mm), Plavix WRIST (6 months Clopidogrel therapy post
coronary intervention and radiation), Compassionate WRIST (intracoronary localized radiation compassionate
protocol for prevention of recurrence of restenosis) and WRIST X-over group (patients who initially failed placebo
therapy and were subsequently treated with radiation). All WRIST studies were conducted under an IDE following
patient informed consent and were independently monitored.

Analysis: To make a direct comparison of outcomes between PTCA and ELCA prior to Ir192 brachytherapy
for in-stent restenosis, the data analysis was restricted to patients treated with PTCA+Ir192 and ELCA+Ir192.
Comparisons between continuous variables were made with a 2-sided T-test and between dichotomous
variables with a 2-sided continuity-corrected chi-squared test. A value of p<.05 was considered significant.

Baseline characteristics were similar between the two groups, with a trend toward more LCX lesions treated in
the PTCA+Ir192 group, but no significant differences in lesion characteristics were evident.

Table 7.2.1 Baseline Characteristics*

PTCA+Ir192 ELCA+Ir192 p
Age (years) 60 +12 63+11 0.100
Males 52 (75%) 68  (68%) 0.688
Smoking 44 (64%) 68 (68%) 0.921
Hypertension 44 (64%) 72 (72%) 0.628
Diabetes 21 (30%) 41 (41%) 0.465
Hypercholester. 52 (75%) 75 (75%) 0.992
Unstable Angina 55 (80%) 82 (82%) 0.985
Previous MI 40  (58%) 55  (55%) 0.975
Previous CABG 54 (78%) 70 (70%) 0.596
Multivessel disease 53  (77%) 63 (63%) 0.223
Prior restenosis 35 (51%) 67 (67%) 0.145
LVEF 0.47 + 0.1 045 + 0.1 0.203
n= 69 100

*PTCA = percutaneous transluminal coronary angioplasty, Ir = Iridium, ELCA = excimer laser coronary angioplasty,
MI = myocardial infarction, CABG = coronary artery bypass grafting, LVEF = left ventricular ejection fraction

Table 7.2.2 Lesion Characteristics and Procedural Details*

[ PTCA+Ir192 | ELCA+Ir192 | p

Culprit vessel

LAD 8 (12%) 19 (19%) 0.559

LCX 21 (31%) 15 (15%) 0.086

RCA 19 (27%) 26 (26%) 0.999

SVG 17 (25%) 38  (38%) 0.254
Type B2/C 36 (52%) 37 (37%) 0.198
Lesion length mm 24 + 11 25 + 114 0.568
Ref Vess Dia mm 33 + 0.6 34 + 09 0.387
Dose (Gy) 143 + 0.7 144 + 0.5 0.309
Proc. Successt 69 (100%) 100 (100%) 1.000
Complications 6 (9%) 6 (6%) 0.935

n= 69 100

*PTCA = percutaneous transluminal coronary angioplasty, Ir = Iridium, ELCA = excimer laser coronary angioplasty,
LAD = left anterior descending artery, LCX = left circumflex artery, RCA = right coronary artery, SVG = saphenous
vein graft, B2/C = modified AHA/ACC Lesion Classification Score, mm = millimeter, Gy = gray

tProcedure success defined as <50% stenosis without major in-hospital complications (death, myocardial
infarction, or coronary artery bypass surgery).

Angiographic analysis was reported for approximately half of the patients treated in the two groups.

P019002-00 17FEB21  (2021-02-17) M
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Table 7.2.3 Quantitative Coronary Analysis*
[ PTCA+Ir192 ELCA+Ir192 p
Ref Dia mm
Pre 29 = 0.6 2.7 = 0.6 0.146
Post 29 + 0.6 2.8 + 0.5 0.434
F-Up 29 = 0.6 3 + 06 0.466
MLD mm
Pre 1.2 + 05 0.9 + 0.6 0.018
Post 2 + 05 1.9 + 05 0.382
F-Up 1.9 + 09 1.6 + 0.9 0.146
DS%
Pre 57 £ 20 66 = 20 0.051
Post 30 £ 12 33 £ 12 0.275
F-Up 36 = 20 46 + 25 0.052
Late Loss mm 0.2 + 0.7 0.3 + 0.8 0.556
Loss index 04 + 14 0.2 + 0.8 0.458
Binary Restenosis 18 (53%) 29 (64%) 0.726
n=| 34 45

*PTCA = percutaneous transluminal coronary angioplasty, Ir = Iridium, ELCA = excimer laser coronary angioplasty,
Ref Dia = reference diameter, mm = millimeter, MLD = minimum luminal diameter, DS% = percent diameter
stenosis, Late Loss defined as the change in the lesion MLD from the final to the follow-up angiogram. Loss Index
(within the lesion) defined as late loss/acute gain. Binary Restenosis (at follow-up, 4-8 months angiogram after
treatment) defined as >50% diameter narrowing within the segment including the stent and its edges (within
5mm).

Clinical outcomes appear to be similar between the two groups. Overall TLR, TVR, and MACE rates were very
similar between the two groups. More Late Total Occlusions (LTO) were observed in the PTCA+Ir192 group.

Table 7.2.4 Clinical Outcomes*

[ PTCA+Ir192 | ELCA+Ir192 | p
30 days
MACE [ 1(1%) | 2 (2%) [ 0.948
6 months
Death 1 (1%) 5 (5%) 0.403
QMI 0 (0%) 2 (2%) 0.514
NQMI 9 (13%) 18 (18%) 0.515
TLR 13 (19%) 16 (16%) 0.784
TVR 23 (33%) 25 (25%) 0314
PTCA 21 (30%) 22 (22%) 0.290
CABG 9 (13%) 8 (8%) 0418
LTO 6 (9%) 1 (1%) 0.019
MACE 24 (35%) 29 (29%) 0.530
n= 69 100

*PTCA = percutaneous transluminal coronary angioplasty, Ir = Iridium, ELCA = excimer laser coronary angioplasty,
MACE = major adverse cardiac events (death, Q-wave Ml or TVR), QMI = Q-wave myocardial infarction, NQMI =
non-Q-wave MI, TLR = target lesion revascularization, TVR = target vessel revascularization, CABG = coronary
artery bypass grafts, LTO = late total occlusion.

Death defined as all-cause mortality.QMI or NQMI defined as a total creatinine kinase elevation >2x normal value
and/or elevated creatinine kinase MB fraction =20 ng/ml with or without new pathological q waves (>.04 sec) in
two or more contiguous leads.

TVR and TLR as characterized by repeat percutaneous intervention (PTCA) or CABG involving the treated vessel,
driven clinical signs of ischemia in the presence of angiographic restenosis.

Late total occlusion defined as angiographically documented total occlusion at the lesion site>30 days and
within 6 months of the index procedure.
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8. Individualization of Treatment
The risks and benefits described above should be carefully considered for each patient before use of ELCA.

Patient selection and clinical techniques should be conducted according to instructions provided in Section 2.,
“Indications for Use,” Section 7, “Clinical Studies,”and Section 12, “Directions for Use”

References

1. Textbook of Interventional Cardiology. Topol, E.J. Editor, 4th Edition: 2003, Chapter 31 - Laser, Topaz, O., pp
675-703.

2. Excimer Laser Revascularisation: Current Indications, Applications and Techniques. Topaz, O., Lasers in
Medical Science: 2001:Vol. 16, pp 72-77.

3. Effectiveness of Excimer Laser Coronary Angioplasty in Acute Myocardial Infarction or in Unstable Angina
Pectoris. Topaz, O. et al. American Journal of Cardiology: Apr 1, 2001: Vol. 87, pp 849-855.

4. Application of Excimer Laser Angioplasty in Acute Myocardial Infarction. Topaz, O. et al, Lasers in Surgery
and Medicine: 2001: Vol. 29, pp 185-192.

5. Rescue Excimer Laser Angioplasty in Patients with Acute Myocardial Infarction - The CARMEL Study. Topaz,
O. et al. (manuscript on file and currently under review for publication)

6. Excimer Laser — Assisted Coronary Angioplasty for Lesions Containing Thrombus. Estella, P. et al. Journal of
the American College of Cardiology: June 1993:Vol. 21: No. 7, pp 1550-1556.

7. Laser Angioplasty and Laser-Induced Thrombolysis in Revascularization of Anomalous Coronary Arteries.
Shah, R. et al. Journal of Invasive Cardiology: 2002: Vol. 14, pp 180-186.

8. Laser-Facilitated Thrombectomy: A New Therapeutic Option for Treatment of Thrombus-Laden Lesions.
Dahm, J. et al. Catheterization and Cardiovascular Interventions: 2002: Vol. 56, pp 365-372.

9. Comparison of Effectiveness of Excimer Laser Angioplasty in Patients with Acute Coronary Syndromes in
Those With — versus — Those Without Normal Left Ventricular Function. Topaz, O. et al. American Journal of
Cardiology: 2003: Vol. 91, pp 797-802.

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

Table 9.1 Energy Parameters

Device Description Model No. Fluence(mJ/mm?) Hepstitioniately(Jl=serDp/OtRTimS
(Hz) (sec)
ELCA RX Catheter
09mmx-80 |  110-004 | 30-80 | 25-80 | 10/5

2 Recommended calibration settings: 45 Fluence, 25 Hz.

10. How Supplied

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

The Spectranetics laser catheters have been sterlized using Ethylene Oxide and are 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.
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11. Compatibility
The Spectranetics Coronary Laser Atherectomy Catheter is designed and intended to be used exclusively with
the Spectranetics CVX-300 Excimer Laser System.

Do not use in combination with any other laser system.
Guidewire Compatibility
See Catheter Specification Table in Section 1.

12. Directions for Use

12.1 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):

+ Femoral guiding catheter(s) in the appropriate size and configuration to select the coronary artery
+ Hemostatic valve(s)

- Sterile normal saline

- Standard contrast media

+ 0.014"guidewires

Turn on the laser unit. Verify that the number 38 is displayed on the panel at start up. This ensures the proper
software version, 3.8, is installed in the laser.

CAUTION: If 38 is not displayed at start up, do NOT use catheter and contact Spectranetics Field Service
immediately.

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 System, and is not meant to have any patient contact.

Connect the proximal end of the laser catheter to the CVX-300 Excimer Laser System, and position the laser
catheter in the laser system extension pole or strain relief, whichever is supplied. Calibrate the laser catheter
following the instructions provided in the CVX-300 Excimer Laser System, Operator’s Manual (7030-0035 or 7030-
0068).

12.2 Clinical Technique
1. Use standard Percutaneous Seldinger Technique to insert an appropriate size introducer to accommodate
the guiding catheter, into the common femoral artery in a retrograde fashion. Heparinize intravenously
using the PTCA protocol for heparinization. Periodic measurement of activated clotting time (ACT greater
than 300 seconds) during the procedure will assist in maintaining optimum anticoagulation levels.

2. Introduce an appropriately sized guide catheter using the information provided in Table 1.1 (left or right
depending on the target coronary artery) using a standard 0.038" guidewire.

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

4, Introduce a 0.014” (or smaller) guidewire to the coronary arteries via the guiding catheter. Cross the
target lesion with the guidewire.

5. Size the laser catheter appropriately :

Table 12.2.1 Recommended Sizing

Catheter Size Reference Vessel Diameter

0.9 mm 22.0mm
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Distal Marker
Band

9 cm Guidewire Lumen

Figure 2: Rapid Exchange

Note: During use within the body, similar to any device used for vascular intervention, 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.

6. Insertion techniques (Bare Wiring)

Monitor the guidewire position within the vasculature under fluoroscopy.

b. Insert the guidewire into the laser catheter by introducing the proximal end of the guidewire into the
distal tip of the laser catheter, and carefully advance the laser catheter, in small increments, to avoid
kinking the guidewire. Grasp the guidewire as it exits the proximal guidewire port and maintain its
position in the patient’s circulatory system while advancing the laser catheter.

c. Loosen the hemostatic valve of the y-adapter being used in conjunction with the introducer inserted
during step 1 above.

d. Carefully insert the laser catheter through the hemostatic valve of the y-adapter into the guide catheter
and advance the laser catheter to the guide catheter distal tip while maintaining the guidewire position.

e. Reconfirmthe guide catheter position in the ostium of the coronary artery with contrast media injection
and fluoroscopy prior to advancing the laser catheter.

f.  Advance the laser catheter to the lesion site while maintaining the guidewire position in the patient’s
circulatory system. Inject contrast medium solution through the guiding catheter to verify the
positioning of the laser catheter under fluoroscopy.

o

7. Following confirmation of the laser catheter’s position in contact with the target lesion and using normal
saline or Lactated Ringer’s solution:
Flush all residual contrast media from the guide catheter and in-line connectors.
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 System.
c.  Please refer to the Saline Infusion Protocol and perform saline flush and infusion per the instructions.

oo

8. Depress the footswitch, activating the CVX-300 Excimer Laser System, and slowly, less than 1 mm per
second, advance the laser catheter allowing the laser energy to remove the desired material. Release the
footswitch to deactivate the CVX-300.

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

Caution: The tip of the laser catheter should not pass beyond the tip of the guidewire during the procedure.
Avoid pushing the laser catheter tip beyond the guidewire tip and/or withdrawing the guidewire inside
the laser catheter.

9. Pull back the laser catheter and inject contrast medium through the guiding catheter and examine the
lesion via fluoroscopy.

10. Repeat steps 7 through 9 as needed to complete treatment.
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11. When withdrawing the laser catheter from the treated vessel, monitor the position of the guidewire in
the vessel with fluoroscopy to avoid guidewire prolapse, and exercise care while exiting the hemostatic
valve of the y-adapter with the distal tip of the laser catheter.

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

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
System Operator’s Manual, 7030-0035 or 7030-0068.

Note: All patients should be monitored for blood pressure and heart rate during the procedure.
12. Following laser atherectomy, perform follow-up angiography and balloon angioplasty, if needed.

13. The RX laser catheter has been specifically designed for compatibility with rapid device exchanges as
needed during a single interventional surgery, done by the same surgical team. The RX laser catheter may
be quickly removed from the patient’s circulatory system, without removing the guidewire, as outlined
below.

1) Loosen the hemostatic valve.

2) Hold the guidewire and hemostatic valve in one hand, while grasping the laser catheter outer surface
in the other hand.

3) Maintain the guidewire’s position in the coronary artery by holding the guidewire stationary, and begin
pulling the laser catheter out of the guiding catheter.

Note: Monitor the guidewire position under fluoroscopy during the exchange.

