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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.

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 photo-
ablate 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

e

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

n Max. Guidewire Max. Tip Max. Tip Sheath Working
Device Model g 5 " o
o] Compatibility Diameter Diameter |Compatibility| Length
Description| Number 5 "
(in.) (in.) (mm) (Fr) (cm)
RX Catheter Specifications
1.4 mm 114-009 0.014 0.057 1.45 5 135+5
1.7 mm 117-016 0.014 0.069 1.75 6 135+5
2.0mm 120-009 0.014 0.080 2.0 7 135+5

2. Indications for Use

The Laser Catheters are 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.)

+ Restenosis in 316L stainless steel stents, prior to the administration of intravascular brachytherapy.

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
+ Lesion is in an unprotected left main artery.
+ 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
CAUTION: 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 and 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.
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A review of cases demonstrating the ELCA technique in lesions that meet the indications for use.

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.

NownHw

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 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 CVX-300.

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.

P017746-00 23FEB21  (2021-02-23) 6



ELCA Coronary Laser
Atherectomy Catheter

RX Catheter Models English / English

Instructions for Use

Q Spectranetics

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%) 0 (27.8%) '

Class Il 20 (30.3%) 8(25.0%)

Class IV 21 (31.8%) 20 (27.8%)
Prior MI 23 (43.4%) 1(55.4%) 0.212
Prior CABG 11(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
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 in-hospital complications (death, myocardial

infarction, or coronary artery bypass surgery).

Table 7.1.3 Procedural Complications

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
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 0(30.3%) 18 (25.0%)
Class IV 1(31.8%) 20 (27.8%)
Month 1
No angina 32(53.3%) 42 (60.0%)
Class | 19(31.7%) 17 (24.3%)
Class |l 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 Il 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 Ml 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 MI 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
PCl 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 MI 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
P017746-00 23FEB21 (2021-02-23) 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 047 + 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+ 06 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.
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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 £ 06 0.146
Post 29 + 0.6 28 + 0.5 0.434
F-Up 29 = 0.6 3+ 06 0.466
MLD mm
Pre 1.2 + 05 09 = 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 03 + 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
QM 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 with-
in 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”

Patient selection factors to be assessed should include a judgment regarding Excimer Laser treatment in the
presence of acute myocardial infarction, acute thrombus, and ejection fraction less than 30%.
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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:

Table 9.1 Energy Parameters

. 2 Repetition Rate Laser On/
Device O.D. Model No. Fluence(mJ/mm?) (Hz) Off Time (sec)
RX Catheters
1.4 mm 114-009 30-60 25-40 5/10
1.7 mm 117-016 30-60 25-40 5/10
2.0 mm 120-009 30-60 25-40 5/10

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).
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10.3 Inspection Prior to Use

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

11. Compatibility
The Spectranetics’ Coronary Laser Atherectomy Catheter is designed and intended to be used exclusively with
the Spectranetics CVX-300 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

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 and position the laser catheter in the laser system
extension pole. Calibrate the laser catheter following the instructions provided in the CVX-300 Operator’s Manual
(7030-0035 or 7030-0068).

12.2 Clinical Technique
1. Use standard Percutaneous Seldinger Technique to insert a 7 Fr or 9 Fr introducer sheath 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 a 6, 7, 8, or 9 Fr guiding catheter (left or right depending on the target coronary artery) using
a standard 0.038" guidewire or, if necessary, a 0.063" guidewire when introducing thin wall, large lumen
(greater than or equal to .092") guiding catheters.

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.

Note: When treating lesion(s) suspected or known to be located within a previously deployed stent,
note the proximal and distal stented margins with respect to surrounding anatomical landmarks and
morphology in case of resistance to catheter advancement.

Caution: When lasing into a suspected or known deployed 316L stainless steel stent, laser catheter
advancement should be steady with constant applied pressure. If laser catheter advancement ceases,
stent interference should be suspected. R I and/or alignment of catheter to alleviate stent
interference. If condition persists, terminate laser procedure.

4, Introduce an appropriately sized guidewire to the coronary arteries via the guiding catheter. Cross the
target lesion with the guidewire.

5. Size the laser catheter appropriately :
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Table 12.2.1 Recommended Sizing
Catheter Size Proximal Vessel Diameter

1.4 mm >2.2mm

1.7 mm 22.5mm

2.0 mm >3.0 mm

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, reas-
sess 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 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.
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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.

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. 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.

13. 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.

1) 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.

2) 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.
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3) 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.)

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

5) 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.)

6) 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.

7) 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.

8) 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.

9) 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 laser
system by depressing the foot pedal and begin a lasing sequence.

10) The lasing sequence (train) should last for 2-5 seconds (maximum 5 seconds).
11) 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.

12) Each subsequent laser train should be preceded by a bolus of saline and performed with continuous
saline infusion as described in steps 8-11.
13) If contrast is used to assess treatment results during the course of a laser treatment, repeat steps 4-7

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.

P017746-00 23FEB21  (2021-02-23) 19



JazepHbiin KaTeTep A1s MHCTpYKLMN Mo

Q Spectranetics

KopoHapHou atepakTtomun ELCA NPUMEHEHNIO

Mopenu katetepos RX Russian / Pycckunia as3bik

CopepxaHune
1. OnuncaHmne 20
2. O6nacTtb np 21
3. MNMpoTuBonokasaHua 21
4. MNMpepocrepexeHnsa 21
5. Mepbl NpefoCTOPOXKHOCTN 22
6. Bo3moxHble | TeNbHble AB 22
7. KnuHnuyeckune nccnegosaHmns 23
8. Nupansunpya. uua n 29
9. PyKkoBofcTBO onepaTtopa 30
10. ®opma nocTaBku 30
11. CoBMeCcTMMOCTb 30
12. WHCcTpyKumm no np 30
13. OrpaHnyYeHHas rapaHTIA Nnpon3BoanTens 34
14. HecTaHpapTHble CUMBOJIbI 35
15. MpumeHuMble cTaH[APTHI 35
16. Ytunusauy 36

1. Onucanue

KateTepbi 6bicTpori 3ameHbl (RX) COCTOAT 13 ONTUYECKYX BONIOKOH, MOMELLEHHBIX BHYTPb MOAN3GUPHOrO CTEPXKHS.
CyulecTByeT [lBe OCHOBHble YaCTW CTEPXKHA Jla3ePHOro KaTeTepa: MPOKCKMMabHasA YacCTb, 3akaHuMBaloWAACA y
Na3epHOro coeVHNTENs, U AVCTaNbHaA YacTb, 3aKaHUMBAIOLLAACA Y HAKOHEUHMKa, KOTOPbI HernocpecTBeHHO
KOHTaKTMpyeT C TefloM nauveHTa. BONMoKHa 3akaHUMBAlOTCA Yy [WMCTANbHOrO HAKOHEUHMKa BHYTPU [MajgKkoro
afire3VBHOrO KOHLA 11 Y NPOKCMMasIbHOTO KOHLIa BHYTPW Nla3ePHOro coefinHUTENs. PEeHTTeHOKOHTPACTHbIN Mapkep
pacrnonoXeH Ha AMCTa/IbHOM KOHLIE la3epHOro KateTepa ANIA COAENCTBUA JIOKanM3aLmMn BHYTPY KOPOHApPHOW
COCYAINCTOM CUCTEMbl COBMECTHO C PeHTreHockonveid. MpocBeT A1A MPOBONOYHOrO HamnpaBUTENA HauvMHaeTcA
Y AUCTaNIbHOrO HAKOHEUHVIKA, KOHLIEHTPUYEH C MacCBOM BOJIOKOH U BbIXOAMUT U3 la3epHOro KaTeTepa Ha 9 cm ot
[INCTaNbHOrO HAaKOHEUHWKa, KOTOPbIN HENoCpeCTBEHHO KOHTAKTMPYeT C TeIoM NaLyieHTa. MpoKcManbHbIi Mapkep
pacrnonoXeH Ha BHELLHeM MOKPbITUM JTa3ePHOTO KaTeTepa Ha pacctoaHun 104 cM OT AWCTaNbHOTO HaKOHEUHVIKaA
[NA CORENCTBUA B pasMeLLEHUM J1a3epHOTO KaTeTepa BHYTPU GeApeHHOro MPOBOAHMKOBOTO KaTeTepa 6e3
HeOOXOANMOCTY MPOBOANTL PEHTTEHOCKOTMIO.

Mexanusm geiicteua katetepos ELCA

leHepupyemas 3KcMMepHOI NasepHoit cuctemoin Spectranetics CVX-300 aHeprua ynbTpadroneToBoro nsnyyeHns
nepeaaeTca No MHOrOBOJIOKOHHbIM Nla3ePHbIM KaTeTepaM K NPenATCTBUIO B apTepyu. JHeprua ynbTpadronetoBoro
M3MNyYeHrs NepeaaeTca K HAKOHEUHMKY Jla3epHOro KaTteTepa ana Gpotoabnaumm ¢GrbposHbIX, KanbLMHMPOBAHHbIX
M aTepOMaTO3HbIX MOPAXKEHUI, TEM CaMbIM BbIMOMHAA PEeKaHanM3aLmMio MOPaXKeHHbIX 6GoNe3Hblo COCYAOoB
(poToabnAumAa — 3To MpoLecc, NPU KOTOPOM SHepreTuyeckne GOTOHbI Bbi3bIBAIOT Pa3PblB MEXMONEKYNAPHBIX
CBA3eN Ha KNeTOUYHOM ypoBHe 6e3 TepMMUECKOro MOBPeXAeHUA OKpyXKaloWwux TKaHel). JlasepHble KaTeTepbl
Spectranetics umeloT ¢upmMeHHOe cMasblBalollee MOKpbITUE AnA obecneyeHns 6Gonblueit rMOKOCTM npu
pa3mMeLLEeH B KOPOHAPHBIX COCYAaX.

noccapwmii cney X T

P

AHTErpaAHbI TN — B HAaNPaBMIEHNN KPOBOTOKA.

McxopHaa aHrnorpadua — CHUMOK CepeyHoi MblllLbl (MMOKapAa) Y KPOBEHOCHbBIX COCYOB [0 YKa3aHHO
MHTEPBEHLMOHHON NpoLefypbl aHTMOMNACTUKM.

PeTporpagHbiii TUN — B HanNpaBneHMK, NPOTVBOMOJIOKHOM KPOBOTOKY.

MpocBeT AnAa NpoBoNOUHOro HanpaBMTenMy

PucyHok 1. Katetep 6bicTpoii 3aMeHbl
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Ta6nuua 1.1. Mopienn nasepHbIxX KaTeTepoB ANA KOpoHapHoii atepakTomum ELCA (RX)

Makc. coBMecTUMblIii Makc. Makc. ComecTnmocTs| PaGouas
Onucanmne | H p p 7 AnameTp AnameTp ©60n0uKM ——
ycTpoiicTBa| moaenu HanpasuTeNnb YHMKA (F) A(cm)
(aroiimb) (aroiimbi) (mm)
TexHnuecKne xapakTepucTukm Katerepos RX
1,4 Mm 114-009 0,014 0,057 1,45 5 1355
1,7 Mm 117-016 0,014 0,069 1,75 6 1355
2,0 MM 120-009 0,014 0,080 2,0 7 1355

2. O6nacTb NpuMeHeHus

JlazepHble KaTeTepbl, UCMOJb3yeMble COBMECTHO C IKCMMEPHON NnasepHoi cuctemon Spectranetics CVX-300,
npeaHasHayeHbl 418 NPUMEHEHUA K NaLuMeHTaM C LIeMnYecKorn 60ne3Hbo cepAaLa COAHO- UV MHOFOCOCYAUCTbIM
NnopaxeHnem, KoTopble ABMAKTCA NPUEMIEMbIMA KaHAMAATaMU ANA aOPTOKOPOHAPHOTO LUYHTUPOBaHUA
(CABG), 160 B KauyecTBe OTAENbHON TaKTUKM NeYeHUs, MM60 COBMECTHO C YPECKOXKHOW TPAHCIIOMUHANbHON
KOpPOHapHOI 6anfioHHON aHrronnactkon (PTCA). BcnomoraTtenbHas 6anfoHHas aHrMonaacTka NpoBoAuIach
Mo YyCMOTPEHMIo Bpaya-nccneposatens ana 85 % cryyaes neyeHns nopaxeHunin. CopepaHve npeactaBneHHbIX
fanee pasgenos «O6nacTb npumeHeHuns», «MpoTnBonokasanua» n «MpepocTepexeHNA» COCTaBNEHO Ha
OCHOBE MHOTOLIEHTPOBbIX KIIMHUYECKUX UCCnefoBaHni. KnMHnyeckas npaktuka obecneunna 0o60CHOBaHHOM
YBEPEHHOCTbIO B TOM, YTO SKCMMepHas nasepHan cnctema Spectranetics CVX-300 1 MOAen MHOTOBONOKOHHbIX
nasepHbIX KaTeTepoB 6e30nacHbl 1 3GpGeKTVBHBI NPY yKa3aHHbIX Aanee NoKasaHuAX K NPUMEHEHMI0.

+  O6xoAHOE WYHTMPOBaHUE OKKITI03MPOBAHHbIX MOAKOMXHbIX BEH.

« [lopakeHua ycTba COCYA0B.

«  O6WuMpHble NnopaxeHus (gnuHoi 6onee 20 Mmm).

+ CTeHO3bl C yMEpPEHHOW CTeneHblo Kanbumdukauuy (CTEHO3bI C TAKENON CTeneHbio Kanbundukaumm —
3TO MOPaXeHWA C BUAMMOW MOJHOW KanbLUudrKaumen Npyi BbIABAEHWU MOL PEHTreHOCKOMUYeCKUM
KOHTpONieM NocpeAcTBOM aHrvorpapum [o BbiNONHeHNUA npouefypbl. CTeHO3bl C YMEPEHHO 1 nerkomn
CTeneHblo KanbLydrKaummy — 3T0 BCE OCTaNbHbIe).

+ [lonHble OKKNI031K, NPeoAOANMbIE C MOMOLLbIO MPOBOIOYHOIO HanpaBUTeNA.

+ [opaxeHus, KOTopble paHee He CMOMN YCTPaHUTb MOCPEACTBOM GanNOHHOW aHrMonnacTukn (K HUm
OTHOCATCA MOPaeHNsa, KOTopble He yAanocb Bbineuntb ¢ nomoubtio PTCA. lMopaxeHus, K KOTOpbiM
nNpuUMeHAnach ycnoxHeHHaa npoueaypa PTCA, He BKlOUeHb! B 3Ty KaTeropwio).

+  PecTeHo3 B CTeHTax 113 HepXxaBeloLLel CTany Mapky 316L nepes npoBeaeHneM BHYTPHCOCYAVICTON BpaxuTepaniiu.

MPOBONOYHbIN HaNpPaBUTENb AOMKEH MPOXOAWTD 3TN MOPaXKEHWA, COCTOALLME U3 aTePOCKIEPOTUUECKIX BNALLIEK 1 (M)
KanbLmdrUMpoBaHHOTo MaTepriana. MopaxeHus [OMmKHbI ObITb UETKO OnpefeneHbl NOCPenCTBOM aHrorpadum.

3. MportmBonokasaHusa
. I'Iopa>KeH|/|e HaxoguTcAa B He3aLLLI/ILLLEHHOI7I nesom MarVICTpaﬂbHOVI apTepun.
. I'Iopa>KeH|/|e HaxoguTca 3a npejenamn ocTpbixX 3arnboB unu Ha yyacTKe aHaTOMUM KOPOHapPHbIX apTele|7|,
rge npoABuKeHne Katetepa HEBO3MOXKHO.
+ [pOBONOYHbBIN HaMpaBUTESNTb HE MOXET NMPONTU NOpaKeHe.
+ [lopaxeHwve HaxoauUTCA B Npeaenax yyactka 6rudypkauyun.
. |-|aLLI/IeHT He ABNAETCA npremMiieMbiM KaHanaaTom ana O6X0,E|H0r0 COCyaUCTOro WyHTUpOoBaHUA.

4. MpepocTtepexeHnsa
BHVIMAHWIE! B cooTtBeTcTBUM C depepanbHbiM 3akoHoaaTenbcteom CLUA npofaka 3Toro n3aenvs paspelleHa
TOJIbKO Bpa4am, npoweaumnm cCooTBeTcTeyollee oGyueHme, WK No NX 3aKasy.

KnuHunyeckne ncnbiTaHnA 3KCMepPHON nasepHon cuctembl Spectranetics CVX-300 He npogeMoHCTpupoBani
6e30nacHOCTb 1 3$PEKTUBHOCTb B Cllyyae MOPa)KeHWUN, noanexkawmux pyTmHHon PTCA, unu nopaxkeHwii,
He YNOMAHYTbIX B MPMBEAEHHOM Bbille pasgene «O61acTb NPpUMeHeHUsA».

WccnenoBaHve BO3AenNCcTBUA BCNOMOraTeNbHON 6annoHHOW aHrMONNaCcTUKK Ha pecTeHO3 B CpaBHEHUU TOJIbKO
CJla3epoM He NpoBOANNOCDH.

Bpaun pomxHbl cobniofaTb OCTOPOXHOCTb MPW NeYeHUn NaumMeHTOB C Ulemmyeckoi GonesHblo cepaua
NOMOLLbIO SKCMMEPHOI naszepHoii cnctembl CVX-300.