4) Pull on the laser catheter withdrawing it until the opening in the guidewire lumen just exits the
Y-adapter. Carefully and slowly withdraw the last 9 cm of the flexible, distal portion of the laser catheter
off the guidewire while maintaining the guidewire’s position across the lesion. Close the hemostatic
valve.

5) Prepare the next laser catheter to be used, as previously described.

6) Again, insert the guidewire into the laser catheter by introducing the proximal end of the guidewire
into the distal tip of the laser catheter. The proximal portion of the guidewire, that will be handled by
the physician, will exit at the opening 9 cm from the distal tip.

7) Open the hemostatic valve and advance the laser catheter while maintaining guidewire position in the
coronary artery. Be careful not to twist the laser catheter around the guidewire.

8) Advance the laser catheter to the guiding catheter tip. Continue the laser angioplasty procedure, using
the previously described method.

14. Recommended pharmacology follow up to be prescribed by the physician.
Excimer Laser Saline Infusion Protocol

NOTE: This technique requires two operators. It is recommended 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, warm a 500cc bag of 0.9% normal saline (NaCl) or lactated Ringer’s solution to
37°C. It is not necessary to add heparin or potassium to the saline solution. Connect the bag of warmed
saline to a sterile intravenous line and terminate the line at a port on a triple manifold.

b. Cannulate the ostium of the coronary artery or bypass graft with an appropriate “large lumen” guide
catheter in the usual fashion. It is recommended that the guide catheter not have side holes.

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

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

g. Under fluoroscopy, 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 10cc of saline as rapidly as possible (within
1-2 seconds). This bolus injection is to displace and/or dilute blood in the coronary tree 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 10cc bolus and without stopping the motion of injection, the scrub
assistant should next slow down the rate of injection to 2-3cc/second. 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 assistant slows down the injection rate, the primary operator should activate the excimer
laser system by depressing the foot pedal and begin a lasing sequence.

j. The lasing sequence (train) should last for 2-10 seconds (maximum 10 seconds).
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 20cc of saline in preparation for the next lasing sequence.

NOTE: Any electrocardiographic changes induced by saline infusion should be permitted to resolve
before repeating the sequence.

|.  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 contrast is used to assess treatment results during the course of a laser treatment, repeat steps 4-7 prior
to reactivation of the excimer laser system (before activating the laser as described in steps h-k).

13. Manufacturer’s Limited Warranty

Manufacturer warrants that the ELCA coronary laser atherectomy catheter 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 ELCA coronary laser atherectomy
catheter. Manufacturer will not be liable for any incidental, special, or consequential damages resulting from
use of the ELCA coronary laser atherectomy catheter. Damage to the ELCA coronary 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 the Manufacturer. This limited warranty covers only the ELCA coronary laser
atherectomy catheter. Information on Manufacturer’s warranty relating to the CVX-300 Excimer Laser System can
be found in the documentation relating to that system.
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14. Non-Standard Symbology
Energy Range (mJ) at 45 Fluence Max. Tip Diameter _@—
Hydrophilic Coating Sheath Compatibility @z
Quantity QTY Working Length I— —I
Importer @ Max. Guidewire Compatibility %
5:;151;:;!: Federal (USA) law restricts this device to sale by or on the order of a

15. Applicable Standards
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 ELCA.

Standard/Norm | Title

and Date

Biocompatibility:

1SO 10993-1 | Biological evaluation of medical devices - Part 1: Evaluation of testing

Clinical Study:

EN ISO 14155 I 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: 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:

ENISO 11607-1

Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging systems
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Standard/Norm | Title
and Date

EN ISO 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

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.

P019002-00 17FEB21  (2021-02-17) 19



Jla3epHbIn KaTteTep And MHCTpYKLMN Mo

Q Spectranetics

KopoHapHow atepakTtommu ELCA NPUMEHEeHUIO
M poB RX X-80 p pom 0,9 Mmm Russian / Pyccknii a3bik
CopepxaHune
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4. MpepoctepexeHusn 21
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15. MpuMeHuMble cTaHAAPTDI 36
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1. Onucanue

KaTteTepbi 6bicTpoii 3ameHbl (RX) COCTOAT 113 ONTUYECKIX BOTIOKOH, MOMELLEHHBIX BHY TPb MONNIGUPHOTO CTEPXKHS.
CyliecTByeT IBe OCHOBHblE YacT/ CTEPXKHSA Jla3epHOro KaTeTepa: MPOKCMMabHasA YacTb, 3aKaHuKBaloLWanACaA
y Na3sepHOro coefuHWTens, W [uCTanbHaA 4acTb, 3aKaHYMBAKOWAACA Y HAKOHEYHMKa, KOTOpbIN
HenocpeacTBeHHO KOHTAKTUPYeT C TeNoM nauuneHTa. BonokHa 3akaHuMBaloTCA y AUCTaNbHOMO HaKOHEYHMKa
BHYTPV [NaAKOro aAresMBHOrO KOHLUA W Yy MPOKCUMANbHOIO KOHLA BHYTPW Jla3epHOro COeAUHUTENA.
PEeHTTEHOKOHTPACTHBIN  Mapkep PacrioNioXeH Ha  AVCTa/bHOM  KOHLE fla3epHOro  Katetepa [y1A  COAeNCTBUA
JIOKanu3aLmm BHYTPU KOPOHAPHOWM COCYAMCTON CUCTEMbI COBMECTHO C peHTreHOoCKomnueit. MpocseT Ana NpoBOSIOYHOMO
HanpaBVTeNA HauMHAETCA Y AVCTANbHOTO HAKOHEUHIKA, KOHLIEHTPUYEH C MacCMBOM BOJIOKOH W BbIXOAWT U3 Ta3epHOro
KateTepa Ha 9 CM OT [WCTANIbHOTO HaKOHEYHVIKA, KOTOPbIA HEMOCPEACTBEHHO KOHTAKTVPYeT C TeNoM MaLyeHTa.
TMpOoKCVManbHbI MapKep PacronoXeH Ha BHELHEeM NOKPbITUM fla3epHOro KateTepa Ha paccToaHnn 104 ¢V OT AWCTanbHOMo
HaKOHEeUHVIKa [J1A COAeCTBUA B Pa3MeLLieHMN Nla3epHOro KateTepa BHYTPW GeApeHHOro MPOBOAHMKOBOTO KaTeTepa
6e3 HeoOXOAVIMOCTY MPOBOAWTL PeHTreHockonmio. Mpn MOACOeAVHEHNN K SKCMepPHOI NasepHoit cricteme CVX-300
MCMOMb3YI0TCA Takue paboume NapamMeTpbl: MIIOTHOCTb MOTOKa SHepriv 30-80 MIpK/MM2 My YacToTe MMMynbcos 25-80 M.

MexaHusm peiicteuna Katetepos ELCA

leHepupyemasn 3KCcMMepHO NasepHol cuctemon Spectranetics CVX-300 aHeprus ynsTpadroneToBoro usnyyeHns
nepeaaeTca No MHOrOBOJIOKOHHBIM NIa3€PHbIM KaTeTepam K NPenATCTBUIO B apTepyi. JHeprus ynbTpadroneTtoBoro
N3MyYeHns NepeaaeTca K HaKOHEeYHVKY nasepHoro Katetepa anisa ¢otoabnaumm GubposHbIX, KanbLMHUPOBAHHbIX
M aTepOMATO3HbIX MOPAXKEHUI, TEM CaMbIM BbIMOMIHASA PEKAHANM3aLMI0 MOPAXKEHHbIX 6GONE3HbIO COCYNOB
(poToabnAumAa — 3To MpoLecc, NPU KOTOPOM SHepreTMyeckne GOTOHbI Bbi3bIBAIOT Pa3PblB MEXMONEKYNAPHBIX
CBA3e Ha KINETOUYHOM ypoBHE 6€3 TEPMUYECKOTO MOBPEXAEHUA OKPYXKaloWMX TKaHen). JlasepHble KaTeTepbl
Spectranetics vmeloT dUpPMeHHOe CMa3biBalollee MOKpbITYE ANnA obecneuyeHus 6onblwen rMbKOCTM npu
pa3melLLeHny B KOPOHAPHBIX COCYAAX.

occapuir cneyy HbIX T

P

AHTeI’pa‘J,HbII;I TN — B HanpaBleHN KPOBOTOKa.

WcxopHas aHrvorpadpums — CHUMOK CepAe4HON Mblllbl (MUMOKapAa) U KPOBEHOCHbBIX COCY0B A0 YKa3aHHOW
VNHTEPBEHLMOHHON NpoLeAypbl aHTMOMAACTUKN.

PeTporpagHbiii TMM — B HanpasieHnm, MPOTUBOMONOXHOM KPOBOTOKY.

MpocBeT AN NPOBONOYHOrO HaNpPaBUTENs, 9 CM

PucyHok 1. Katetep 6bicTpoii 3ameHbl (RX)
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Ta6nuua 1.1. Moaenu nasepHbIX KaTeTepoB AnsA KOpoHapHo atepakTomuu ELCA X-80 (RX)

Makc.
Onucanme Homep cosmec-mm;uf Makc. gnametp| Makc. gnametp Cosm — Pa6ouas
. NPOBOMOYHDI | HAKOHEYHUNKA | HAKOHEYHMKA ANnHa
yerponcrea mopenn HanpaBuTenb (atoiimb1) (Mm) aoonow (ki (cm)
(aroimbi)
TexHMuecKne XxapaKTepucTuKn Katetepa 6bicTpoiir 3ameHbl (RX)
09mm | 110004 | 0014 | o038 | 097 | 4 | 135+5

2. O6GnacTb npumeHeHUs

JaszepHble KaTeTepbl X-80, NCNonb3yemble COBMECTHO C SKCUMEPHOW lasepHoit cnctemoin Spectranetics CVX-300,
npeaHasHayeHbl ANA NPUMEHEHNA Y NALMEHTOB C ULWIEMUYECKO 6oNne3Hblo cepALia C NopaXxeHem OAHOro U
HECKOJIbKMX COCYA0B, KOTOPbIE ABNAIOTCA MPUEMIEMbIMI KaHAWMAATaMM 1A aQ0PTOKOPOHAPHOTO LUYHTVPOBAHNA
(CABG), 160 B KauecTBe OTAENbHON TaKTUKM NleYeHUs, MM60 COBMECTHO C YPECKOKHOW TPAHCIIOMUHANbHON
KOpPOHapHOI 6annoHHOM aHrronnactkon (PTCA). BcnomoraTtenbHas 6annoHHan aHrMonnacTka npoBoamiacs
no yCMOTpeHWio Bpaya-nccnegosatens ana 85 % cnyyaes neveHna nopaxeHni. CoaepkaHne npeacTtaBaeHHbIX
flanee pasgenos «O6nacTb npumeHeHuA», «MpoTnBonokasaHua» n «fMpepocTepeKeHNA» COCTaBNEHO Ha
OCHOBE MHOTOLIEHTPOBbIX KIMHUYECKNX UccnefoBaHmii. KnmHuyeckas npaktka obecrneunna 060CHOBaHHOM
YBEPEHHOCTbIO B TOM, 4TO 3KCMMepHas nasepHan cuctema Spectranetics CVX-300 1 mofeny MHOrOBOSIOKOHHbIX
nasepHbIX KaTeTepoB 6e30nacHbl 1 3GPEKTVBHbI NPY yKa3aHHbIX Aanee NoKasaHWaxX K NpUMeHeHMIo.

+  O6XOAHOE LWYHTUPOBAHNE OKKITI03MPOBAHHbIX MOAKOXKHbIX BEH.

+ [MopaxeHna ycTba COCYAOB.

- O6WwupHble NnopaxeHus (gnuHoi 6onee 20 Mmm).

+  CTeHo3bl C yMEpPEeHHO CTeneHbio KanbLypuKaumm (CTeHO3bl C TAXKENON CTeMNeHblo Kanbuurkaumm — 31o
NopakeHNA C BUAMMOIA MOHON KanbLMMKaLmei Npu BbIABIEHNN NOA PEHTTEHOCKONMYECKMM KOHTPONEM
nocpeacTBOM aHrvorpadui A0 BbIMONHEHNA npoueaypbl. CTeHO3bl C YMEPEHHOW W Nerkoi CTeneHblo
KanbumduKaLmm — 3T0 BCe OCTabHbIe)

+ TlonHble OKKNI031K, NPEOAOANMbIE C MOMOLLbIO MPOBOIOYHOIO HanpaBuUTeNs.

+ lMopaxeHus, KOTOpble paHee He CMOMM YCTPaHWTb MOCPEACTBOM OGanNOHHOW aHTVOMNACTUKMA (K HUM
OTHOCATCA MOPaXXeHWsA, KOTopble He yAanocb Bbineuntb ¢ nomoubio PTCA. MopaxeHus, K KOTOpbIM
npumeHAnacb ycnoxxHeHHas npoueaypa PTCA, He BKNOUYEHbI B 3Ty KaTeropuio).

MpOBONOYHBIN HanpaBWTeNb [OSKEH MPOXOAUTb 3TU MOPaXKEHUA, COCTOAWME W3 aTepPOCKNepPOTUYECKUX
6nAwek 1 (M) KanbUMPUUMPOBAHHOTO MaTepuana. [lopaxeHUA AOMKHbI ObITb YETKO OMpPeAeneHbl
nocpeaCcTBoM aHrmorpadum.

3. [MpotuBonokasaHus
+ Y naumeHTa ocTpbIi TPOM6O3.
+ [opaxeHne HaxoaNUTCA B He3aLMLEHHOW IEBO MarncTpanbHON apTepum.
+ B aHamHe3se nauvieHTa yKkasaH OCTPbIii MIHPapPKT M1OKapAa.
+  Opakuua Bbibpoca y nawueHTa coctaBnaeT meHee 30 %.
+ TMopaxeHne HaxOANTCA 3a NPeAenamMmn OCTPbIX 3arMbOB UM Ha yyacTKe aHAaTOMIU KOPOHaPHBIX apTepuit,
rae NpoABUXeHVe KaTeTepa HeBO3MOXHO.
+ [1poBONOYHbIN HanNpaBUTENb HE MOXeT MPONTU MopaXKeHue.
+ lMopaxeHune HaxoAMTCA B NPeAenax yyacTka budypkaumu.
+ MauueHT He ABNAETCA NPUEMIEMbIM KaHANAATOM [ O6XO[HOIO COCYANCTOrO LYHTUPOBAHMA.
4. MpepocTtepexeHuns
B cooTBeTcTBUM C PpepepanbHbiM 3akoHoaaTenbcTeom CLUA npogaika 3Toro n3genvs paspelleHa TonbKo Bpauam,
npoLeALriM COOTBETCTBYIOLLIee 0OyUeHWe, NN MO UX 3aKa3y.

KnuHnyeckme ncnbiTaHA 3KCMMEPHON nasepHol cuctembl Spectranetics CVX-300 He npoaemMoHCTprpoBanmn
6e30MacHOCTb U 3PEKTUBHOCTb B Crlyyae NopaxeHui, nognexawmx pytuHHon PTCA, unu nopaxeHui, He
YNOMAHYTbIX B NPVBEeeHHOM Bbllle pa3aene «O6nacTb NPUMeHeHUA».

WccnenoBaHve Bo34encTBMA BCIOMOraTeibHOM 6asINIOHHON aHTMOMNIACTUKN Ha PecTeHO3 B CPaBHEHNW TOJIbKO
CJla3epoMm He NpoBOANNOCh.

Bpaun pomkHbI cO6MOAATb OCTOPOXKHOCTD MPK NEYEHNN MALMEHTOB C MLIEMUYECKon 6GonesHblo cepaua ¢
NMOMOLLbIO SKCMMEPHOI naszepHoii cnctembl CVX-300.

JlasepHblii KaTeTep A7 KOPOHAPHOW aTepakToMuK Spectranetics TpebyeT Bepcum NporpammHoro obecneyeHms
CVX-300 3.712 unw 3.812 nn6o Bbiwwe.
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MpumeHeHne aKcMmepHoit nasepHol cuctembl CVX-300 paspelleHo TONbKO Bpayam, MPOLUEAWNM NOAroTOBKY
No NPOBeEHNIO aHMMOMMACTUKN 1 YPECKOKHOW TPAHCIOMUHANBHOWM KOpOHapHoN aHrmonnactuku (PTCA), a
TaKXXe OTBEYAIOLMM NepeyncsieHHbIM fanee TpeboBaHMAM. CNIMCOK TPe6GOBaHNI He ABMIAETCA NCUYEPMbIBAIOLMM.
1. ObyueHve Ppn3mnKe na3epos 1 NpaBmIamM TEXHNKM 6@30MacHOCTU Npu paboTe C HUMN.
2. MpoCMOTP CHUMKOB MaLMEHTOB C MOPaXXEHUAMM, KOTOPbIe COOTBETCTBYIOT 06/1aCTV MPUMEHEHMA.
3. lMepecmoTp npoueayp, AeMOHCTpUpYoLrx MeToamnky ELCA B OTHOLIEHMM NopaMXeHn i, COOTBETCTBYIOLNX
obnact nprmeHeHnA
4. PaccmoTpeHue nasepHOro BMellaTeNnbCTBa C AanbHellwen AeMOHCTpauven paboTbl SKCUMepHON
nasepHoi cuctembl CVX-300.
5.  [pakTryeckoe obyyeHme C NPYMEHEHNEM SKCUMEPHO nasepHoi cuctembl CVX-300 1 noaxoasLuei Mopenu.
6. [vnnomvpoBaHHbI MpeAcTaBuTeNb KOoMNaHuu Spectranetics GyAeT NMpucyTCTBOBaTb ANA OKasaHUA
NomoLUM Kak MUHUMYM BO BPEMA NepBbIX ABYX NpoLieayp.
7. Tocne ¢opmanbHoro obyuyeHrs KommaHus Spectranetics obecneunBaeT BO3MOXHOCTb AOMONHUTENBHOMO
06yyeHus, ecnv 3Toro notpebyeT Bpay, BCroMoraTeslbHbI epCoHan, yupeXkaeHune vnv KomnaHua Spectranetics.

5. Mepbl npefoCcTopoKHOCTYN

JTOT KaTeTep Oblf CTepunM30BaH C MCMOMb30BaHUEM 3TUNEHOKCUAA W nocTtaBnsetcs 8 CTEPUIIbBHOM Buge.
YcTtpoiicTteo npeaHasHaveHo TOJIbKO A1 OAHOPA30BOIO MPUMEHEHUA, nogTopHas ctepunusauyunsa n (unm)
NOBTOPHOE MCMONb30BaHUE He JONYCKaloTCA.

3AMPELLAETCA noBTOpHaA cTepuansauuns n NOBTOPHOE MCMOoJib30BaHNe 3TOro YCTPONCTBA, NOCKONbKY
Takue AefcTBMA MOryT NPUBECTU K HapyweHuio ero GyHKUuii 1 MNoBbICUTb PUCK NepeKpecTHOro
3apa)KeHWsA nocne HeHagnexalyeil NOBTOPHOI 06pa6oTKu.

MoBTOpHOE MCMONb30BaHME 3TOro0 OAHOPA30BOr0 YCTPONCTBA MOXET MoBsevb 3a coboii HaHeceHne
cepbesHOro BpeAa 3[0POBbI0 NaLMEHTa WIN ero CMepTb, a TaKXKe MPUBECTM K aHHYNMPOBaHUIO
rapaHTuiiHbIX 06A3aTenbCTB.

CTepynbHOCTb M3[ennA rapaHTMPYeTCcA TONMbKO MpPW YCNIOBUM, YTO YMakOBKa He BCKPbITa 1 He MOBpeX[eHa.
lMepen ncrnonb3oBaHMEM BHUMATENIbHO OCMOTPUTE CTEPUIbHYIO YTaKOBKY, UTOObI YOeAUTLCA B OTCYTCTBIM MOBPEXAEHMIA.
He vicrionb3yiiTe KateTep, CN LIENOCTHOCTb YakoBKW HapyLLeHa. He Mcrnonb3yiiTe KaTeTep, eCiv yKasaHHbIi Ha €ro yriakoBKe
CPOK FO[IHOCTV UCTEK.

Mepen UCNonb3oBaHWEM BHUMATENbHO OCMOTPUTE BCe WCMOMb3yemoe Ans npoueaypbl o6opyaoBaHue Ha
oTcyTcTBUE AedeKTOoB. He ncnonb3yiite noBpexaeHHoe 060pyaoBaHue.

Mocne wncnonb3osaHWA yTVIIWI3VIpyl7ITe BCe oﬁopynoaaHme B COOTBETCTBUM C MNPUMEHNMbIMU 0co6bIMU
TpeGOBaHVIFIMM, KacaowWyMNCA MEANLIMHCKUX OTXOA0B 1 NOTEHLMaNbHO 61ONOrMYecKm OnacHbIX maTepuanos.

BHMMaTenbHO npoutute pPyKoOBOACTBO onepatopa (7030-0035 wnu 7030-0068), npexpe uyem npucTynatb
K 3KCMayaTauuMu SKCMMepHoi nasepHon cuctembl CVX-300. O6patute ocoboe BHMMaHWe Ha paspen
«MpepocTepexXeHns U  OTBETCTBEHHOCTb»  PYKOBOACTBA, B  KOTOPOM  OGBACHAWTCA  MpUMevaHus,
npefocTepexeHNA 1 NpefynpexaeHus, KOTOpbIM Heo6XoAuMo clefoBaTb AnA obecrneuveHus 6Ge3onacHoi
paboTbl CUCTEMDI.

Bo Bpema npoueaypbl MauMeHTy HEOOGXOAMMO MPOBECTU Tepanuio C MPYMEHEHVEM MOAXOAALLEro
aHTMKOArynAHTa 1 KOPOHAapHOro BasogwnataTopa. AHTUKOArynsHTHas Tepanus AO/MKHa MPOBOAUTLCA B
COOTBETCTBUM C NMPOTOKOoIoM PTCA MeULIMHCKOrO YUpexAeHNA B TeueHne nepuoaa, onpeaeneHHoro Bpaiyom
nocne npoweaypbl.

YpeckoxHasi dKCMMepHas flazepHas KopoHapHasa atepaktomus (ELCA) pomkHa MpoBOAUTBCA TOMbKO B
60MbHULAX, TAe B Clyyae MOTeHUManbHO TPAaBMUPYIOWErO WM OMNacHOro ANIA XKU3HW OCOXHEHUA MOXHO
He3ameAnuTeNbHO NPOBECTY IKCTPEHHOE KOPOHAPHOE LUYHTVPOBAHNE.

PesynbTaTbl KAWHUYECKMX WCMbITAaHUI MOKas3anu, 4TO MauMeHTbl C YyKasaHHbIMV [anee COCTOSHWAMMN
noaseprawTcs 60s1ee BbICOKOMY PUCKY MPOSABIIEHNA OCTPbIX OCTIOKHEHUI,

+ MaumeHTbl ¢ AriabeTom.

+  [MaumeHTbl, KoTopble Kypuu.

+  Tpu NopaxeHnsx BHYTPY U3BUAUCTBIX COCYAOB.
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6. Bo3moXkHble HeXKenartenbHble ABNeHns

MNMprYMeHeHre 3KCMMEPHOW NasepHoi cuctembl Spectranetics CVX-300 MOXeT Cnoco6CcTBOBaTb OMMUCAHHBIM
fanee OCNOXHEHUAM.

. [ncceKuma CTEHKM aopTbl. . Mepdopaums.
. OcTpoe NOBTOPHOE 3aKpbiThe. . Smbonursayms.
. DopmunpoBaHue aHeBPU3Mbl. . Cnasm.

. AOpPTOKOPOHAPHOE LYHTUPOBaHMe. . Tpom6.

. NHbapKT MrMokapaa. . Aputmusa.

. [edeKTbl HaNoNHEHUA. . CmepTb.

Ha gaHHbIi MOMeHT nobouHble 3ddpekTbl ELCA B OThaneHHO NepcnekTmee HeN3BeCTHbI.

7. KnuHunueckne nccnepoBaHuns

7.1 CPABHEHUE ELCA + PTCA TOJIbKO C PTCA B PECTEHO3UPOBAHHbIX CTEHTAX

PaHaoMM3MpOBaHHOE UCCNeAoBaHWe C MPUMEHEHVWEeM Na3epHON aHMMOMNacTMKM ANA PecTeHO3MPOBaHHbIX
cTeHTOB (LARS) 6bIn0 MHULMMpPOBaHO ana cpaBHeHua ELCA + PTCA Tonbko ¢ PTCA npu anddysHom pecteHose
BHYTpY cTeHTa (10-40 Mm). Bbinn ycTpaHeHbl NepBble NPOABIEHUA PecTeHo3a B KOMMEKTe UMEIOLUXCA B NPofaxe
CTEHTOB 13 HepXKaBeloLen CTanu, U rMaBHbIM KpUTepUeM OLEHKI Oblo OTCYTCTBME OCHOBHbIX HEONaronpuaTHbIX
Kapavonoruyeckux asneHnin (MACE) B 6 mecaALeB. bbin npoBefeH NPOMEXYTOUHbIN aHaNN3 pe3ynbTaToB B OCTPOW
dopme A51A nonyyeHna AaHHbIX B NOATBEPXKAEHME NOKa3aHUI K npumeHeHuto ELCA B cTeHTax nepes npoBeaeHviem
BHYTpMcoCyamncTon Gpaxutepanuu. Mocne yTBepAeHWA MNOKasaHWn K NpuMeHeHwio Obin nposefeH oToop
nauveHToB AN1A yyacTua B uccnegosatun LARS: B nccnepyemoii rpynne 6bino 3apernctpuposaHo 138 naumeHToB
13 3annaHnpoBaHHbix 320. LectbaecaT wecTb (66) naumeHToB Gbinv pacnpefeneHbl B rpynny npuMeHeHus
IKCMMEPHOrO flasepa, U 72 naumeHTa — B KOHTPOJIbHYIO rpynny NPUMEHEHWA TONbKOo GanoHHOro KateTtepa.
J1a rpynna coctasnaet 43 % OT 3annaHMpoBaHHOW 1cciefyeMon rpynnbl. /13-3a COKpaLLeHHOro Y/ca naumMeHToB B
nccnepyemoi rpynne v HeAoCTaTOUHO MOLLHON NPUPOAbI aHaNM3a NCCNef0BaHVA HeNb3A CAeNaTb OKOHYaTe bHble
CTaTUCTNYECKME BbIBOAbI I BEPOATHO NPOABNEHNE CTyYaNHOMN KNMHUYECKON 3HAUYMMOCTW.

AHanus.

McxopHble xapakTepucTvky 138 naumeHToB € npumeHeHnem LARS 6binv aHanormuHbl B [BYX rpymnmnax.
Habnopanuce TeHaeHUMN K Gonee yacToMy NPOABIEHMIO NPEALIECTBYIOWErO MHPApKTa MOKapAa B rpynne
PTCA 1 fna6eta B rpynne ELCA. XapaKTepuUCTVKM 1 y4YaCTKU MOPaXeHWii Gbln TakKe CXOXKU: MPUOIN3NUTENbHO
B 83 % cnyyaeB AnvHa NopakeHu coctaenana 11-20 Mm. Ycnex npouefypbl 6bi1 aHanornyeH B AByX rpymnmnax.
KonuuectBeHHas kopoHapHaa aHrvorpadua (QCA) He BbiABUNA pasnuuuii Mexay rpynnamu B AuameTpax
NpPOCBETOB [0 U Mocsie Npoueaypbl. [pu nocneaytolem HabnAeHNN B 6 MecALIEB B Noarpynne 13 49 nauneHTos,
NPUHABLLKX y4acTvie B MOBTOPHOM aHT1Orpaprieckom nccneaoBaHnm B 6 MecaLEeB, O CHATUA MPOTOKOSIbHOTO
Tpe6oBaHWA, Habnoaanacb TEHAEHUMA K YMEHbLUEHMIO NPOLEHTa CYXKEHMA NPOCBETA U COKPaLYeHUO yncna
MO3AHUX MOJTHbIX OKK/03UIA B KOHTPOSIbHOW rpynne.