JlazepHblii KaTeTep AnA KOPOHAPHOW aTepaKTOMUK Spectranetics TpebyeT Bepcyn NPorpaMMHOro obecneyeHns
CVX-3003.712 nnn 3.812 u Bblwe.
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MpumeHeHne aKcMmepHoit nasepHol cuctembl CVX-300 paspelleHo TONbKO Bpayam, MPOLUEAWNM NOAroTOBKY
MO MPOBEAEHNIO aHMMOMIACTAKN U YPECKOXKHON TPaHCIOMUHANBbHON KOpOHapHoW aHrnonnactuku (PTCA),
a TaKKe OTBeYaloLLVIM NepeuncieHHbIM aanee TpeboBaHUAM. CrMCOK TpeboBaHUI He ABMAETCA NCUEPTbIBAIOLLMM.
1. ObyuyeHune Ppn3mKe na3epos 1 NpasKIaM TEXHNKM 6@30MacHOCTU Npu paboTe C HUMN.
2. TpocMOTP CHUMKOB NaLMEHTOB C NOPaXEHNAMM, KOTOPble COOTBETCTBYIOT 06N1aCTV NPUMEHEHNS.
3. MepecmoTp npoueayp, AeMOHCTpUpYLWmX MeToanky ELCA B OTHOLIEHUM NOPaXKeHW I, COOTBETCTBYHOLMX
0o6nacTv NpUMEHeHNA.
4. PacCMOTpEeHMe na3epHOro BMeWaTenbCTBa C AalbHeWen LeMOHCTpauuel paboTbl 3KCUMEPHOW
nasepHoi cuctembl CVX-300.
5. [pakTryeckoe obyyeHme C NPYMEHEHNEM SKCUMEPHOI nasepHoi cuctembl CVX-300 1 noaxoasLuei Mopenu.
6. [IMnnomMmpoBaHHbIA NpeAcTaBUTENb KOMMaHWM Spectranetics GygeT npucyTcTBoBaTb ANA OKasaHWA
MOMOLLIM KaK MUHUMYM BO BpeMs NepBbiX ABYX npoLieayp..
7. Tocne ¢opmanbHoro obyuyeHns KommaHus Spectranetics obecneunBaeT BO3MOXHOCTb AOMONHUTENBHOMO
06yueHus, ecnn 3Toro NoTpebyeT Bpay, BCoMoraTe/lbHbI NepcoHal, yupexaeHiie vnm KomnaHua Spectranetics.

5. Mepbl NpefoCTOPOKHOCTU

JTOT KaTeTep Oblf CTepunM30BaH C MCMOMb30BaHUEM 3TUNEHOKCHAA W nocTtasnaetcs 8 CTEPUIIbBHOM Buge.
YctpoiicTBo npegHasHayeHo TOJIbKO A1 OQAHOPA30BOIO MPUMEHEHUA, nosTopHas ctepunmsayus v (unm)
NOBTOPHOE MCMOMb30BaHUE He JONYyCKaloTCA.

3ANPELLAETCA noBTopHas cTepunmsauna 1 NOBTOPHOE NCMNONb30BaHNE 3TOF0 YCTPOIMCTBA, NOCKONbKY
Takue AeNCTBMA MOTYT NMPUBECTM K HapylleHnio ero GyHKUMi M MOBbICUTb PUCK NMEpPeKpPecTHOro
3apa)KeHWA nocne HeHagnexaweil NOBTOPHOI 06paboTKu.

MoBTOpHOE nCNoONb3oBaHME 3TOrO0 OJHOPa30BOro YCTPOCTBA MOXKeT NoBJjieyb 3a co6oii HaHeceHue
cepbe3HOro BpeAa 3[0pPOBbI0 NaLMeEHTa WAN ero CMepTb, a TaKKe NMPUBECTU K aHHYNMPOBaHUIO
rapaHTUIHbIX 06A3aTeNbCTB.

CTepUnbHOCTb U3AeNnA rapaHTUPYeTCA TONbKO MPW YCIOBUWM, YTO YNakoBKa He BCKPbITa U He MoBpexaeHa.
Mepen ncnonb3oBaHMEM BHUMATENIbHO OCMOTPWUTE CTEPUIbHYIO YMaKoBKy, UTOObl y6eanTbCcA B OTCYTCTBUK
nospexaeHuin. He ncnonb3yiite KaTeTep, eCiiM LIENIOCTHOCTb YNaKoBKM HapylieHa. He mncnonb3yiite Katetep,
€C/n yKasaHHbIii Ha ero ynakoBKe CPOK rofjHOCTN NCTeK.

MNepen mncnonb3oBaHMeM BHMMaTENbHO OCMOTPUTE BCe WUCMOfb3yemMoe AnA Mnpoueaypbl 060py,EIOBaHI/IE Ha
oTCyTCTBME ﬂed)eKTOB. He VICI'IOJ1b3yl7ITe noBpexaeHHoe oﬁopynosaHme.

Mocne wncnonb3osaHWA yTVIﬂVI3VIpyl7ITe BCe oﬁopynosaHme B COOTBETCTBUM C MNPUMEHNMbIMU 0co6bIMU
Tpe6OBaHVIﬂMVI, KacaoLWyMNCA MEAVLIMHCKUX OTXOLOB 1 NOTEHLMANbHO 61ONOrMYecKm onacHbIX maTepuanos.

BHuMaTenbHO npouTute pyKOBOACTBO onepatopa (7030-0035 wnu 7030-0068), npexpe yem npuctynatb K
3KCNNyaTaLymn SKCMMepHOW nasepHoii cuctembl. Obpatnte ocoboe BHUMaHMe Ha pasgen «MpegoctepexeHns n
OTBETCTBEHHOCTb» PYKOBOACTBA, B KOTOPOM OBBACHAITCA MPUMeUaHus, NPefocTepexeHns U NpeaynpexaeHus,
KOTOPbIM HEO6XOAUMO CieAoBaTh AnA obecrneyeHnsa 6e3onacHomn paboTbl cuctembl CVX-300.

Bo Bpema npoueaypbl NaLMeHTy Heob6XxoAnMO NPOBECTV Tepanuio C MPUMeHeHeM NMOAXOAALLEro aHTKoarynaHTa
1 KOPOHAPHOTO Ba3oawunaTatopa. AHTUKOarynaHTHasA Tepanua AomKHa NPOBOANTLCA B COOTBETCTBU C MPOTOKOSIOM
PTCA MeanLIMHCKOTO yupexaeHna B TeUeHne neproga, onpeeneHHoro Bpaiom nocse npoueaypbl.

YpeckoxHasi dKCMMepHas flazepHas KopoHapHasa atepaktomus (ELCA) pomkHa MpoBOAUTBCA TOMbKO B
60MbHULAX, TAe B Cllyyae MOTeHUMANbHO TPAaBMUPYIOWErO WM OMacHOrO AN XU3HW OC/IOKHEHUA MOXHO
He3ameAnnTeNbHO NPOBECTY IKCTPEHHOE KOPOHAPHOE LIYHTVPOBaHNe.

Pe3ynbTaThl KAMHWYECKUX WCMbITAHWA MOKa3anu, YTO MALMEHTbl C YKa3aHHbIMW Janee COCTOAHWUAMU
noggepratoTcsA 6o51ee BbICOKOMY PUCKY MPOABNEHNSA OCTPbIX OCTIOXKHEHN.

« [TauueHTsbl C gnabeTom.

+ MaymeHTbl, KOTOPbIE KypUu.

+  [pwn NnopaxeHnax BHYTPU N3BMUINCTbIX COCYLOB.

6. Bo3moHble HeXxenartenbHble ABNeHNs
MprMeHeHre 3KcMMepHON nasepHoi cuctembl Spectranetics CVX-300 mMoXKeT Cnoco6CcTBOBaTb OMMUCAHHBIM
flanee oCNOXHEHVAM.

. [lnccekums CTeHKM aopTbl. . Mepdopauusa.
. OcTpoe NOBTOPHOE 3aKpbiThe. . Smbonunsayms.
. DopMUpPOBaHNE aHEBPU3MbI. . Cnasm.

. AOPTOKOPOHAPHOE LYHTUPOBAHME. . Tpomé6.

. NHbapKT Mrmokapaa. . ApuTmMmA.

. [edeKkTbl HaNOAHEHNA. . CmepTb.