AHanornyHble npoLeaypHble OCNOXHeHNsA Habnofanucb B ABYX rpynnax. B rpynne, roe nprmeHanacb TonbKo
PTCA, Habnioganacb yMmepeHHas TeHeHUWs K Gonblueil MHAYLMPOBAHHON GanioHHbIM KaTeTepoM AUCCEKLMn
1 NOBPEXIEHNIO CTEHTOB B BUAE NCKPVBMIEHUA KapKACOB U M3MEHEHWI NPU KOHTaKTe CTEHKU COCyAa W CTEHTa.
O6bsaBneHHble nposeneHns MACE 6biny cBefieHbl B Tabnuuy C yKkazaHMeM JaHHbIX NMPU BbINMCKE 13 6ONbHULbI
1 C VHTepBanamm nocnegyowyx HabnogeHuin yepes 30 gHel, 6 1 9 mecaues. Habnioganacb TeHaeHUMA K
nosbllweHuto uncna npossnenunii MACE B rpynne ELCA npu JOCTUXeHUM KaX[oro HTepBana. 3To 6bi10 Bbi3BaHO
NpenMyLLecTBEHHO NoBbilleHreM yncna Q-HeobpasyoLux nHdapKToB Mmokapaa. B rpynne ELCA npow3olwuno ase
BHYTPUCTALMOHaPHbIE CMepPTU: NepBas Obina Bbi3BaHa NMOYEYHON HEJOCTAaTOUHOCTBIO, @ BTOPas — XPOHUYECKOW
06cTpyKTVBHOW 6onesHblo nerkmx (COPD).
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Ta6bnuua 7.1.1. UcxofaHble XapaKTepucTuKm

ELCA PTCA p

MayneHTobl 66 72
Bo3spacrT (ner)
CpefiHee 3HayeHue (cp. OTKJI.) 62,9 (12,0) 64,2 (11,7) 0,540
MeHWyHbI 20 (30,3%) 23 (31,9%) 0,835
Kypsme B HacTosLee Bpems 15 (23,8%) 12(17,1%) 0,340
[nabet 27 (41,5%) 22 (30,6%) 0,180
[MOHUKEHHOEe KPOBAHOE AaBMIEHNE 48 (72,7%) 58 (80,6%) 0,276
TunepxonectepriHemus 53 (80,4%) 54 (76,1%) 0,548
Kanapckas knaccudukayua

CTeHOKapawns oTcyTCTBYeT 2(3,0%) 2(2,8%)

Knacc | 10 (15,2%) 12(16,7%) 0820

Knacc I 13(19,7%) 20 (27,8%) !

Knacc lll 20 (30,3%) 18 (25,0%)

Knacc IV 1(31,8%) 20 (27,8%)
Mpepwectsytownin MI 23 (43,4%) 31 (55,4%) 0,212
Mpepwectsyowmin CABG 11 (20,8%) 13 (23,6%) 0,719

ELCA = 3KcuMepHas nasepHas KOpoHapHas aHrmonnactuka; PTCA = upeckoXHas TpaHCIIOMUHaNbHasA
KOpoHapHas aHrnonnactuka; Ml = undapkt mmokappa; CABG = a0pTOKOPOHapHOE LWYHTNPOBaHVe

Ta6nuua 7.1.2. XapaKTepucTUKM NopaXkeHuii 1 CBefleHNs o npoueagypax

ELCA PTCA p
MayneHTbl 66 72
BrHOBHbIN cocyn
LAD 18 (27,3%) 26 (36,1%) 0,649
LCX 21 (31,8%) 19 (26,4%)
RCA 21(31,8%) 19 (26,4%)
SVG 6(9,1%) 7(9,7%)
[pyroe 0 1(1,4%)
[nnHa nopaeHus
<10 Mm 6 (9,4%) 3 (4,3%) 0,349
11-20 mm 53 (82,8%) 58 (82,9%)
21-30 Mm 5 (7,8%) 9 (12,9%)
> 30 Mm 0 0
Ycnex npoueaypbl T 55 (85,9%) 64 (88,9%) 0,603

LAD = neBas nepegHan H1cxoaawan aptepus; LCX = nesas ormbatowwas aptepus;

RCA = npaBas KopoHapHas apTepus; SVG = TpaHCMNaHTaT 13 NOAKOKHOW BEHbI

T Ycnex npoueaypbl onpefensetca Kak < 50 % cTeHo3a 6e3 cepbe3HblX BHYTPUCTALMOHAPHBIX OCIOXHEHWI
(cMepTb, MHGAPKT MMOKapaa 1y aOPTOKOPOHAPHOE LYHTUPOBaHME).
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Ta6nuua 7.1.3. MpoueaypHbie OCNOXKHEHNA

ELCA PTCA P

aLMeHTbl 66 72

[uccekuns noboro poga 7 (10,6%) 8(11,1%) 1,000
OcTpbIvi TPOM603 0 0

3aTeMHeHune 2 (3,0%) 5 (6,9%) 0,444
HeBOoCCTaHOBNEHHbIV KPOBOTOK 0 0

Aputmuns 0 1(1,4%) 1,000
CunbHoe 3aKpblTne cocyaa 0 0

OKK/t031ss G0KOBOro OTBETBEHUA 0 0

OKKno3ua (Heuenesan) 1(1,5%) 0 0,478
KopoHapHblIii cnasm 2 (3,0%) 0 0,227
KopoHapHas ambonus 1(1,5%) 0 0,478
MepdopaLma KOPOHAPHbIX apTepuii 3 (4,5%) 1(1,4%) 0,349
[pyroe 4 (6,1%) 2 (2,8%) 0,426
[oBpexaeHue nasepa Um CTeHTa 0 H/Q

MoBpexaeHne 6annoHa Un CTeHTa 2 (3,0%) 6 (8,3%) 0,278

Ta6nuua 7.1.4. MpoueaypHblie 0CNOXKHEHUA (CPOUYHOE CTeHTUPOBaHME)

ELCA PTCA p
MaynenTbl 66 72
CpoyHOe CTeHTVPOBaHVe No6oro poaa 12 (18,8%) 8(11,1%) 0,209
MpuyrHa cpoyHom Npoueaypb!
PesunpyanbHoe cyxeHune 1(8,3%) 3(37,5%)
wemunsa ¢ nameHeHnamMu cermenTa ST nnmn 0 0
avccekumen cermenTa C
Huccekuyms cermerTa D, E nn F 1(8,3%) 2 (25,0%) 1,000
CHUXeHVe KpoBOTOKa Mo Knaccudvkaumm TIMI
o KpariHel Mmepe Ha 1 cTeneHb OT UCXOJHOTO 0 0
COCTOAHNA
Mo enaHuio 5 (41,7%) 1(12,5%)
[pyroe 5 (41,7%) 2 (25,0%) 0,478
Ta6bnuua 7.1.5. KonnuecTBeHHasA KOpOHapHasA aHrnorpadpua n No3aHAA NONHasA OKKNO3UA
ELCA PTCA P
MaunenTsbl
[lo npoueaypbl 61 69
MNocne npouenypsbl 60 69
MNocnepytollee HabnoaeHne 26 23
PedepeHTHbIV gnameTp MM (Cp. OTKJ1.) MM (Cp. OTKJ1.)
[lo npouenypbl 2,8(0,6) 2,6 (0,5) 0,014
MNocne npouenypsbl 2,8(0,5) 2,6 (0,5) 0,059
Mocnepytollee HabnoaeHne 2,7 (0,5) 2,7 (0,5) 0,891
CpepHee 3HayeHne MLD MM (Cp. OTKJ1.) MM (Cp. OTKJ1.)
[lo npouenypbl 0,9 (0,5) 0,8 (0,4) 0,284
MNocne npouenypsbl 2,2(0,5) 2,1(0,6) 0,499
MNocnepytollee HabnoaeHne 0,9(0,7) 1,5 (0,6) 0,008
9% Cy»KeHnA npocBeTa cpefHee 3HaueHue (cp. OTKI.) | cpeaHee 3HaueHwe (Cp. OTKJL.)
[lo npouenypbl 67,0 (13,7) 67,4 (13,4) 0,860
MNocne npouenypsbl 22,8 (10,5) 20,7 (13,6) 0,340
MNocnepytollee HabnoaeHne 64,6 (26,9) 459(17,3) 0,006
Mo3aHAsA nonHan okKNo3na* 6 (20,7%) 1 (4,2%) 0,077

MLD = MMHMManbHbI fuameTp npocBeTa
* AHrnorpadumyeckn 3afJOKyMeHTUPOBaHHAA MOMHAA OKK/O3MA Ha yyacTKe nopaxeHua > 30 gHel u B

TeyeHue 6 MecALeB NOC/e NHAEKCHOro BMellaTeNbCTBa.
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Ta6nuua 7.1.6. DyHKUMOHaNbHbIN KNacc CTeHOKapaun

ELCA PTCA | P
McxopHoe cocToAHne
CTeHOKapAA OTCYTCTBYeT| 2(3,0%) 2 (2,8%)
Knacc | 10 (15,2%) 12 (16,7%)
Knacc ll 13 (19,7%) 20 (27,8%) 0,820
Knacc lll 20 (30,3%) 18 (25,0%)
Knacc IV 21(31,8%) 20 (27,8%)
1-n mecay,
g:;‘fc';a;;’;”” 32(53,3%) 42 (60,0%)
Knacc | 19(31,7%) 17 (24,3%)
Knace I 3(5,0%) 5(7,1%) 0,819
Knacc Il 3(5,0%) 4(5.7%)
Knacc IV 3(5,0%) 2(2,9%)
6-i1 mecaL
CreHokappyia oTcyTCTBYeT| 30 (52,6%) 35 (58,3%)
Knacc | 1(19,3%) 15 (25,0%)
Knacc Il 0(17,5%) 5(8,3%) 0,133
Knacc Il 5(8,8%) 1(1,7%)
Knacc IV 1(1,8%) 4(6,7%)
9-11 mecAL
CreHoKapauA OTCyTCTBYeT| 35(62,5%) 34 (58,6%)
Knacc | 10 (17,9%) 13 (22,4%)
Knacc Il 7(12,5%) 6(10,3%) 0,964
Knacc Il 3 (5,4%) 4(6,9%)
Knacc IV 1(1,8%) 1(1,7%)

Ta6nuua 7.1.7. KnuHuyeckmne pesynbratbl, 06bABNeHHble KomuteTom no KnuHuyeckum asnenuam (CEC)
yepes 30 gHel

| ELCA | PTCA | p
Mpun BbINUCKe
MaLreHTbl C AaHHbIMK 66 72
CABG 2(3.0%) 0 0.137
PCl 1(1.5%) 0 0.295
CmepTb 2 (3.0%) 0 0.137
WHdapKT Mrokapaa 11 (16.7%) 4 (5.6%) 0.036
Q-Heobpa3ytoLLmin MHaPKT M1MOKapaa 9 (13.6%) 3 (4.2%)
PeBackynapvsauys Lenesoro cocyaa 2 (3.0%) 0 0.137
MACE 12 (18.2%) 4 (5.6%) 0.021
Yepes 30 gHen
[MaumeHTbl ¢ JaHHLIMK 47 65 5572
CABG 2 (3.0%) 2 (2.8%) 0.930
PCI 2 (3.0%) 1(1.4%) 0.509
CmepTb 2 (3.0%) 0 0.137
VHbapKT Mrokapaa 13 (19.7%) 5 (6.9%) 0.026
Q-Heob6pasyoLuwii MHPAPKT MroKapaa 11 (16.6%) 4 (5.5%)
PeBackynsapvsauus Lienesoro cocyaa 3 (4.5%) 3 (4.2%) 0.913
MACE 14 (21.2%) 7 (9.7%) 0.061
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Ta6nuua 7.1.8. Kr Kune pesynbrartbl, OT nccneposarenem nNpu Bbinucke
ELCA PTCA p
[aumneHTbl C faHHbIMK 66 72
CABG 2 (3,0%) 0 0,227
PCl 1(1,5%) 0 0,478
CmepTb 2 (3,0%) 0 0,227
VHdapKT MMoKapaa 2 (3,0%) 2 (2,8%) 1,000
PeBackynapv3auus LeneBoro cocyga 3(4,6%) 0 0,107
MACE 5 (7,6%) 2 (2,8%) 0,259
Ta6bnuua 7.1.9. KnuHnueckue pesynbratbl, 06bABNeHHble KomuteTom no K KM
(CEC) yepes 6 n 9 mecsAues
ELCA PTCA p
Yepes 6 mecAueB
[MaumeHTbl C AgaHHbIMK 60 66
CABG 6 (9,7%) 4 (5,9%) 0,406
PCl 15 (25,3%) 9 (13,7%) 0,082
CmepTb 2(3,2%) 1(1,5%) 0,491
WHdapKT Mmokapaa 13 (19,7%) 5 (6,9%) 0,026
Q-HeobpasyLwuii HbaPKT M1UoKapaa 11 (16,6%) 4 (5,5%)
PeBacKynapusayma Lenesoro cocyaa 18 (29,8%) 13 (19,6%) 0,151
MACE 24 (38,1%) 18 (26,5%) 0,093
Yepes 9 mecsiyeB
[auneHTbl C fgaHHbIMU 59 65
CABG 6 (9,7%) 5 (7,5%) 0,615
PCl 18 (30,7%) 14 (22,0%) 0,185
CmepTb 4 (6,6%) 1(1,5%) 0,142
NHbapKT Mnokapaa 13 (19,7%) 6 (8,5%) 0,050
Q-Heobpasyowuii MHbapKT M1noKapaa 11 (16,6%) 5 (6,9%)
PeBackynapvsauus LieneBoro cocyna 21 (35,2%) 19 (29,6%) 0,352
MACE 28 (45,1%) 25 (37,6%) 0,198

7.2 CPABHEHUE ELCA U PTCA 10 BPAXUTEPANUU

MpuBeaeHHble HXKe AaHHble GbiIn NepeaaHbl UCCNeAoBaTeNAMM, NPUHUMaBLWUMK yyacTe B BalMHITOHCKOM
nccnenoBaHUM obyyeHUA nNpu pecteHose BHYTpW cTeHTa (WRIST). [laHHble O maumeHTax, npefcrtaBfieHHble
B YKasaHHbIX Huxe Tabnuuax, 6o cobpaHbl n3 peectpoB nccnepoBaHuii WRIST u WRIST ana obwmpHbIx
nopaxeHui (anvHoi 36-80 MM Mpy pecTeHO3e BHYTPY CTEHTA), @ TakKKe peecTpa raMma-usnyyeHuii, BKodas
nccnepoBaHna WRIST ¢ BbICOKOW 10301 AnA OBLIMPHbIX NOpaXKeHW (AnvnHoin 36-80 MM Npu pecteHo3e BHYTpY
CTEHTa C NpuMeHeHrem f03bl 18 Tp Ha 2 Mm), Plavix WRIST (Tepanua ¢ NOMOLbIo KNonuagorpens yepes 6 mecaues
nocsne KOPOHapPHOW aHrMonnacTKkM 1 nsnyyenus), WRIST 13 coobpakeHuUin ryMmaHHOCTY (MPOTOKON NPUMEHEHNA
BHYTPUKOPOHAPHOTO /IOKaNN30BAaHHOMO W3/lyYeHUA U3 COOBPaKEeHU TYMaHHOCTU AfA NpefynpexaeHns
peumnamsa pecteHo3sa) v WRIST ana nepexofHoi rpynnbl (MauyeHToB, KOTOPbIM 13HauanbHO He MOMOrna Tepanua
npumMeHeHem nnauebo v AnA NeyeHna KOTOPbIX BNOCNEACTBIM ObiNo NPUMEHeHO nsnyyeHwe). Bce nccneposanus
WRIST npoBoavnncb B COOTBETCTBUM C OCBOOOXAEHMEM [ANA WCCNefyeMoro M3penua nocne mnosyyvyeHus
MNHPOPMVPOBAHHOTO COrNAaCcUA NALMEHTOB NPV OCYLLECTBNEHNN HE3aBICMMOrO MOHUTOPYH .

AHanus. [1na HenocpeAcTBeHHOro cpaBHeHuA pesynbtatoB PTCA n ELCA po 6paxutepanvun ¢ nprmMeHeHem
npuana-192 (Ir192) ans pecteHo3a BHYTPW CTEHTA aHaNM3 AaHHbIX Obl OrpaH1YeH TONbKO NaLeHTamMm, KOTOPbIM
nposoavnuck npoueaypbl PTCA + npuanin-192 n ELCA + npuanin-192. lenanncb CpaBHEHUA HemnpepbIBHbIX
nepemMeHHbIX C NMOMOLLbIO iBYCTOPOHHErO t-Kputepua 1 6UHAPHbBIX NePeMEHHbIX C MOMOLLbIO ABYCTOPOHHETO
KpUTepMA X1-KBaapaT C NonpaBKoi Ha HeNPepPbIBHOCTb. 3HaueHne p < 0,05 cuMTanoch 3HaYUMbIM.

McxopHble xapakTepUCTHKM GbIN aHaNnorMyHbl AN ABYX rpyn; Habnofanacb TeHAEHUMA K NeYeHuio 6onbluero
yncna nopaxenuit LCX B rpynne PTCA + npuanin-192, ofHaKo HUKaKue BaXKHble pas3nnyva B XapakTepmucTmkax
MopaXKeHNI He MPOABMIINC.
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Ta6bnuua 7.2.1. UcxofHble XapaKTepucTnkn®

PTCA + npugunin-192 ELCA + npuguin-192 p
Bo3spacrT (ner) 60+ 12 63+11 0,100
My>UHbl 52 (75%) 68 (68%) 0,688
Kypswme 44 (64%) 68 (68%) 0,921
[OHVXXEeHHOE KPOBsIHOE flaBNeHne 44 (64%) 72 (72%) 0,628
[nabet 21 (30%) 41 (41%) 0,465
[MnepxonecrepuHemus 52 (75%) 75 (75%) 0,992
HectabunbHas cTeHoKapaua 55 (80%) 82 (82%) 0,985
Mpepwectsytownin MI 40 (58%) 55 (55%) 0,975
Mpepwectsyownin CABG 54 (78%) 70 (70%) 0,596
MHorococyamcToe nopakeHve 53 (77%) 63 (63%) 0,223
MpeALwecTBYOLWMIN PpecTeHo3 35 (51%) 67 (67%) 0,145
LVEF 0,47 £0,1 0,45+0,1 0,203
n =| 69 100

* PTCA = upecKoxHaa TpaHCIOMUHANbHaA KOpOHapHasa aHrmonnactuka; Ir = wpuanin; ELCA = skcumepHas
na3epHas KOpOHapHas aHrvonnactuka; Ml = nHoapkt muokapga; CABG = aopTOKOPOHApHOE LWYHTUPOBAHWE;
LVEF = dppakuua Bbibpoca NeBoro »xenyfoyka

Ta6nuua 7.2.2. XapaKTepucTukm nop 1 1 cBep o npoueaypax*
| PTCA+Ir192 [ ELCA+Ir192 | p

BrHOBHbIN cocyn

LAD 8 (12%) 19 (19%) 0,559

LCX 21 (31%) 15 (15%) 0,086

RCA 19 (27%) 26 (26%) 0,999

SVG 17 (25%) 38 (38%) 0,254
Tun B2/C 36 (52%) 37 (37%) 0,198
[invHa nopaxeHnsa (Mm) 24+ 11 25+11,4 0,568
PedepeHTHbIN AnameTp cocyaa (Mm) 3306 34+09 0,387
[oza (p) 143 +0,7 144 +£0,5 0,309
Ycnex npouenypsb! t 69 (100%) 100 (100%) 1,000
OcnoXxHeHns 6 (9%) 6 (6%) 0,935

n =| 69 100

* PTCA = upeckoxHaa TpaHC/IIOMVHaNbHaA KOPOHapHaa aHrnonnactuka; Ir = upuguii; ELCA = skcmepHasn
nasepHaa KOpoHapHas aHruonnacTtuka; LAD = neBaa nepefHAn Hucxoaawas aptepms; LCX = neeas orunbatowian
apTepus; RCA = npaBaa KopoHapHasa apTepus; SVG = TpaHCnIaHTaT 13 NOAKOXHON BeHbl; B2/C = n3meHeHHas
KnaccnduKaLmoHHas WKana nopakeHunin AMeprKaHCcKom Kapauonornyeckoi accoymnaumm (AHA)/AMmeprkaHckomn
konneruu kapavonoros (ACC); MM = MUNNMETPbI; [p = rpeit (eAMHMLA NOTNOLLEHHON A03bl 06yYeHUs)

1 Ycnex npoueaypbl onpepenseTca Kak < 50 % cTeHo3a 6e3 cepbe3HbIX BHYTPUCTALMIOHAPHBIX OCIOXHEHNI
(cMepTb, HPAPKT MMOKapAa MK aROPTOKOPOHAPHOE LYHTPOBAHNE).

AHrnorpaduyecknin aHanm3 NpoBoAUICA NPUGAN3NTENBHO CPeAN MNONOBUHbI NPOLEALNX eYeHne NaLneHToB
B AABYX rpynmnax.
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Ta6nuua 7.2.3. Kos T i KOPOHaPHbIN *
| PTCA+Ir192 ELCA+Ir192 | p

Ped. guam. (Mm)

[lo npouenypsbl 29+06 2,7+0,6 0,146

MNocne npoueaypbl 2,9+0,6 28+0,5 0,434

MNocneayiouee HabnoaeHne 29+0,6 3+0,6 0,466
MLD (Mm)

[lo npouenypsbl 1,2+0,5 09+0,6 0,018

MNocne npoueaypbl 2+0,5 19+0,5 0,382

MNocnegyiouee HabnoaeHne 1,9+0,9 16+0,9 0,146
DS%

[lo npouenypsbl 57 +20 66 + 20 0,051

MNocne npoueaypbl 30+12 33+12 0,275

MNocnegyiouee HabnoaeHne 36 + 20 46 + 25 0,052
MNo3gHaAs notepa (Mm) 0,2+0,7 03+0,8 0,556
WHaekc notepb 04+14 02+0,8 0,458
BrHapHbI pecTeHo3 18 (53%) 29 (64%) 0,726

n= 34 45

* PTCA = upecko)kHas TpaHC/IlOMUHasbHaA KOPOHapHasa aHrionnactuka; Ir = npuagnin; ELCA = skcumepHas nasepHas
KOPOHapHas aHronnacTvika; ped. anam. = pepepeHTHbI AUaMeTp; MM = MAIIMMETPbI; MLD = MHUManbHbIN ArameTp
npocseTa; DS% = NpOUEHT Cy>KeHWA NPOCBeTa; MNO3AHAA NOTepA ONPeAeNAeTCA Kak U3MEeHeHUe MUHMMANbHOro
[MameTpa NpoCBeTa MOPaXeHWs C MOMEHTA MONyYEHUA KOHEYHOWM aHrMorpammbl A0 MOMEHTa MoJsyyYeHus
aHrorpammbl B pamkax rnocniefytolero HabnogeHua. MiHaekc notepb (B paMkax nopaxeHus) onpefenserca Kak
no3aHAA NoTepsa 1N peskoe yBenmueHvie. BUHapHbI pecTeHo3 (Ha aHrMorpamme, NOyYeHHON NpK NoCeayioLwem
HabniofeHnn yepes 4-8 mMecALEB Nocse neyeHns) onpefenaeTca Kak cyxeHne avamerpa = 50 % B npepenax
CEermMeHTa, BK/toYas CTEHT 1 ero Kpas (B npeaenax 5 mm).

KnnHnyeckmne pesynbtatbl NpeaCcTaBNATCA CXOXKUMM B iBYX rpyrnnax. B uenom nokasateny TLR, TVR 1 MACE 6binv oueHb
MoXoXw B ABYX rpynnax. Habntopanock yBenmueHvie Yrcia nosaHyx nosHbix okkiosuii (LTO) 8 rpynine PTCA + vipuanin-192.

Ta6bnuua 7.2.4. KnuHnuyeckne pesynbrartbl*

[ PTCA+Ir192 | ELCA+Ir192 | p
30 gHen
MACE [ 1(1%) | 2 (2%) [ 0,948
6 mecALeB
CmepTb 1 (1%) 5 (5%) 0,403
QMmi 0 (0%) 2 (2%) 0,514
NQMI 9 (13%) 18 (18%) 0,515
TLR 13 (19%) 16 (16%) 0,784
TVR 23 (33%) 25 (25%) 0314
PTCA 21 (30%) 22 (22%) 0,290
CABG 9 (13%) 8 (8%) 0,418
LTO 6 (9%) 1(1%) 0,019
MACE 24 (35%) 29 (29%) 0,530
n= 69 100

* PTCA = upecKoKHas TpaHC/IIOMVIHaIbHaA KOPOHapHas aHronnactuka; Ir = npnanin; ELCA = skcmepHas nasepHas
KopoHapHas aHrviornnactka; MACE = 0CHOBHble HebraronpusATHble KapAanonornyeckne ABneHus (CMepTb, MHGapKT
MroKapga ¢ 3ybuom Q unm TVR); QMI = uHdapKT muokappa ¢ 3ybuom Q; NQMI = Q-Heobpasytowmini nHbapKT
Mrokapaa; TLR = peBackynsapusauys nopaxeHHon obnactu cocyaa; TVR = peBackynapu3auus LeneBoro cocyaa;
CABG = aopTOKOpOHapHoe LUYHTpoBaHue; LTO = no3gHAA NonHasa OKK3NA.

CmepTb onpeaensetca Kak obwas netanbHocTb. QMI nnn NQMI onpefensatoTcs Kak MoBbILWeHVe aKTUBHOCTU 06LL el
KpeaTUHKMHa3bl B 2 pa3a unu 6onee No CPaBHEHMIO C HOPMANbHBIM 3HauYeHeM 1 (MI1) NOBbILIEHVE aKTUBHOCTH
MB-dppakummn KpeaTUHKMHa3bl Ha 20 HI/Mn UnK Gosnee C HOBbIMM NaTonormyecknmm 3ybuamm Q (> 0,04 ) unm 6e3
HYX NPY ABYX UK 60nee KOHTaKTUPYIOLWNX SNEeKTPOAAX.
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TVR 1 TLR XapaKTepu3ytloTcA NOBTOPHbIM YpeckoxHbiM Bmeluatenbcteom (PTCA) unn CABG, npepycmaTtpurBatoLLm
006yCIOBEHHbIE 06PAabOTKO COCYAA KIMHMYECKME NPOABIEHNA MLLEMIV B PUCYTCTBUM aHIVOrpaduyeckoro pecteHosa.
Mo34HAsA NONHAA OKKIIO3MA ONPEJENAETCA KaK aHMMorpadryecki 3aJ0KyMEHTMPOBAHHAA MOTHASA OKKII03USA Ha
y4acTKe nopaxeHus > 30 AHEN 1 B TeYeHre 6 MecsiLeB Noc/e MHAEKCHOTO BMeLLaTelbCTBa.

8. UnamBmpyanusauyus neyeHus

OnuncaHHble Bblle PUCKM 1 MONb3a nopnexar TLaTeNbHOMY PacCMOTPEHUIO MPUMEHWUTENbHO K KaXAomy
naumeHTy nepep npumeHeHnem ELCA.

Bbl6Op MaUMEHTOB M KIIMHWYECKNX METOAOB Heo6XO4MMO MPOBOAWTb B COOTBETCTBUM C WHCTPYKLMAMY,
npuseeHHbIMU B pasgene 2 «O6nacTb NpuMeHeHus», pasgene 7 «KaMHUYecKue WccnefoBaHus»
pasgene 12 «MHCTPYKUMM MO NPUMEHEHWION.

CnncoK NCNosib30BaHHOM NNTEPaTypbl
1. Textbook of Interventional Cardiology. Topol, EJ. Editor, 4th Edition: 2003, Chapter 31 - Laser, Topaz, O., pp 675-703.

2. Excimer Laser Revascularisation: Current Indications, Applications and Techniques. Topaz, O., Lasers in
Medical Science: 2001:Vol. 16, pp 72-77.

3. Effectiveness of Excimer Laser Coronary Angioplasty in Acute Myocardial Infarction or in Unstable Angina
Pectoris. Topaz, O. et al. American Journal of Cardiology: Apr 1, 2001: Vol. 87, pp 849-855.

4. Application of Excimer Laser Angioplasty in Acute Myocardial Infarction. Topaz, O. et al, Lasers in Surgery
and Medicine: 2001: Vol. 29, pp 185-192.

5. Rescue Excimer Laser Angioplasty in Patients with Acute Myocardial Infarction - The CARMEL Study. Topaz,
O. et al. (manuscript on file and currently under review for publication)

6. Excimer Laser - Assisted Coronary Angioplasty for Lesions Containing Thrombus. Estella, P. et al. Journal of
the American College of Cardiology: June 1993:Vol. 21: No. 7, pp 1550-1556.

7. Laser Angioplasty and Laser-Induced Thrombolysis in Revascularization of Anomalous Coronary Arteries.
Shah, R. et al. Journal of Invasive Cardiology: 2002: Vol. 14, pp 180-186.

8. Laser-Facilitated Thrombectomy: A New Therapeutic Option for Treatment of Thrombus-Laden Lesions.
Dahm, J. et al. Catheterization and Cardiovascular Interventions: 2002: Vol. 56, pp 365-372.

9. Comparison of Effectiveness of Excimer Laser Angioplasty in Patients with Acute Coronary Syndromes in
Those With - versus — Those Without Normal Left Ventricular Function. Topaz, O. et al. American Journal of
Cardiology: 2003: Vol. 91, pp 797-802.