Ha paHHbIi MOMeHT no6ouHble 3¢ dekTbl ELCA B OTAaNEHHOW NEPCNeKTUBE HEN3BECTHDI.
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7. KnuHnueckne nccneqoBaHna

7.1 CPABHEHUE ELCA + PTCA TOJIbKO C PTCA B PECTEHO3UPOBAHHbIX CTEHTAX

PaHpomu3npoBaHHOe uccneaoBaHWe C MPUMEHEHVWEeM Nla3epHOM aHrMOMIacTMKM AnA PeCcTeHO3MPOBaHHbIX
cTeHTOB (LARS) 6b1n0 nHMUmMrpoBaHo ana cpaBHeHnusa ELCA + PTCA Tonbko ¢ PTCA npu anddysHom pecteHose
BHYTpu cTeHTa (10-40 mMm). Bbinn ycTpaHeHbl nepBble NMPOABAEHWA pecTeHO3a B KOMMIeKTe UMEOLMXCA
B NMPOAaXe CTEHTOB M3 HepXKaBeloWeN CTanu, 1 MMaBHbIM KpUTEPMEM OLIEHKW ObiNio OTCYTCTBME OCHOBHbIX
HebnaronpuATHbIX Kapavonorndeckux asnenuii (MACE) B 6 mecsueB. Bbin npoBeAeH NpPOMEXYTOUHbIV
aHanu3 pesynbTaToB B OCTPOW popMe A1A MOMyYeHUA AaHHbIX B NOATBEPXKAEHWE MOKa3aHWN K NPUMEHEHNO
ELCA B cTeHTax nepep npoBefeHMeM BHYTpUcoCyaucToi Gpaxutepanun. Mocne yTBepKAeHNA NokKasaHuin K
npuyMeHeHNIo 6biN NpoBefeH OTOOP NaLMeHTOB ANA yyacTusa B uccneposaHun LARS: B uccnepyemon rpynne
6bI110 3aperucTpupoBaHo 138 naumeHToB 13 3annaHMpoBaHHbIX 320. LecTbaecaT wecTb (66) NauMeHToB 6binn
pacnpepeneHbl B rpynny NpUMeHeHUA SKCMMEePHOTO N1asepa, 1 72 naLumyeHTa — B KOHTPOSIbHYIO rpymnny NpUMeHeHNs
TONbKO 6annoHHOro KateTepa. 3Ta rpynna cocTaBnifeT 43 % OT 3aniaHMPOBAHHOW WCCIefyeMOn rpynmbl.
M3-3a coKpalleHHOro Yncna nauneHToB B UCCiefyeMon rpynne v HefoCTaTOYHO MOLLHONM Npupofbl aHanm3a
nccneoBaHnA Henb3A caenaTb OKOHYaTeNbHble CTaTUCTYECKME BbIBOJbl M BEPOATHO NPOABNIEHME CIYYanHOW
KIMHNYECKOW 3HAUNMOCTH.

Axanus. VicxogHble xapakteprcTriki 138 naymeHToB ¢ npumeHeHnem LARS 6binn aHanornyHbl B AByX rpynmnax.
Habnopanucb TeHaeHUMU K 6onee yacToMy NPOABAEHMIO NpefLIecTByioLero MHpapKTa MoKapaa B rpynne
PTCA v pna6erta B rpynne ELCA. XapakTepuCTUKIM 1 yHaCTKU NOPAXXEHW ObINN TaKKe CXOXKNW: NPUGAN3NTENbHO
B 83 % cnyvaeB AnviHa NopaxeHuin coctanana 11-20 mm. Ycnex npouepypbl 6bin aHanornyeH B AByx rpynmnax.
KonuuectBeHHas KopoHapHas aHrvorpadpus (QCA) He BbiABUNA pasnuuvii Mexgy rpynnamu B AuMameTpax
npocBeTOB [10 U nocsie npoLeaypbl. [Mpu nocneayolem HabnoaeHN B 6 MecsALieB B noarpynne 13 49 nauneHTos,
MPVHABLLMX y4YacTve B MOBTOPHOM aHrmorpadpuyeckom UccnefoBaHnn B 6 MecALeB, 0 CHATUA MPOTOKOIbHOTO
TpeboBaHWA, Habnoaanacb TeHAEHUMA K YMEHbLIEHNIO NPOLeHTa CyXeHMA NPOoCBeTa U COKpaLeHUo yncna
MO3[HNX MOJIHbIX OKKJTI03M1IA B KOHTPONIbHON rpynme.

AHanornyHble NpoLeAypHble 0CNOXHeHNA Habnoaanuch B AByX rpynnax. B rpynne, rae npumeHanacb Tonbko
PTCA, Habniopanacb ymepeHHaa TeHAeHUMA K 6onbluei MHAYLMPOBaHHON GanNoHHbIM KaTeTepoM ANCCeKLnn
1 NOBPEXAEHNIO CTEHTOB B BUE NCKPUBIEHVA KapKacoB 1 M3MEHEHWI NPW KOHTaKTe CTEHKM COCyAa U CTeHTa.
O6bABneHHble npoasneHna MACE 6biny cBefieHbl B TabnuLy € yKaszaHueMm [aHHbIX NPU BbINUCKe 13 601bHNLbI
N C VHTepBanamu nocnepyowmx HabnoaeHnin yepes 30 aHeir, 6 1 9 mecAues. Habnopanacb TeHAeHUMA K
nosbllweHuio yncna npossneHnin MACE B rpynne ELCA npu JOCTUXKEHWU KaxXporo uHTepBana. 1o 6bino
BbI3BAHO MPENMYLLECTBEHHO MOBbIleHeM uncna Q-Heobpasylowyx UHPapKToB MuoKkappa. B rpynne ELCA
NPOW30LLO ABe BHYTPUCTaLMOHaPHbIe CMepTW: NepBas Gblna Bbi3BaHa MOYEUYHOW HeJOCTaTOYHOCTbIO, @ BTOpas
— XPOHUYecKol 06CTPyKTUBHOM 6onesHbto nerkmx (COPD).

Ta6bnuua 7.1.1. UcxofHble XapaKTepucTuKu

ELCA PTCA p

MaunenTbl 66 72
Bospacrt (ner)
CpefiHee 3HaueHwe (cp. OTK.) 62,9 (12,0) 64,2 (11,7) 0,540
KeHuyHb! 20 (30,3%) 23 (31,9%) 0,835
Kypswme B HacTosiLiee Bpems 5(23,8%) 2(17,1%) 0,340
Nunabet 27 (41,5%) 2 (30,6%) 0,180
MoHWXeHHOe KPOBAHOE AaBNieHNE 8 (72,7%) 8 (80,6%) 0,276
lMnepxonectepvHemus 3(80,4%) 4 (76,1%) 0,548
Kanapckas knaccudukauma

CreHOKapaua oTCyTCTBYET 2 (3,0%) 2 (2,8%)

Knacc | 10 (15,2%) 12 (16,7%) 0.820

Knaccll 13(19,7%) O (27,8%) !

Knacc lll 20 (30,3%) 8 (25,0%)

Knacc IV 21(31,8%) 20 (27,8%)
Mpepwectsyowmin MI 23 (43,4%) 1 (55,4%) 0,212
Mpepwectsyownin CABG 11 (20,8%) 13 (23,6%) 0,719

ELCA = >KcumepHasa nasepHad KOpoHapHaa aHrmonnactuka; PTCA = ypeckoxHas TpaHCIOMUHanbHas
KOpOHapHas aHrmonnactuka; Ml = nipapkt mrokapaa; CABG = a0pTOKOPOHapHOE LUYHTVPOBaHMe
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Ta6nuua 7.1.2. XapaKTepucTukm nop n ceep 0 npoueaypax
ELCA PTCA p
MaynenTobl 66 72
BrHOBHbIN cocyn
LAD 8(27,3%) 6 (36,1%) 0,649
LCX 21 (31,8%) 9 (26,4%)
RCA 21(31,8%) 9 (26,4%)
SVG 6(9,1%) 7(9,7%)
[pyroe 0 1 (1,4%)
[1NHa nopakeHwns
<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 npouenypb! t 55 (85,9%) 64 (88,9%) 0,603

LAD = neBas nepeaHss HACxoaAwas aptepus; LCX = nesas ormbaiowasn aptepus;
RCA = npaBas kopoHapHasa apTepua; SVG = TpaHCNNaHTaT 13 NMOAKOXHON BEHbI
1 Ycnex npoueaypbl onpegensetca Kak < 50 % cTeHo3a 6e3 cepbe3HblX BHYTPUCTALMOHAPHBIX OCIIOKHEHWI
(cmepTb, UHGAPKT M1OKapAa UV QOPTOKOPOHAPHOE LYHTNPOBaHNE).

Ta6nuua 7.1.3. MpoueaypHbie ocnoxHeHusplications

ELCA

PTCA

MauneHTbI

66

72

Jviccekuyis noboro poga

7 (10,6%)

8(11,1%)

1,000

OcCTpbiii TPOM603

0

3aTeMHeHne

5 (6,9%)

0,444

HeBoccTaHOBIEHHbIN KPOBOTOK

0

Aputmuna

1(1,4%)

1,000

CunbHoe 3aKpbiTne cocyga

OKK/l0311 GOKOBOrO OTBETB/IEHNSA

OKKNo3Us (HeLenesas)

1(1.5%

0,478

KopoHapHbIli cnasm

2(3,0%

0,227

KopoHapHas ambonus

0
0
0
0
0

0,478

MNepdopaLiyis KOpOHaPHbIX apTEPUN

3(4,5%

1(1,4%)

0,349

Opyroe

)
)
1(1,5%)
)
)

4(6,1%

2(2,8%)

0,426

I'Iospe)KAeHme Jla3epa uimn cTeHTa

0

H/0,

[oBpexxaeHve 6annoHa Unm CTeHTa

2 (3,0%)

6 (8,3%)

0,278

Ta6nuua 7.1.4. MpoueaypHbie 0CNOXKHEHNA (CPOYHOE CTEeHTUPOBaHue)

ELCA

PTCA p

MayneHTbl

66

72

CpouHoe CTeHTUpoBaHue oboro poga

12 (18,8%)

8(11,1%) 0,209

MpuyrHa cpoyHom Npoueaypb!