9. PyKoBopcTBO oneparopa
M3penvs, onucbiBaemble B HACTOALLEM [JOKYMEHTE, MOTyT 3KCMyaTUPOBATbCA NPU COBMIOAEHUN YKa3aHHbIX
[anee sHepreTMyYecKnx Anana3oHoOB SKCMMepHOU nasepHoi cuctembl CVX-300.

Ta6bnuua 9.1. MapameTpbl NUTaHUA

lNMpopomkuTenbHOCTb
OnucaHune MnoTHOCTL NOTOKa Yacrota
cTpolicTBa (ISP sHeprum (MIx/mm2)| nmnynbcos (My) BRO
y Bbl nasepa (c)
KaTtetep ELCA RX
X-80 pasmepom 09 mm]  110-004 | 30-80 | 25-80 | 10/5

2 PekoMeHyemble HaCTPOIKIN KannbpPOBKU: MIOTHOCTb NOTOKa SHeprum — 45, 25 iy

10. ®opma nocraBKU

10.1 Crepunusauusa
TonbKo ANA 0AHOPa30BOro UCNoNb30BaHUA. [TOBTOPHaA cTepunnsauma v (1m) NOBTOPHOE UCMONb30BaHNe
He fjonycKatoTcs.

JlasepHble KaTeTepbl Spectranetics CTepUNN30BaHbl 3TUWIEHOKCMAOM W MOCTaBNAETCA B CTepuibHOM BUAe.
CTepI/IJ'IbHOCTb rapaHTupyeTca, ecnuv yrnakoBka He BCKpPbITa 1 He MoBpeXxaeHa.
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10.2 TpaHcnopTMpoBKa 1 XpaHeHue

Bepeub oT Bnaru. XpaHuTb B NpoxiajHOM CyXoM MecTe. He AonycKaTb NonaaaHvia MpsaMoro CONHEYHOro CBeTa v
BO3[€NCTBA BbICOKMX TemnepaTyp (cbiwe 60 °C, unu 140 °F).

10.3 OcmoTp nepep nc

Mepes wcnonb3oBaHWEM BHUMATENIbHO  OCMOTPWUTE  CTEPWIIbHYKO  YMaKoBKY, uUTOObl ybeauTbcAa B
OTCYTCTBUM MOBPEXAEHNIA. Bce ycTpoincTBa, KOTopble byAyT 1CMONIb30BaTbCA B XOAE BbIMONHEHWA NPOLieAypbl, B
TOM UKCie KaTeTep, cieflyeT BHUMATEeNIbHO OCMOTPETb Ha OTCyTCTBUE fedeKToB. [poBepbTe NasepHblii KateTep
Ha OTCYTCTBME 3arMbOB, MepeKpyUMBaHMA UM APYrMX NoBpexpaeHuin. He ncnonb3yiite nospexaeHHoe mau
HeHaMepeHHO BCKPbITOe U3Aenme.

11. CoBmMecTUMOCTb
JlazepHbii KaTeTep ANA KOPOHAapHOW aTepakToMum Spectranetics cnpoekTMpoBaH W MpefHa3HayeH Ansa
NPUMEHEHUsA NCKNIOUYNTENIbHO C SKCMMEPHOI lazepHon cuctemon Spectranetics CVX-300.

He ncnonb3yiite ero B coueTaHuy C APYrMMm NasepHbIMU cucTemamu.
COBMeCTIMOCTb MPOBOJIOYHOTO HaNpaBuUTeNs
CM. TabnuLy TEXHUYECKUX XapaKTePUCTUK KaTeTepa B pasgene 1.

12. WHCTpYKuMN No NnpyMeHeHno

12.1 MoaroToBKa K BbINOMHEHUIO NPOLIEAYPbI

[inA npoBepeHua npoueaypbl MOryT NMoTpeboBaTbCA HEKOTOpble UK BCE M3 CNeAyLMX AOMONHUTENbHbIX
MaTepuanoB (Bce OHW NpefHa3HayeHbl A1 O4HOPA30BOro MPUMEHEHUSA W He TMOAneXaT MNOBTOPHOW
cTepunn3alnmn U NOBTOPHOMY NMPYIMEHEHMIO):

«  6efpeHHble NPOBOAHMKOBbIE KaTeTepbl, NOAXOAALLME MO pasMepy v KOHGUIypaLwmm A KOPOHAPHON apTepuu;

+  remocTaTuyecKue KnanaHbl;

«  0ObIYHbI CTEPUNBHDIV GU3MONOTNYECKNIA PACTBOP;

+  CTaHAAPTHOE KOHTPACTHOE BELLeCTBO;

«  MPOBOSIOYHbIe HanpasuTenu 0,014 atorima.
Bkniounte nasepHoe ycTpoicTBo. Ybeautecb B TOM, YTO MPWU 3amycke Ha naHenu otobpaxaerca uudpa 38.
70 NOATBEPXKAAET, UTO B 1a3ePHOM YCTPOICTBE YCTaHOBSEHa Haf/1eXalLian BepCyA NporpammHoro obecneyeHus (3.8).

BHUMAHME! Ecnn npu 3anycke He oto6pakaerca umépa 38, HE ncnonb3yite Katetep u cpasy xe
ob6paTtutech B cyx6y 06cnykuBaHuA Spectranetics Ha mecTe sKcnyaTauuu.

Cobniopas npaBuna obecrneyeHUA CTEPUNBHOCTM, OTKPOWTE CTepUsbHYI0 YnakoBKy. CHUMWTe C noTka
YNakoBOUHble KAWHbA W aKKypaTHO W3BMeKWTe Na3epHblii KaTeTep W3 NOTKa, MPWAEPXMBAA YepPHbIN
NasepHbIl COeANHUTENb, KOTOPbIM TakMe Ha3blBalOT NMPOKCMMaNbHbIM KOHLOM, MPOKCUManbHOW MydToi nnm
NPOKCMManbHbIM coeavHuTenem. ObpaTuTe BHUMaHMeE Ha TO, YTO MPOKCUMalbHbI KOHeL| la3epHOro KateTepa
NnofACOeANHAETCA TONbKO K SKCUMepHOW nasepHoit cucteme CVX-300 1 He npefHa3HayeH AnA NPAMOro KOHTaKTa
C TeNIOM NaLmeHTa.

MNMopcoeanHUTE NPOKCMMaNbHBIN KOHEL, Ia3epHOro KaTeTepa K SKCMepHo lasepHoit cucteme CVX-300 nyctaHoBuTe
NasepHblil KaTeTep Ha YA/IMHWATENbHYIO LTAHTY WK B Pa3rpy30uHyto MyQTy Jla3epHOI CCTEMbI, B 3aBUCMMOCTH OT
TOrO, YTO BXOAWT B KOMMNeEKT. Kanubpyiite nasepHblii KaTeTep B COOTBETCTBUW C UHCTPYKLMAMM, NPUBELEHHbIMA B
PYKOBOZACTBE OrnepaTopa SKCMMePHOI lasepHoii cuctembl CVX-300 (7030-0035 nnm 7030-0068).

12.2 KnuHunuecknin metopg
1. C nomoLLpblo CTaHAAPTHON upeckoxHon meToaukn CenbaviHrepa BBeAMTe VHTPOAbIOCEP MOAXOAALEero
pa3mepa, B KOTOPOM OyaeT pasmelLiaTbcA NPOBOAHMKOBbIN KaTeTep, B 06LLYI0 GefjpeHHyI0 apTepyito, UCNonb3ya
peTporpaaHbIf TMN BBEAEHVA. [enapuHN3npynTe BHYTPYBEHHO, NCNONb3yA npotokon PTCA ana renaprHmusaummn.
Mepuroanyeckoe M3MepeHue aKTVBMPOBaHHOTO BpemeHw ceepTbiBaHuA (ACT Gonee 300 ¢) B xoae npoLeaypbl
NOMOXeT NOAAEPKMBaTb OMTUMaJbHbIE YPOBHMN aHTVKOArynaLym.

2. BBeauiTe NPOBOAHMKOBBIN KaTeTep MOAXOAALLEro pa3mepa, NCnonbdya UHGopmaumio 13 Tabnuubl 1.1
(cneBa nnn cnpaea B 3aBUCKMOCTU OT LieNeBON KOPOHAPHOI apTepun) U CTaHAAPTHbI NPOBOMOYHbIN
HanpasuTens 0,038 alonma.

3. BbinonHute NCXOOHYO aHrmorpadeno MeTo4OM BMpbICKa KOHTpPAaCTHOro Beuwectea 4Yepes
I'IpOBOAHVIKOBbIﬁ KateTep. I'Ionque I/I306pa>KEHVIﬂ B HECKOJIbKMX NpoeKkuuAax C YKasaHnem
aHaTOMUNYeCKnx BapVIaLlI/IIh n MOpd}OﬂOI’I/II/I I'IOpa)KeHI/IVI, noanexawmx neyeHuio.
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4. BeeanTe npoBonouHbIn Hanpasutenb 0,014 AloiMa (MM MeHbLUE) B KOPOHApHble apTepun yepes

FIpOBOFlHI/IKOBbM KaTeTep. [NepeceknTe LeneBoe NopaxeHve C MOMOLLbIO MPOBOIOYHOrO HanpaBuTens.

5. BbibepuTe COOTBETCTBYIOLLMI pa3Mep Na3epHOro KateTepa.

Ta6bnuua 12.2.1. PekomeHAOBaHHbIE pa3mepbl

Pasmep KaTeTepa PedepeHTHbI AuameTp cocyaa

0,9 Mm =2,0 MM

Mapkep Katetepa Ha
AVICTanbHOM 4acTi - TPOCBET 1A NPOBOMIOYHOTO HanpaBuTeNs, 9 M

L Y

MpumeyaHue. AHANOrMYHO NOGOMY YCTPOINCTBY, NPUMEHAEMOMY [i1A BacKyNspPHOro BMeLIaTenbCTBa, Npun
Mcnonb3oBaHNM Na3sepHOro KaTeTepa B Tese YenoBeKa BCerga cneguTe 3a ero [ un

PEHTreHOKOHTPACTHOro MapKepa Ha HaKOHeYHIKe NoCPeACTBOM PeHTreHocKonuu. [IBUKeHNe 1 CKopocTb
NpoABMKEHNA ANCT 0 HaKoHe KaTeTepa [OMKHbI MPAMO COOTBETCTBOBATb CKOPOCTMN
nNpoABMKEHNA, NpUKnag il K MPOKC omy cTep Katetepa. Ecnu coorBetcTBylOLlEE
ABUDKEHMe He BUAHO, NOBTOPHO OLieHUTe MOpP¢Oosornio nop , N yto PHYI0 SHEPruio n

COCTOsIHNE BCNOMOraTenbHOro o60pyA0BaHNA nepes NpoAoKeHeM NpoLeaypbl.

PucyHok 2. KaTtetep 6bicTpOii 3aMeHbl

6. MeTopbl BBeAeHA (TexHUKa NocnefoBaTeNbHOIO BBejeHNA NPOBOAHWKa U KaTeTepa)

a. Cnepute 3a NONOXeHWeM NPOBONIOYHOrO HaMpaBUTENA B COCYANCTON CCTEME C NMOMOLLbIO MeTOA0B
PEHTreHOCKOMMNYECKOro KOHTPONA.

6. BBegute NPOBOMOYHBLIA HaNPaBUTENb B JIA3EPHBIA  KaTeTep, BCTaBUB MPOKCMMANbHBIN  KOHeL|
NPOBOJIOYHOrO HaNpaBUTeNA B ANCTaNbHbIN HAKOHEUHWK N1a3ePHOro KaTeTepa, 1 akKypaTHO, C He6onbLUMM
Larom, Npo/BuraiTe NasepHblii KaTeTep BO M3bexaHVie nepeKkpyurBaHUA NPOBOMIOYHOMO HampaBuTeNnA.
Bo3bmuTeCh 3a NPOBOJIOYHbIN HaNpaBuUTeNb, KOrfja OH MOABUTCA U3 NPOKCMMAsIbHOTO MOPTa, 1 COXpaHsaiiTe
€ro NoJoXeHue B cepfieYHO-COoCYANCTON CMCTeMe MaLeHTa BO BPeMA NPOJBMKEHVIA Nla3epHOro KaTeTepa.

B. OTKpoWTe remocTaTvyeckmin KnanaH Y-ob6pasHoro apjantepa, KOTOpPbI WMCMONb3yeTcs BMecTe C
VIHTPOAbIOCEPOM, BBOAVIMbIM B ONCaHHOM Bbllle Wware 1.

r.  AKKypaTHO BBeAWTe fa3epHblii KaTeTep uepes remoctaTMuyeckuii knanaH Y-ob6pasHoro agantepa
B MPOBOAHMKOBbLIA KaTeTep W MpofBWraiTe nasepHblii KaTeTep A0 AUCTaIbHOTO HaKOHeYHVKa
NPOBOAHMKOBOTO KaTeTepa, NPy 3TOM COXPaHAA NOJIOXKeHe NPOBOIOYHOrO HanpaBKTeNA.

n. TMpexpe yem npopeuraTh Na3epHblil KaTeTep, ybeauTech B TOM, YTO MPOBOAHUKOBDIN KaTeTep PacrofoxXeH B
YCTbe KOPOHAPHOW apTepin, MCMOMb3yA ANA STOFO BMPbICK KOHTPACTHOTO BeLLEeCTBa U PEHTTEHOCKOMNMIO.

e. [lpopsuraiiTe nasepHbli KaTeTep [0 ydyacTKa MOPaXkeHWA, COXPaHAA NpW 3TOM MONOXKeHue
NPOBOJIOYHOTO HanpaBUTeNA B CePAEYHO-COCYAMNCTON cuCTeMe nauueHTa. BbinonHWTe BRpbICK
pacTBopa KOHTPACTHOrO BellecTBa Yepes MPOBOJHMKOBLIN KaTeTep, YTOObl NPOBEPUTL MOOXKEHNe
na3epHOro KateTepa C MOMOLLbIO METO/J0B PEHTFEHOCKONNYECKOro KOHTPONA.

7. Y6eauBwUCh B TOM, YTO Na3epHbI KaTeTep COMpUKacaeTcAa C LeneBbiM NopakeHueMm, BbiNonHUTe

nepeuncneHHble fanee [eNCTBUA, UCMONb3yAs GU3MONOTMYECKUA PacTBOP WAN NaKTUPOBaHHbIN

pacTtBop PuHrepa.