Pe3ngyanbHoe cyxeHune

1(8,3%)

3(37.5%)

auccekumen cermerta C

Nwemua c usmeHeHmamu cermenta ST unu

0

0

[wnccekuyusa cermenTa D, Evnn F

1(8,3%)

2 (25,0%) 1,000

COCTOAHNA

CHW>KeHVe KpoBOTOKa Mo Knaccndukaumm TIMI
Mo KpariHel mepe Ha 1 cTeneHb OT UCXO[HOTO

0

0

lNo »xenaHuio

5 (41,7%)

1(12,5%)

[pyroe

5(41,7%)

2 (25,0%) 0,478

P017746-00 23FEB21

(2021-02-23)

24



OSpectranetics J'Ia3epH?|v1 KateTtep AnAa |/|HCprKLI,VIVI no
| KOopoHapHow aTepakTommm ELCA NPVIMEHEHNIIO
Mopenu katetepos RX Russian / Pycckunia as3bik
Ta6bnuua 7.1.5. KonnyecrBeHHasA KOpoHapHaA aHrnorpadpua n No3aHAA NONHaA OKKNIO3UA
ELCA PTCA p
MaynenTbl
[lo npouenypbl 61 69
Mocne npouenypsb! 60 69
MNocnegytoulee HabnwoaeHne 26 23
PedepeHTHbI grnameTp MM (Cp. OTK.) MM (Cp. OTK1.)
[lo npouenypbl 2,8(0,6) 2,6 (0,5) 0,014
Mocne npoueaypbl 2,8(0,5) 2,6 (0,5) 0,059
MNocnegytoulee HabnwoaeHne 2,7 (0,5) 2,7 (0,5) 0,891
CpepHee 3HaueHne MLD MM (Cp. OTK.) MM (Cp. OTK1.)
[lo npouenypbl 0,9(0,5) 0,8(0,4) 0,284
Mocne npoueaypbl 2,2(0,5 2,1 (0,6) 0,499
MNocnegytoulee HabnwoaeHne 0,9(0,7) 1,5(0,6) 0,008
% Cy>XeHWA NpocBeTa cpefHee 3HaueHue (Cp. OTKN.) | cpeaHee 3HaueHwe (Cp. OTK.)
[lo npoueaypbl 67,0(13,7) 67,4 (13,4) 0,860
Mocne npoueaypbl 22,8(10,5) 20,7 (13,6) 0,340
MNocnegytoulee HabnoaeHne 64,6 (26,9) 459(17,3) 0,006
[Mo3aHsA nonHas okkno3na* 6 (20,7%) 1(4,2%) 0,077

MLD = MrHMManbHbI fuameTp NpocBeTa

* AHFI/IOFpad)I/IHeCKI/I 3a0KYMeHTNPOBaHHAA NOJIHAA OKKIIO3MA Ha y4acTKe NopakeHna > 30 AgHel 1 B TeYeHne 6
MecAueB nocse MHAeKCHOro BMmellaTesibCTea.

Ta6nuua 7.1.6. DyHKUMOHaNbHbIN KNacc CTeHOKapaun

ELCA | PTCA | P
WcxopgHoe cocTosaHne
oo 2(3.0%) 228%
knacc ! 10(15,2%) 12(16,7%)
Knacc Il 13 (19,7%) 20 (27,8%) 0,820
Knacc Il 20(30,3%) 18 (25,0%)
Knacc IV 21(31,8%) 20 (27,8%)
1-11 mecay
crenoxapaun 32(53,3%) 42(60,0%)
Kna)éc I ¢ 19(31,7%) 17 (24,3%)
Knacc Il 3(5,0%) 5(7,1%) 0819
Knacc Il 3(5,0%) 4(5,7%)
Knacc IV 3(5,0%) 2(2,9%)
6-11 mecsAL,
crenoKapan 30 (52,6%) 35 (58,3%)
knacc ! 11(19,3%) 15 (25,0%)
Knacc Il 10 (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,
orarmerer 35 (625% 34(58,6%
Kna);c | Y 10(17,9%) 13 (22,4%)
Knacc Il 7(12,5%) 6(10,3%) 0,964
Knacc Il 3(54%) 4(6,9%)
Knacc IV 1(1,8%) 1(1.7%)
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Ta6 71.7. K Kne pesynbTatbl, 06 ble KomuteTom no knnHnueckum spneHuam (CEC)
yepes 30 aHen
| ELCA | PTCA | p
MNpwu BbINUCKE
MaureHTbl ¢ AaHHbIMKN 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%)
PeBackynapusaLvia Lenesoro cocyaa 2 (3,0%) 0 0,137
MACE 12 (18,2%) 4 (5,6%) 0,021
Yepes 30 gHelt
MauneHTbl C AgaHHbIMU 47 65 5572
CABG 2 (3,0%) 2(2,8%) 0,930
PCl 2 (3,0%) 1(1,4%) 0,509
CmepTb 2 (3,0%) 0 0,137
WHdapKT MmoKapaa 13 (19,7%) 5 (6,9%) 0,026
Q-Heobpasyowuii MHbaPKT M1UoKapaa 11 (16,6%) 4 (5,5%)
PeBackynapusayma LieneBoro cocyaa 3 (4,5%) 3 (4,2%) 0,913
MACE 14 (21,2%) 7 (9,7%) 0,061
TTa6nuua 7.1.8. KnuHnuyeckue pesynbrarbl, OTM unccneposartenem npu Bbinucke
ELCA PTCA P
MaumeHTbl C AgaHHbIMU 66 72
CABG 2 (3,0%) 0 0,227
PCl 1(1,5%) 0 0,478
CmepTb 2 (3,0%) 0 0,227
WHdapKT Mmokapaa 2 (3,0%) 2 (2,8%) 1,000
PeBackynapusauus Lienesoro cocyaa 3 (4,6%) 0 0,107
MACE 5 (7,6%) 2 (2,8%) 0,259
Ta6nuua 7.1.9. KnuHnyeckmne pesynbratbl, 06bABNeHHble KomuTteTom no KnuHuyeckum asnenuam (CEC)
yepes 6 n 9 mecsAueB
ELCA PTCA P
Yepes 6 mecsueB
MaumeHTbl ¢ JaHHbIMK 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
WHapKT Mrokapaa 13 (19,7%) 5 (6,9%) 0,026
Q-Heob6pasyoLLwii MHPAPKT M1OKapaa 11 (16,6%) 4 (5,5%)
PeBackynapusauus LeneBoro cocyaa 18 (29,8%) 13 (19,6%) 0,151
MACE 24 (38,1%) 18 (26,5%) 0,093
Yepes 9 mecsueB
MaumeHTbl C JaHHBIMK 59 65
CABG 6(9,7%) 5 (7,5%) 0,615
PCI 18 (30,7%) 14 (22,0%) 0,185
CmepTtb 4 (6,6%) 1(1,5%) 0,142
WHapKT Mvokapaa 13 (19,7%) 6 (8,5%) 0,050
Q-HeobpasyoLLwii MHPaPKT MroKapaa 11 (16,6%) 5 (6,9%)
PeBackynapusauus Lienesoro cocyaa 21 (35,2%) 19 (29,6%) 0,352
MACE 28 (45,1%) 25 (37,6%) 0,198
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JlasepHblii KaTeTep AniA WHcTpyKuum no
KopoHapHou atepakTtomun ELCA NPUMEHEHNIO
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Q Spectranetics

7.2 CPABHEHME ELCA U PTCA O BPAXUTEPANUN

MpuBefeHHble HUXKe AaHHble ObINU NepefaHbl NCCNefoBaTENAMY, MPUHUMABLUMMM yYacTue B BalMHITOHCKOM
nccnefoBaHuy obnyyeHns nNpu pecteHose BHyTpu cteHTa (WRIST). [JaHHble O nauyueHTax, npefcTaBieHHble
B YKa3aHHbIX Huxe Tabnuuax, 6binm cobpaHbl 13 peectpos nccnegosanunit WRIST n WRIST ana o6WwmMpHbIX
nopaxeHui (anuHoi 36-80 MM NpwW pecTeHo3e BHYTPW CTEHTA), @ TakKe peecTpa ramma-u3nyyeHui, BKioyas
nccneposanna WRIST ¢ BbICOKOI 10301 ANA OGLIMPHbBIX MOpakeHWit (BnnHo 36-80 MM Npy pecTeHo3e BHYTPY
CTeHTa ¢ npumeHeHnem ao3bl 18 Ip Ha 2 mm), Plavix WRIST (Tepanus ¢ nomoLbto KNonuaorpens yepes 6 mecsaues
nocne KOPOHaPHO aHToNNacTUKK 1 usnyyeHus), WRIST 13 coobpaxeHuii ryMaHHOCTM (MPOTOKOM NPUMEHeHNA
BHYTPUKOPOHAPHOIO /I0KaNM30BaHHOMO W3lyYeHNA W3 COOBPaXeHWn ryMaHHOCTV ANA npefynpexneHvs
peungmea pecteHosa) u WRIST ana nepexogHon rpynnbl (MauveHTOB, KOTOPbIM M3HaYanbHO He Momorna
Tepanua C NpYMeHeHVem nnauebo n ANA NevyeHWA KOTOPbIX BMOCNEACTBUM ObINO NMPUMEHEHO U3NlyyeHue).
Bce nccnepoBanma WRIST npoBogunvch B COOTBETCTBMN C OCBOOOXKAEHNEM ANA UCCNefyemMoro n3aenvs nocne
nonyyeHna MHGOPMMPOBAHHOIO COrNlachA NaLMEHTOB NP OCYLIECTBIEHNN HE3aBCYIMOTO MOHWUTOPUHTa.

AHanus. [1na HenocpeAcTBeHHOro cpaBHeHuA pesynbtatoB PTCA n ELCA po 6paxutepanvu ¢ npriMeHeHvem
npnama-192 (Ir192) ans pecteHo3a BHYTPU CTEHTA aHaNN3 AaHHbIX Obll OrpaHNYeH TONIbKO NaLVeHTaMu, KOTOPbIM
nposoavnuck npoueaypbl PTCA + npuanin-192 n ELCA + npuaunin-192. lenanncb CpaBHEHUA HemnpepbIBHbIX
nepemeHHbIX C NMOMOLLbIO JBYCTOPOHHErO t-KpUTepua 1 GUHAPHbBIX NEPEMEHHbIX C MOMOLLbIO ABYCTOPOHHETO
KpUTepUA X1-KBaapaT C NoMnpaBKo Ha HeNPepbIBHOCTb. 3HaueHne p < 0,05 cYMTanoch 3HaYUMbIM.

McxopHble XapaKTepycTUKM Gbinn aHanorMyHbl ANnA ABYX rpynm; Habnofanack TeHAEHLMA K neyeHnio 6onbluero
yncna nopaxeHuit LCX B rpynne PTCA + npnanin-192, oaHaKo HUKaKue BaXKHble pas3nnyva B XapakTepucTmkax
nopaeHui He NPOABUINCD.

Ta6nuua 7.2.1. UcxoaHble XapaKTepucTukmn*

PTCA + npugnin-192 ELCA + npuguin-192 p
Bo3spacrt (net) 60+12 63+11 0,100
MyK4¥Hbl 52 (75%) 68 (68%) 0,688
Kypauwme 44 (64%) 68 (68%) 0,921
MoHWXeHHOe KPOBAHOE AaBNEHNE 44 (64%) 72 (72%) 0,628
Nnabet 21 (30%) 41 (41%) 0,465
lMnepxonecteprHemua 52 (75%) 75 (75%) 0,992
HectabunbHas cTeHoKapaua 55 (80%) 82 (82%) 0,985
Mpepwectsytowmin Mi 40 (58%) 55 (55%) 0,975
Mpepwectsyowmin CABG 54 (78%) 70 (70%) 0,596
MHorococyancToe nopaeHve 53 (77%) 63 (63%) 0,223
MpeflecTByoOLWNIA pecTeHO3 35 (51%) 67 (67%) 0,145
LVEF 047 +£0,1 045 +0,1 0,203
n= 69 100

* PTCA = upecKo)Has TpaHC/IIOMMHaNbHasA KOPOHapHasa aHruonnactuka; Ir = npuauin; ELCA = akcumepHas
nasepHas KOpOHapHas aHrmonnactuka; Ml = nndapkt mmokapga; CABG = aOpTOKOPOHapHOe LWyHTUPOBaHMe;
LVEF = ¢ppakuma BbI6poca NeBoro xenyaouka
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Ta6nuua 7.2.2. XapaKTepucTUKN Nopa)keHui 1 cBefileHnA o npoueaypax*
| PTCA +vpnanii-192 | ELCA + upnamii-192 | p
BrHOBHbIN cocyp
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
[nnHa nopaxeHus (Mm) 24+ 11 25+11,4 0,568
PedepeHTHbIN ArameTp cocyaa (Mm) 3306 34+09 0,387
[o3a (Mp) 143+0,7 144+0,5 0,309
Ycnex npoueaypb! T 69 (100%) 100 (100%) 1,000
OcnoxHeHus 6 (9%) 6 (6%) 0,935
n= 69 100

* PTCA = upecKo)Has TpaHC/IlOMMHanbHas KOpPOHapHasa aHruonnactuka; Ir = npuaguin; ELCA = skcumepHas
flasepHasn KopoHapHas aHrronnactuka; LAD = neBas nepeaHasn Hucxoasawas aptepus; LCX = nesas ormbatowasn
apTepusa; RCA = npaBaa KopoHapHasa apTepusa; SVG = TpaHCnnaHTaT 13 NOAKOXHON BeHbl; B2/C = nsmeHeHHas
KnaccuduKaLmMoHHas WKana nopaxkeHunii AMeprKaHCKomn Kapavonoruyeckon accouymnamm (AHA)/AmepukaHcKoi
konnernn kapamonoros (ACC); MM = MunaumeTpbl; [p = rpeit (eAnHULLA NOrNOLLEHHO [03bl 061yYeHNs)

1 Ycnex npoueaypbl onpegenseTtca Kak < 50 % cTeHo3a 6e3 cepbesHbIX BHYTPUCTAUMOHAPHBIX OCIOXKHEHNI
(cmepTb, MHPAPKT MOKapAa Ui aOPTOKOPOHAPHOE LWYHTUPOBAHNE).

AHrmorpapuyeckmnii aHanm3 NPoBOANICA NPUGIN3UTENBHO CPEAM MONOBMHDBI NPOLLUEALLVX JIeYeHNe NaLUeHToB
B ABYX rpymnnax.

Ta6nuua 7.2.3. Ko T i KOPOHAPHbIN *
| PTCA + npugnin-192 | ELCA + npugnin-192 | P

Ped. pnam. (mm)

[lo npouenypbl 2,9+0,6 2,7+0,6 0,146

Mocne npoueaypbl 29+06 28+0,5 0,434

Mocnepyioulee HabnoaeHne 2,9+0,6 3+0,6 0,466
MLD (mm)

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

Mocne npoueaypbl 2+0,5 19+05 0,382

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

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

Mocne npoueaypbl 3012 33+12 0,275

Mocnepyioulee HabnoaeHne 36 +20 46 + 25 0,052
MNo3gHAs notepa (Mm) 0,2+0,7 03+0,8 0,556
MHaekc noTepb 04+14 02+0,8 0,458
BrHapHbI pecTeHo3 18 (53%) 29 (64%) 0,726

n= 34 45

* PTCA = ypecKkoxHas TpaHCIIOMUHANbHAA KOPOHapHaa aHrnonnactuka; Ir = npuanin; ELCA = skcumepHas
nasepHas KOPOHapHaA aHrMonnactuka; ped. avam. = pedepeHTHbIn ArnameTp; MM = muanumetpbl; MLD =
MUHUManbHbIA AnameTp npocseTta; DS% = NPOLEHT CyXeHWA NpocBeTa; NO3AHAA NOTepsA onpefenaeTca Kak
N3MeHeHVe MVHMMaNbHOrO AnameTpa NpocBeTa NopaXeHWa C MOMEHTa MoJyYeHNA KOHEUYHOI aHrMorpaMmbl
[I0 MOMEeHTa MOJlyYeHNA aHrMorpaMmbl B pamkax nocnefytoulero HabniogeHua. Vingekc notepb (B pamkax
nopaxeHws) onpeaenaeTca Kak no3gHAA NoTepsA UK pe3koe yBennyeHne. BrHapHbI pecTeHo3 (Ha aHrmorpamme,
nonyyeHHow Npu nocnegytoLiem HabnoaeHun Yepes 4-8 mecsLieB Nocse NeveHnn) onpeaenaeTca Kak CyxeHve
Avametpa = 50 % B npeaenax cerMeHTa, BK/oUasn CTEHT U ero Kpas (B npeaenax 5 mm).