YpanuTe Bce OCTaTKW KOHTPACTHOTO BELLECTBa 113 MPOBOAHNKOBOTO KaTeTepa v IVHEVHbIX COeaviHUTENEN.

6. Tepep akTvBaumeit 3KCMMepHON nasepHoi cuctembl CVX-300 ypanute BCe OCTaTKM KOHTPACTHOrO
BellecTBa U3 06/1acTy reHepaLnim 1a3epHOro N3Ny4YeHNa 1 NpUneratoLmnx K Heil COCYANCTbIX CTPYKTYP.

B. CM. NpoTOKON BAMBaHUA GpM3MONOTMUYECKOro pacTBOpPa; BbINMONHANTE NPOMbIBaHMe GU31ONOrMYecKnm
pPacTBOPOM 1 €ro BAMBaHWE B COOTBETCTBUM C UHCTPYKLMUAMMU.

®
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8. HaXXmuTe HOXHOW BbiKNloYaTeNb, YTOObI NPUBECTY B AEMCTBME SKCUMEPHYI0 NasepHyto cuctemy CVX-300,
1 MeiNeHHO, CO CKOPOCTbLIO MeHee 1 MM B CEKYHAY, NPOABUranTe nasepHblil KaTeTep, NO3BONAA NIa3epHON
SHeprum yaanutb Tpebyemblit MaTepuan. OTNyCTUTe HOXHOW BbIK/IOYaTeNb, YTOObI BbIKMIOUUTD Na3epHyto
cnctemy CVX-300.

Mpumeuanue. Mpn npoaBMKEHNN nNa3epHOro KaTeTepa uepe3 TKaHb C YMEPEHHOU CTeneHbio
KanbunpuKaumm MoXeT NoHaao6uTbcA 6onbluee KONNYECTBO NMMYNbCOB fla3epHOI SHEPrun, Yem npmn
npoxoxaeHnn yepes GpnGPO3HYI0 aTePOCKIEPOTUUECKYIO TKaHb.

BHumanue! Mpu npoBefeHnn npoueaypbl HaKOHEYHUK Na3epHOro KareTepa He [O/MKEeH BbIXOAWUTb
3a H p DYHOro HanpaBuTenA. 3anpeljaeTcA NPOTaNKuBaTb HaKOHEUYHMK Nla3sepHoro
KaTeTepa 3a npefenbl HAKOHEYHUKa NMPOBOJIOYHOrO HanpaBuUTeNA M (MAM) n3BneKaTb NPOBOJIOYHDIN
HanpaBuTeNb A0 TeX NOp, NOKa OH He OKaXeTcA BHYTPU JlasepHOro KaTterepa.

9. OTBeanTe NasepHblil KateTep 0O6PATHO M BNPbLICHUTE KOHTPACTHOE BeLeCcTBO Yepes3 MPOBOAHMKOBLIN
KaTeTep; OCMOTpUTE MopaXKeHne C MOMOLLbIO PEHTTeHOCKOMNN.

10. Tpu HeobXoAMMOCTM NOBTOPHUTE LWarK 7-9, YTobbl 3aBEPLUUTD NleUeHue.

11. W3Bnekas na3epr||7| KateTep u3 o6pa6aTb|BaeM0ro cocyna, cnegute 3a NoOJIoKeHMeM NMpoBOIOYHOIO
HanpasuTenAa B COCyAe C MNOMOLbIO pPeHTreHockonun BO n3bexaHve BbinageHWs NPOBOJIOYHOIO
HanpaBuTenAa, a TakXe cobniogante OCTOPOXHOCTb Ha BbIXOAe W3 reMoCTaTU4YeCKoro KnanaHa
Y-06pa3Horo afjanTepa, Korga 6y,qem BbIBOAWTb ANCTaNIbHbIA HAKOHEYHNK Nla3epHOro Katetepa.

MpumeuaHue. B cnyyae yaaneHns nasepHoro Katetepa us cocyfja He3aBMCMMO OT MPUYMH TLWATeNbHO
OYNCTUTE TrenapuHU3NPOBaHHbIM (M3MNONIOrMYECKMM PacTBOPOM BHELUHIOW MOBEPXHOCTb W
HaKOHEYHVK Nla3epHOoro KateTepa AnA NpeAoTBpalleHNA HanunaHna Kposu. KpoBb, ocTalowanca Ha
nasepHOM KaTeTepe, MOXKeT CHN3UTb 3 GeKTNBHOCTb la3epHOro Katetepa.

He Hy»KHO 13BNIeKaTb Na3epHbIii KaTeTep 13 NauueHTa Ans yBeNMUYeH1s Uav yMeHbLIEHWA NAOTHOCTM NMOTOKa SHeprim
WM YacTOTbl MMMY/IbCOB, MOCKOSbKY Jla3ePHbIi KaTeTep 6bin NpeABapuUTeNbHO OTKanmbposaH. CM. PpyKOBOACTBO
onepaTtopa 3KCcMMepHo nasepHoin cuctembl CVX-300 (7030-0035 nnn 7030-0068).

Mp Bo Bp npoueaypbl ciefyeT KOHTPONNPOBaTb apTepuasnbHoe AaBjieHNe W 4acToTy
cepAeyHbIX COKpaLeHuil nayueHTa.

12. Tlpn Heo6XOAMMOCTM MOCNe na3epHON aTepIKTOMUU BbINOMHUTE MOBTOPHYIO aHrnorpaduio u
6annoHHY aHTVOMNACTMKY.

13. JlazepHbiin KaTeTep RX cnpoeKkTMpoBaH cneumanbHo i COBMECTUMOCTY C GbICTPOI 3aMeHON YCTPOICTB,
KoTopas MoXeT noTpeboBaTbCA B XOAe O[HON XMPYPrv4ecKoi onepauumu, BbINOSHAEMOW TOW e
ornepauvoHHo 6purapoit. JlazepHblin KateTep RX MOXHO 6bICTPO M3BNeYb M3 CepAeYHO-COCYANCTON
CUCTeMbI NaLMeHTa, He YAaNAA MPOBOJIOYHbIN HaMNPaBUTESb, KaK ONMCaHO HUXe.

1) OTKpoOWTe reMoCcTaTUYeCKMin KnamnaH.
2) Ypep»KvBas MPOBOJIOYHbIV HaNpaBUTENb U reMOCTaTUYeCKIiA KanaH OAHO PYKOW, BO3bMUTECH APYToMn
PYKOI 3a BHELLHIOI0 MOBEPXHOCTb Jla3ePHOro KaTteTepa.
3) CoxpaHAsA HenoABKHOE MOJIOXeHMe NMPOBOJIOYHOTO HaNPaBKUTeNA B KOPOHAPHOW apTepum, HaunHanTe
13BMeKaTb Nla3epHblil KaTeTep U3 NPOBOAHNKOBOTO KaTeTepa.
MpumeuaHne. B xope 3ameHbl cnepuTe 3a NONOXEHMeEM np YHOTO H
MEeTOZl0B PEHTreHOCKONMNYECKOro KOHTPOnA.

Tens ¢ nomouy

P

4) TMMpopomxaiiTe M3BNeKaTb flasepHbI KateTep A0 Tex Mop, Moka OTBepCTMe B MPOCBETE MPOBOSIOYHOMO
HanpaBUTENA He OKAKETCA Ha BbIxoge 13 Y-06pasHoro apanTepa. MeasieHHO 1 OCTOPOXHO M3BNEKUTE nocneaHne
9 cM rMGKOI AMCTANbHOM YacTI Na3epHOro Katetepa M3 MPOBOJIOYHOMO HAMpaBWTENs, NPY 3TOM COXPaHsAs
NoNoXKeHVie MPOBOIOYHOTO HaNpPaBUTENA B NPpeAenax NopaxeHWA. 3aKpoiTe reMoCTaTUYeCKII KnanaH.

5) MoproToBbTe cnepyOWNiA Na3epHbIN KaTeTep ANA NPYIMEHEHUA B COOTBETCTBMU C NPUBEAEHHbIM
paHee onucaHuem.

6) CHoBa BBejMTe MPOBOJIOYHbIA HampaBuUTeNb B Jla3epPHbIN KaTeTep, BCTaBMB MPOKCHMMAanbHbI
KOHel, MNPOBONIOYHOrO HampaBUTeNA B AWCTaNIbHbIA HAKOHEYHWK Na3epHoro KateTepa.
MpoKcMmanbHas 4acTb NPOBOIOYHOrO HAaNpaBKTeNs, C KoTopoli 6ygeT paboTaTb Bpay, BbliifeT U3
OTBEPCTUA Ha 9 CM OT ANCTaAIbHOTO HaKOHEYHMKa.

7) OTKpoNTe remocTaTUYECKWA KnamaH W MpoABUraiiTe na3epHblili KaTeTep, COXpaHAA Mpu 3TOM
MOJIOXKEHVE MPOBONIOYHOTO HanpaBUTENs B KOPOHAPHOW apTepun. BHUMaTenbHO cnefgute 3a Tew,
4TO6bI HE 06MOTaTb Jla3epHbIN KaTeTep BOKPYr NPOBOIOYHOIO HanpasuTens.

8) [popBuraiiTe NasepHbli KaTeTep JO HAKOHEUYHMKA NPOBOAHMKOBOrO KaTeTepa. [MpofoKaiTe BbINONHATL
npouenypy na3epHoii aHMMoMMacTMKKM C MOMOLLbIO paHee ONMCcaHHOro MeToaa.

14. PekomeHayeMble MocedytoLime MeponpuUaTUs GpapMakoornieckoro xapakTepa HasHauaeT Bpay.
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MpoTtokon BAinBaHnAa ¢M3monormuecxoro pacTBOpa npun ncnoJjib3oBaHNn BKCMMEPHOI‘I'I nasepuoﬁl cncTembl

MPUMEYAHUE. ina 3Toro metofa TpebyloTca ABa oneparopa. MaBHblii onepaTop AO/MKeH NPoABUraTh
nasepHbiii KaTeTep M HaXXumaTb nepanb A/A €ro akTuBaL Momouy AOJKEH KOHTPONMpoBaTb
BNMBaHMe ¢U3NONOrNYecKoro pactsopa 4epes wnpuy U (MpU Heo6GXOAMMOCTU) HaXKMmaTb nepanb
PEHTreHOCKONMNYecKoro ycTporicraa.

a.

Mepen npoBeaeHneM nasepHol npoLeaypbl HEOOXOAMMO MOAOrPeTb MakeT C GU3NONOrNYecKUM
pactBopom (NaCl) 0,9 % obbemom 500 cm Ky6. nnn NakTpoOBaHHbIM pacTBopom PuHrepa go 37 °C.
He HyxHO po6aBnAaTb B ¢r3vonornyeckuii pacTBop renapuH unu kanuii. MopcoeguHute naket
noporpetoro GU3NONOrMYECKOro pPacTBopa K CTEPUNbHON BHYTPUBEHHOW NMHWU U nepekpoiiTe
NHWIO Y MOpTa TPOMHOTO pa3BeTBUTENA.

O6bIYHbIM CNOCOGOM BBEAUTE KaHIONIO B YCTbe KOPOHAPHOW apTepun nnm 06XOAHOW COCYANCTbIV
WYHT C MOMOLbI0 COOTBETCTBYIOLETO MPOBOAHUKOBOTO KaTeTepa C 6GONbWWM NPOCBETOM.
PekomeHpgyeTcs ncnonb3oBaTb HanpasnAloLWMn KateTep 6e3 60KOBbIX OTBEPCTUIA.

MoaBeanTe nasepHblii KaTeTep BMIOTHYIO K MOPaeHWIO NOJf PEHTreHOCKOMUYECKUM KOHTPOeM.
Mpu HeobxoAMMOCTN BBeAKTE KOHTPACTHOe BellecTBO, YTOObl OnpefenuTb NOSIOXKEeHNe HaKOHeUYHWUKa
nasepHoro Katetepa. Ecnm KoHTpacTHOe BellecTBO HabniogaeTca Mexay HaKOHEUHWMKOM Na3epHOro
KaTeTepa M MopaKeHWeM, Na3epHblil KaTeTep MOXHO HEMHOrO OTBECTV Haszaf (Ha 1-2 mMm), 4ToObI
obecrneuntb aHTerpafHblii MNOTOK W yfAaneHUe KOHTPACTHOro BeljecTBa MPW MPOMbIBAHUM CUCTEMbI
dusmonoruveckum pactsopom. (Mepep reHepaumwein nasepHoro usny4yeHus ob6AsaTenbHo
y6eanTech, YTO HAKOHEYHUK NIa3ePHOro KaTeTepa KacaeTcA Nopa)KeHus.)

BbiBefnTe OCTaTOK KOHTPACTHOrO BELEeCTBA M3 KOHTPONbHOro wWnpuua o6paTHO BO ¢nakoH
C KOHTpAcTOM. OUnCTHTE TPONHOW Pa3BETBUTENb OT KOHTPACTHOrO BeLecTBa, Habpas Gpr3noNorniecknin
pacTBOp Yepes pa3BeTBUTENb B KOHTPOSbHbIN LWMPUL,.

M3BneKunTe NCXOAHBIN KOHTPOJbHDINA WNPKLL U3 Pa3BETBUTENA 1 3aMEHUTE ero HOBbIM KOHTPOJIbHbIM
WNpriLeM C J03POBCKON Hacapkoii obbemom 20 cm Ky6. Mepep nopcoeavHeHMeM 3TOT HOBbIN
KOHTPOSbHBIN WNpUL, 06beMom 20 cm Ky6. HEO6X0AMMO NPOMbITb GU3NONOTMYECKM PACTBOPOM, UTOObI
CHW3UTb BEPOATHOCTb NOABNEHWSA Ny3bIpbKOB Bo3ayXa. (KomnaHua Merit Medical n ppyrvie noctaBimku
NPOU3BOAAT KOHTPOJIbHbIE LWNPKLbl 06beMom 20 cm Ky6.)

Ypanute Bce cnefibl KPOBM M KOHTPACTHOTO BELLIECTBA U3 Pa3BETBUTENA, COeANHUTENBHON TPY6KW, Y-06pa3Horo
coefVHNTENA 1 NPOBOAHMKOBOTO KaTeTepa, UCrosnb3ys He meHee 20-30 cM Ky6. Gp13ronornyeckoro pactsopa
(HECKONBKO LWNPULEB C GU3MONOTMYECKM PAcTBOPOM). 10 3aBepLLEHI STOI HauasIbHOW MPOMbIBKY CHOBA
HaMoJHNTE KOHTPOSbHbIN WNPUL, 06bemMoM 20 cM Ky6. GpU3MONOrMYECK M PacTBOPOM.