KnuHuyeckne pesynbraTbl NPefCcTaBAATCA CXOXMMU B ABYX rpynnax. B uenom nokasatenu TLR, TVR n MACE
6biNIN OUeHb MOXOXW B ABYX rpynnax. Habnopanocb yBenuueHve ymcna MosfgHUX MOMHbIX OKKMo3ui (LTO)
B rpynne PTCA + npuanin-192.
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Ta6nuua 7.2.4. KnuHnveckmne pesynbrartbi*
| PTCA+wvpuanin-192 |  ELCA +upnani-192 | p
30 gHen
MACE | 1(1%) | 2 2%) | 0,948
6 mecsAueB
CmepTb 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%) 0,314
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 = upecKkoxHaa TpaHCIOMMHaNbHaA KOpoHapHaa aHrmonnactuka; Ir = nupuguin; ELCA = skcumepHas
nasepHaa KopoHapHaa aHruonnactrka; MACE = ocHOBHble HebnaronpuATHble Kapauonornyeckme

ABNeHNA (cMepTb, MHPApKT mMuoKapaa ¢ 3y6buom Q wnu TVR); QMI = uHdapKT Muokappa c 3y6Lom
Q; NQMI = Q-Heobpasylowmii nHdapKT MuoKapaa; TLR = peBackynspuv3sauys MopaxeHHoi obnact cocypa;
TVR = peBackynapv3auusa Lenesoro cocyaa; CABG = aopTokopoHapHoe LyHTUpoBaHKie; LTO = no3gHAA MOMHan OKKI03MA.
CmepTb onpefiensaeTca Kak obwias netanbHocTb. QMI nnu NQMI onpefienaioTca Kak NoBblLLeHe akTUBHOCTM obLLel
KpeaTHKMHa3bl B 2 pa3a uau 6onee No cpaBHEHUIO C HOPMasTbHbIM 3HaueHVieM 1 (U1) NOBbILLEHNE aKTUBHOCTH
MB-dppakummn KpeaTuHKMHa3bl Ha 20 HI/Mn UnK Gosee € HOBbIMM NaTonormyeckumm 3ybuamm Q (> 0,04 ) unm 6e3
HUX NPV ABYX MV 6onee KOHTaKTMPYIOLLIMX SNEKTPOAAX.

TVR 1 TLR XapaKTepu3ytloTcA NMOBTOPHbIM YpeckoxHbiM Bmeluatenbcteom (PTCA) unn CABG, npepycmaTtpurBatoLLm
06yCnoBeHHble 06paboTKOW COCyaa KMHUYECKME NPOABIEHNA MLLEMIW B NPUCYTCTBUM aHIOrpaduueckoro pecteHosa.
Mo3pHAA NoNHaA OKKNIO3KA onpefenAeTca Kak aHrorpaduyecki 3aJoKyMeHTMPOBaHHanA NoOIHaA OKKIO3KA Ha
yuacTke nopaxeHus > 30 fHeN 1 B TeYeHe 6 MecALeB Noc/e MHAEKCHOTO BMeLLaTeNbCTBa.

8. Uupausmpyanusauma nevyeHuns
OnuncaHHble Bbllle PUCKM W MONb3a MOAnexKar TWaTelbHOMY PacCMOTPEHMIO MPUMEHUTENbHO K KaXAomy
nauuneHTy nepea nprmeHeHvem ELCA.

Bbl6Op NaLMeHTOB W KAVHWYECKMX METOAOB HeOOXOAUMO MPOBOAWTb B COOTBETCTBUM C WHCTPYKLMAMK,
npvBegeHHbIMM B pasgene 2 «0651acTb NpuMeHeHus», pasgene 7 «KnnHnueckne nccnegosaHmsy» 1 pasgene 12
«/HCTPYKLMM NO NPUMEHEHMIO.

K ¢aktopam oT6opa MNauMeHTOB, KOTOpble CreAyeT MpoaHanu3vMpoBaTb, AOMKHO OTHOCWTBCA 3aKiioueHue
KacaTesibHO fleYeHUs SKCMMEPHON Nla3epHON CUCTEMON B MPUCYTCTBUM OCTPOTO MHMAPKTa MUOKapAa, OCTPOro
Tpom603a 1 dppakumn Boibpoca meHee 30 %.
CnncoK ncnonb3oBaHHOI INTepaTypbl
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.
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J1azepHblIin KaTeTep Ans
KOopoHapHow aTepakTommm ELCA

MHCcTpyKuum no
NPYMEHEHNIo

9.

PyKOBOACTBO onepartopa

Mopenu katetepos RX

Russian / Pycckunia as3bik

M3penvs, onucbiBaemble B HAcTOALWEM [JOKYMEHTE, MOTyT 3KCMyaTUPOBaTbCA NPU COOMIOAEHUN YKa3aHHbIX
[lanee sHepreTnyeckmx amanasoHos cuctembl CVX-300.

Ta6nuua 9.1. MapameTpbl nUTaHNA

. MpopomxuTenbHOCTL
BHelwHuin agnameTtp MnoTtHOCTbL NOTOKa Yacrota
M Homep mopenu BK/IOueHnA/
ycTponcTBa sHeprum (mxx/mm2) | umnynbeos (ly) | ©

KaTteTtepbl RX

1,4 MM 114-009 30-60 25-40 5/10

1,7 Mm 117-016 30-60 25-40 5/10

2,0 MM 120-009 30-60 25-40 5/10

2 PekoMeHayeMble HaCTPOIKN KannbpPOBKM: MIOTHOCTb NOTOKa SHeprum — 45, 25 iy’
10. ®opma nocraBKu

10.1 Crepunusauus
Tonbko Ans ogHOPa30BOro NCNonb3oBaHuA. [10BTOpHas cTepunusauymsa 1 (Mnm) NOBTOPHOE UCMOb30BaHue
He AoNyCKalTCA.

JNasepHble KaTeTepbl Spectranetics cTepunnsoBaHbl 3TuneHoKcuaom 1 noctasnaetca B CTEPUIIbHOM Bupe.
CTepunbHOCTb rapaHTUPYeTCA, eCNM YNaKoBKa He BCKPbITa 1 He NoBpeX/eHa.

10.2 TpaHcnopTMpoBKa 1 XpaHeHne

Bepeub oT Bnaru. XpaHuTb B NpoxiafHOM Cyxom MecTe. He AonyckaTb NonaaaHnsa NpsAMoro COfIHEYHOro CBeTa v
BO3/1eCTBUA BbICOKMX TemnepaTyp (cBbie 60 oC, nnwn 140 oF).

10.3 OcmoTp nepep nc

Mepea ucnonb3oBaHMEM BHUMATENIbHO OCMOTPUTE CTEPUIIBHYIO YMaKOBKY, 4To6bl ybeAnTbcA B
OTCYTCTBMM MOBpeXAeHuii. Bce ycTpoicta, KoTopble GyAyT WCMONb30BaTbCA B XOAE BbIMOAHEHUS
npoueaypbl, B TOM uucne KaTeTep, cleAyeT BHMMATENbHO OCMOTPeTb Ha OTCYTCTBME AedeKToB.
MpoBepbTe nasepHbll KaTeTep Ha OTCYTCTBME 3armboB, MepekpyuymBaHUA WAU APYrVX MOBPEXAEHUN.
He ncnonb3yiTe noBpexaeHHOe NN HEHaMePEHHO BCKPbITOE n3genue.

11. CoBMmMecCTMMOCTb
JlazepHbill KaTeTep ANA KOPOHapHOW aTepaKTomuu Spectranetics cnpoekTMpoBaH M npeAHasHayeH AnA
NPYMEHEHNA NCKNIUYNUTENBHO C NasepHon cuctemolt Spectranetics CVX-300.

He I/ICI'IOJ1b3yI7ITE €ro B coveTaHuun C gpyrumu siasepHbiMn cCucTtemamin.
CoBMeCcTUMOoCTb NPOBOJIOYHOIro HanpasuTena

CM. TabnuLy TeXHUYECKUX XapaKTePUCTUK KaTeTepa B pasaene 1.

12. WHCTpYKUMK No NpUMeHeHNIo

12.1 MoaroToBKa K BbINOJIHEHUIO NPoLeAypPbI

[na npoBefeHuA npoueaypbl MOryT noTpe6oBaTbCA HEKOTOpble WKW BCe W3  CleAylowmx
[IOMONHNTENbHbBIX MaTEPMANoB (BCe OHM NPeAHa3HauYeHbl 417 OAHOPA30BOro NPVIMEHEHNA 1 HE MoAsexaT
I'IOBTOpHOI7I cTrepunmnsaunn nan NOBTOpHoOMY npmmeHeHwo):

+  GepeHHble MPOBOAHVIKOBbIE KaTeTePbl, MOAXOAALLE MO pasMepy 1 KOHOMIypaLwiv AN KOPOHaPHOW apTepum;
+ remocTaTuyeckue KnanaHbi;

+  OObIUHbIN CTEPUNbHDIV GUBNONOTNYECKNI PaCcTBOP;

+ CTaHAApPTHOE KOHTPAaCTHOe BeLlecTBo;

+ npoBosioYHble HanpasuTenn 0,014 aoima.

Cobntopan nNpasuna obecneyeHns CTepUbHOCTY, OTKPOITE CTEPUSbHYIO YNaKkoBKy. CHAMUTE C JIOTKA YNakoBOUYHble
KNWHbA 1 aKKypaTHO W3BfIeKMTE Na3epHbll KaTeTep U3 JIOTKA, NPUAEPKMUBaA YepHbIN Na3epHblii coefuHnTeNb,
KOTOPbI TaK>Ke Ha3blBaIOT MPOKCMMAabHbIM KOHLIOM, MPOKCMMAanbHOM MyhTOl UM NPOKCUMANbHbIM COeVHUTENEM.
O6paTuTe BHUMAaHVe Ha TO, YTO MPOKCVMAIbHbIN KOHEL Ia3ePHOT0 KaTeTepa NOACOeAVHAETCA TONbKO K IKCVMEPHON
nasepHoi cucteme CVX-300 1 He npeAHa3HayeH Af1A NPAMOro KOHTaKTa C Te/IOM NavuueHTa.