C NOMOLLbIO METOLOB PEHTFEHOCKOMMYECKOro KOHTPONA ybeanTech B TOM, YTO HAKOHEUYHUK la3epHOro
KaTeTepa conMpuKacaeTcsa C MopaxkeHmem (Npy HeobXOAMMOCTV MPOABMHLTE Na3epHblil KaTteTep),
HO He BMNPbICKMBaTE KOHTPACTHOE BELLECTBO.

Korga rnaBHblIil onepaTop coo6LMT O FOTOBHOCTY NPUBECTU B AENCTBIE Na3epHYIO CUCTEMY, ONepaLiOHHbIN
ACCUCTEHT [OMKEH OTKPbITb 3aABWKKY Pa3BeTBUTENA U Kak MOXHO ObicTpee BBecTv 10 <M Ky6.
dm3ronormyeckoro pactsopa (B TeueHue 1-2 cekyHp). ITa 6onlOCHaA VMHbEKLMA NpefHasHauyeHa Ans
BbITECHeHMA 1 (UNK) pa3baBneHnsa KPOBK B KOPOHAPHOM fiepeBe 10 YPOBHA KanuanapoBs 1 orpaHUyeHns
06pPaTHOro KPOBOTOKA B MOJIE fla3epHON abnaumi.

Mocne BBepeHns 10 cm Ky6. HayanbHOro 6onca OnepaLMOHHbIA aCCUCTEHT LOMKEH, He npekpalyas
BBEJEHMEe pPacTBOPa, CHU3NUTb CKOPOCTb WHbEKUMU [O 2-3 M Kyb6./cek. ITOT 3Tan BIUBaHWA
du3ronormyeckoro pactBopa npeaHasHayeH AnA 3amelyeHua u (1nm) pasbaBneHUA aHTerpagHoro
KPOBOTOKa, MOCTYMNAloLEero B rone nasepHoi abnaummn. B ToT MOMeHT, Korfa onepaLyioHHbI acCUCTEHT
CHU3UT CKOPOCTb BBEAEHVS PAaCcTBOPA, MMaBHbI OnepaTop AOMKEH aKTVBUPOBATb SKCMMEPHYIO Nla3epHyIo
CUCTeMY, HaXKaB HOXHYIO Nefjanb, Y HauaTb NOCNe[0BaTENbHOCTb FreHepaLum 1a3epHOro U3nyyeHus.

MocnegoBaTenbHOCTb (Cepiisi) reHepaLmm NasepHOro U3yUYeHs JOMKHA ANUTLCA B TedeHre 2-10 cekyHp
(He 6onee 10 cekyHf).

Mpekpatute BBeaeHne GU3NONOMMYECKOTO PacTBOpa B KOHLE CEepUM  J1a3epHbIX  MMMYNbCOB.
3aKpoiiTe 3a/BWKKY Pa3BETBUTENA U CHOBA HAMOHUTE KOHTPOMbHbBIN Wnpul o6bemom 20 cM Ky6.
dunsnonornueckum pacTBopoMm AnsA MOATOTOBKM K CeAylolen MoCiefoBaTelbHOCT reHepaumm
Na3epHOro n3nyyeHns.
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MPUMEYAHUE. Jio6ble 3neKkTpoKapauorpadpuyeckue u , NHAYUMp
$usnonornyeckoro pacTeopa, AJOMKHbI 6bITb yCTpaHEeHbl 10 NOBTOPEHUA NOC/eA0BaTeIbHOCTH.

M. Kaxpoi nocnepyiowein cepun nasepHbiX MMMYNbCOB AOMKHA NPeAWecTBoBaTb 6ONOCHaA VHbEKUMA
du3nonormyeckoro pacTtBopa, a BO Bpema Mojauvt UMMyNbCoB CriefyeT BbIMONHATb HernpepbiBHOE
BIMBaHWe GU3NONOrMYeCcKOro pacTBOPa, Kak OMMCaHo B Larax «3» — «i»,

H. Ecnn pnAa oueHKM pesynbTaToB B XOA€ Na3epHO Mpoueaypbl UCMOMb3yeTcA KOHTPACTHOE BeLjecTBO,
BbINOSHAWTE Waru 4—7 nepes NOBTOPHON aKTUBALMEN SKCMePHOW a3epHO cMcTeMbl (Nepeq akTBaLmein
na3epa, Kak OMM1CaHo B LArax «3» — «1»).

13. OrpaHuW4YeHHasA rapaHTuUA NponsBoAUTENsA

Mpowu3BoanTenb rapaHTpyeT OTCYTCTBUE B TA3€PHOM KaTeTepe fnA KOpoHapHoii atepaktommn ELCA pedextos
MaTepranos 1 U3roTOBAEHMA NPK YCIOBWN NCMOMb30BaHUA IO yKa3aHHOW AaTbl NCTEYEHMA CPOKa rofHOCTU.
OTBETCTBEHHOCTb NPOW3BOAWTENA MO 3TOW FrapaHTUN OrpaHNYMBAETCA 3aMeHON UM BO3MeLLeHMeM CTOUMOCTU
NOKyMKK Nto6oro nasepHoro Katetepa Ans KopoHapHoii atepaktomun ELCA ¢ pedektom. Mpoussoantens He
HeceT OTBETCTBEHHOCTH 3a Nto6oN CyyaHblii, GakTUYECKUid NN KOCBEHHDbIN YLLep6, BO3HVKLWINIA B pe3ynbTaTe
MCNONb30BaHNA Na3epHOro Katetepa Asa KopoHapHoi atepaktomum ELCA. MNoBpexaeHune nasepHoro Katetepa
AnA KopoHapHon aTepaktomun ELCA B pesynbraTe HempaBWSIbHOrO MCMONb30BaHWUA, BHECEHVNA W3MEHEHW,
HernpaBWIbHOrO XpaHeHus, obpalleHna unu nboro ApYroro HapylleHUs HacTOAWMX WHCTpyKumMn no
NPYIMEHEHNIO aHHYIMPYEeT HaCTOALLYIO orpaHuyeHHyto rapaHTiio. HACTOALLAA OFPAHUYEHHAA TAPAHTUA
BE30rOBOPOYHO 3AMEHAET CO50/ BCE OCTAJIbHbIE TAPAHTUU, NPAMbIE W1V NOAPA3YMEBAEMbIE,
B TOM YUCE NOAPA3YMEBAEMYIO TAPAHTUIO TOBAPHOI NMPUrOAHOCTU WU NPUrOAHOCTU ANA
OMPEAENEHHON LEJNIN. Kakne-nm6o dpusnyeckme uam pUANYEcKe NnLa, B TOM Yncie yNoNHOMOYEHHbIe
npepctaBuTeny unu gunepsl MpounssoanTens, He MeLOT NpaBa NPOANEBaTb CPOK AENCTBUA WU PaCLLMPATL
YCNOBWA 3TOW OrpaHWYeHHON rapaHTuy, U nobas NonbiTKa BblleyKa3aHHbIX AeNCTBUA He OyaeT vmeTb
I0PVANYECKON CUAbl B OTHOLLEHKM Mpon3BoanTens. 3Ta orpaHNYeHHas rapaHTUA PacnpoCTPaHAETCA TONbKO Ha
nasepHbIN KaTeTep AnA KopoHapHou atepakTomun ELCA. CBefieHNA O rapaHTv NPON3BOANTENA HA SKCUMEPHYIO
nasepHyio cuctemy CVX-300 nprBefeHbl B JOKYMEHTaLUW K 3TON cucteme.

14. HecraHgapTHble CUMBOJIbI

Energy Range (mJ) at 45 Fluence

. Max. Tip Diameter
SDHepreTnyeckuii ananasoH (M) npu M
MJIOTHOCTMN NOTOKa 3Heprum 45 AKC. ANAMETP HaKoHedHMka

Hydrophilic Coating Sheath Compatibility
lvapodunbHoe NokpbITe CoBMeCTMOCTb 0601104KM
Quantity Qry Working Length I_ _I
Konnuectso Pabouas gnuHa
Max. Guidewire Compatibility
:Al:lﬂﬁgr::r @ Makc. COBMeCTUMBbIA MPOBOJSIOYHbBIN <:M£OD
pTep HanpasuTenb ax

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

physician. ONLY
BHVIMAHWE! B cooTBeTcTBUM C pefepanbHbimM 3akoHoaaTenbcteom CLUA 3To ycTpoiictBo

pa3speLweHo K Npoarke TOJIbKO Bpavam Win no nx 3akasy.
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15. MpnmeHumble cTaHAapTbI

npOeKTVIpOBaHI/Ie 3TOro 13fenuna BbiNMoOJIHEHO B COOTBETCTBUN CO CTaHAapTaMu, yKasaHHbIMU B Ta6l'II/ILle 15.1.

Ta6bnuua 15.1. CraHgapTbl, Np npu np TMP KaTtetepa ELCA.

CraHpapt/HopmaTuBHbin | HammeHoBaHne

AOKYMEHT, AaTa

Buonornyeckas coBMeCcTMMocTb

1SO 10993-1 Brionornyeckoe oueHBaHve MegULMHCKNX YCTPONCTB. YacTb 1. OueHka
nccnefoBaHnsA

KnuHunueckoe nccnepgosaHue

ENISO 14155 KnuHunyeckoe nccnepgoBaHve NCnonb3oBaHUsa MeaULNHCKX U3enui,
NpoBOAMMOE C yYacTem Nogen

KoHcTpykuma

ANSI Z136.1 be3onacHoe ncnonb3oBaHne nasepos

ENISO 10555-1 KaTeTepbl BHYTPMCOCYANCTbIE CTEPUIbHBIE O[HOPA30BOro NCMONb30BaHUA.
YacTb 1. O6wwme TpeboBaHUA

US 21 CFR 820 Cnctema CcTaHAAPTOB KayecTsa

OKpy»Katowas cpeaa

1SO 14644-1 Ynctble nomeLLeHNA 1 CBA3aHHbIE C HUMIW KOHTponMpyeMble cpefbl. YacTb 1.
Knaccudukaumsa unctotsl Bo3gyxa

1SO 14644-2 YncTtble noMelleHnA 1 CBA3aHHbIE C HMU KOHTPOVpYeMmble cpefpbl.
YacTb 2. TpeboBaHUA K KOHTPOSIO 1 MOHUTOPUHTY ANA NOATBEPXKAEHUA
NoCTOAHHOrO cooTBeTcTBUA ISO 14644-1.

MapkupoBka

EN 556-1 Crepununsaumna MeguumMHCKIX ngennii. Tpe6oBaHUA K MenLMHCKAM
nspenuam c o6osHadyeHmem «CTEPUITbHO». TpeboBaHWs K MEAULUHCKUM
n3genvam, nognexalym GUHULIHON CTepunmalmm.

EN 980 [padryeckne cMmMBOSbI, UCMONb3yeMble AN MaPKUPOBKH
MEeAUUMNHCKIX N3Lenunii.

EN 1041 CBefileHNA 0 MefULIMHCKIX U3AeNUAX, NpefocTaBnaemMble Npon3BoanTenem

1SO 15223 MepauuuHckue nzgenua. CMBOSbI, UCNOSb3yeMble C HaKflekamu Ha
MeVLIMHCKMX U3AeNnunAxX, MapKUpPOBKa 1 NpeaocTaBnaeMan MHpopmauma

YnakoBKa

ENISO 11607-1 YnakoBKa MeANLMHCKNX N3AeNniA, Noanexalynx GUHULWHON CTepunmnsaumn.
Yactb 1. TpeboBaHWA K MaTeprianam, CTepunbHbIM 6apbepHbIM CCTEMaM 1
YMNaKOBOYHbIM CMCTEMAM.

EN ISO 11607-2 YnakoBKa MeAULMHCKIX N3AeNni, Nognexalmx GUHULIHON
cTepunmsaumm. YacTb 2. TpeboBaHMA K BanugaLuym npoLeccos
dopmoBaHus, repmeTr3aLmnn 1 C60pKK.

1SO 780 YnakoBkKa. lpaduueckne 0603HaueHus, NpuMeHsemble Ansa 06paboTkM 1
XpaHeHWA yNnakoBOK.

KauectBO

EN ISO 13485 MepununHckne nsgenna. CuctemMbl ynpasneHa KauyecTBOM.
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CraHaapT/HOpMaTMBHbIN | HanmeHoBaHue
AOKYMEHT, fiaTa

YnpasneHue pnckamu

EN ISO 14971 MepununHckre nsgenva. MpumeHeHne CcTeMbl yNpaBieHna puckamm K
MeAVILMHCKUM U3AeNNAM.

EN 62366 MepuunHckme nsgenusa. NpumeHeHne NpoekTNPOBaHKA
3KCMTyaTaLMOHHOW NPUrOAHOCTN K MEAULIMHCKUM U3AENNAM.
Crepunusauus
ENISO 11135 CTepvnusauma MeanumMHCKo NpogyKumum. StuneHokecna. Yactb 1.
TpeboBaHuA K pa3paboTke, BanmaaLmm 1 TeKyLlemy ynpasneHuto
NpOLIeCcCoOM CTePUNM3aLmny MeANLIMHCKIAX U3AenWii.
16. YTunusaunsa

anIMeHeHVIe n ytmnusayuio yCTpOVICTBa ciefyet ocywecTBNATb B COOTBETCTBUM  C O6LL|EI'IpI/IHF|TOIh
MeVLMHCKON I'IpaKTVIKOVI n AeVICTByIOLLlI/IMI/I pernoHanbHbIMN, rOCYAAPCTBEHHbIMU d)e,qepaﬂbelMVl 3aKOHamMun
N HOPMATUBHbIMM NOJIOXEHUAMN.

3penus MOryT NpeacTaBaATb NOTEHUMANbHYO 6VIOJ10I'VIHECKyIO OMNacHOCTb Nocsie NPUMEHEHNA.

B Cny4yae noBpeXAeHUA YNakKoBKU U (unn) nocne wucteyeHua CpoKa rogHocCcTn wnsgenue HeobxoarMo
YyTUIn3npoBaTb B COOTBETCTBMM C NpasBuiamun o6pau4eH|/|n C MeAULMHCKMMK OTXofamu Knacca A cornacHo
CaHluH 2.1.7.2790-10.

Mcnonb3oBaHHOe n3aenvie NOANEXUT YyTUAM3aLMN B COOTBETCTBMM C NPaBuiamMn ynpaBneHua MeanLMHCKMA
oTxofamu knacca B cornacHo CanlMuH 2.1.7.2790-10.
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