MNoacoeanHUTe NPOKCMManbHbIA KOHeL, nasepHoro Katetepa Kk cucteme CVX-300 m yctaHOBUTE NasepHbIn
KaTeTep Ha YAJIMHUTENbHYIO LITAHry Nna3epHoW cuctembl. Kanubpyite nasepHblii KateTep B COOTBETCTBUU C
VNHCTPYKUMAMM, NPUBEAEHHBIMU B PYKOBOACTBe onepaTopa cuctembl CVX-300 (7030-0035 nnm 7030-0068).
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12.2 KnuHnuecknn metop
1. C NOMOLLbO CTAHAAPTHON YpPeCKoXXHON MeToamki CenbanHrepa BBeAuUTe 060M0UKy MHTpoabtocepa 7 win 9 Fr

B 06LUyl0 6GefipeHHyI0 apTepuio, UCMONb3ya PETPOrpaaHbiii TN BBeAeHVA. [enapyHU3NpyiTe BHYTPUBEHHO,
ucnonb3ya npotokon PTCA  pgnAa  remapuHusauumn.  Mepriognyeckoe  M3MepeHVe  aKTVIBUPOBAaHHOTO
BpemeHn cBeptbiBaHuA (ACT 6Gonee 300 ¢) B xofe Mpoueaypbl MOMOXET MOAAePXUBATb OMTVIManbHble
YPOBHM aHTUKOAryNALMM.

2. BBeanTe NpoBOAHVKOBLIN KaTeTep 6, 7, 8 unu 9 Fr (cneBa wnu cnpaBa B 3aBUCUMOCTU OT LIeNeBOiA
KOPOHapPHOW apTepun), WCMONb3yAa CTaHAAPTHbLIA MPOBONOYHbLIA HanpasuTenb 0,038 Aoiima wunn
npu HeobXOAMMOCTI MPOBOMIOYHDLIA HanpaButenb 0,063 AloiiMa B cnyyae BBEAEHWUA TOHKOCTEHHbIX
NPOBOAHUKOBbIX KaTeTepos ¢ 6onbluym npocsetom (0,092 atoiima nnu 6onee).

3. BbinonHuTe MCXOAHY aHrvorpaduio MeToaoM BMpbICKA KOHTPACTHOroO BewecTBa uepes
NPOBOAHVKOBbIV KaTeTep. [lonyunTte K3006paXkeHWA B HECKONbKMX MNPOEKUMAX C YyKasaHuem
AHATOMUYECKMX BapuaLnii 1 MOpGONorny NopakeHnin, Noagnexatmx ne4eHuto.

Mp Mpu ne nop i, KOTOpble MPEeANnoJIOKUTENIbHO WM TOYHO PacrnosioXeHbl
B Mpefenax paHee YCTaHOBJIEHHOrO CTeHTa, B Clly4yae CONpPOTUBNEHUA NP NPOABKEHUU KaTeTepa
o6paTuTe BHUMaHWe Ha MOJMIOXKEHME NPOKCMMaNbHOTO W AUCTANIbHOrO CTEHTUPOBAHHbIX KpaeB No
oT K OKpY. WM aHaTOMUYECKM OpUeHTpam u mopdonornm.

BHumaHnue! Mpn reHepauumn nasepHoOro mMsny4eHNs Ha yvacTke, rae NpPepnosoOKUTENbHO UAN TOYHO
YCTaHOBNEH CTEHT M3 HepXKaBeloweil cTanu mMapku 316L, nasepHblii KaTeTep cnepyeT npoaBuratb
PaBHOMEPHO C MOCTOAHHbIM NPUKNaAbIB AaB Ecnn np ine nasepHoOro Karerepa
npeKpaTnnoch, BEPOATHbI MOMEXM CO CTOPOHbI cTeHTa. [IOBTOPHO OLeHNTe y4acToK nopaxkeHus u (unm)
pacnonoxeHue Katerepa, 4To6bl 0C1abUTb NOMEXU CO CTOPOHbI CTeHTa. Ecin Bce NONbITKN HeyAauHbl,
npeKparTuTe nasepHyio npoueaypy.

4. BBeanTe MPOBOMOYHBI HanpaBuTeNb MOAXOAALIETO pa3mepa B KOPOHapHble apTepuy 4epes

NPOBOAHMKOBbIV KaTeTep. [epeceknTe LiefieBoe NopaxeHue C MOMOLLbIO MPOBOIOYHOTO HANpPaBUTeNs.

5. BbibepuTe COOTBETCTBYIOLLMI Pa3Mep Na3epHOro KateTepa.
Ta6nuua 12.2.1. PekomeHAOBaHHbIE pa3mepbl
Pasmep KaTeTepa MpoKcnmanbHbI AnameTp cocyaa
1,4 mm 22,2 MM
1,7 mm >2,5Mm
2,0 Mm >3,0 Mm

Mapkep KaTteTepa Ha
AVCTaNbHON YacT!  Mpocaer f471A NPOBONOUYHOTO HaNpaBHTENs, 9 cM

L Y

MNpumeyaHne. AHaNOrMYHO NIO6OMY YCTPONCTBY, NPUMEHAEMOMY AJIA BaCKY/IAPHOro BMeLIaTenbCcTBa, npu
Mcnonb30BaHUM Ia3ePHOro KaTeTepa B Tesle YesloBeKa BCerga cyiefuTe 3a ero fBUXKEHNEM 1 NosoKeHnemM
PEHTreHOKOHTPaCTHOro MapKepa Ha HaKo nocpefCcTBOM peHTreHocKonuu. [lBKeHune n ckopocTb
NPOABKEHNA ANCTANbHOrO HAKOHEYHMKA KaTeTepa AOMKHbI NPAMO COOTBETCTBOBaTb CKOPOCTU
NPOABKEHNSA, NPUKNaAbIBaeMoii K NPOKCUMAaNbHOMY CTep)KHI0 Katetepa. Ecnu coorBetcTByiowee
ABMXEHUNe He BUAHO, NOBTOPHO oLeHNTe Mop¢onoruio nop , T YI0 Nla3epHYI0 SHepruto
1 cOCTOAHME BCOMOraTeibHoro o6opyaoBaHuA nepes NnpoAo/HKeHeM npoueaypbl.

PucyHok 2. Katetep 6bicTpoii 3aMeHbl
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6. MeTopbl BBeaeHUA (TexHUKa nocnefosaTesibHOro BBeAeHNA NPoOBOAHNKaA U KaTeTepa)

a. Cnepute 3a NONoOXeHWemM NPOBOSIOYHOrO HaMpaBUTENA B COCYANCTO CCTEME C NMOMOLLbIO MeTOA0B
PEHTTEHOCKOMMNYECKOro KOHTPOA.

6. BBeguTe NPOBOMOYHLIA HanpaBWTENb B Jla3epHblil  KaTeTep, BCTaBMB MPOKCKMAsbHBIA  KOHeL|
NPOBOJIOYHOrO HaNpaBUTeNA B ANCTaNbHbIN HAKOHEUHWK N1a3ePHOro KaTeTepa, 1 akKypaTHO, C He6onbLUMM
Larom, NpofBuraiTe fla3epHblii KaTeTep BO M3bexaHVe nepeKkpyurBaHUA NPOBOIOYHOMO HampaBUTeNs.
BosbmuTech 3a NPOBOJIOYHbIN HaNpPaBuWTeNb, KOrfja OH MOABUTCA U3 MPOKCMMAJIbHOTO NOPTa, 1 COXpaHsAiiTe
€ro NoJoXeHue B cepfieYHO-CoCYANCTON CMCTeMe MaLmeHTa BO BPeMA NPOJBMKEHVIA la3epHOro KaTeTepa.

B. OTKpoiTe remocTaTVyecKuin KnanaH Y-o6pasHoro apjanTepa, KOTOPbIA MCMONb3yeTcA BMecTe C
VIHTPOAbIOCEPOM, BBOAVIMbIM B ONICAHHOM Bbille ware 1.

r.  AKKypaTHO BBeAWTe fa3epHblii KaTeTep uepes remoctaTMyeckuii knanaH Y-ob6pasHoro agantepa
B MPOBOAHMKOBbLIN KaTeTep W MpofBWraiTe nasepHblii KaTeTep A0 AUCTaIbHOTO HAaKOHeUHVKa
NPOBOAHVKOBOTO KaTeTepa, NPV 3TOM COXPaHAA NOJIOXKeHKe NPOBOIOYHOrO HanpasuTena.

n. MMpexpe yem npogBuraTh NasepHblil KateTep, ybeantech B TOM, YTO NPOBOAHUKOBDIN KaTeTep pacrnonoxXeH
B YCTbe KOPOHaPHOW apTepin, NCMOMb3ysA A/1A STOTO BMPbICK KOHTPACTHOrO BELLECTBA U PEHTTEHOCKOMUIO.

e. MpopaBuraite fasepHblil KaTeTep [0 YyuyacTKa MOPAXKEHWs, COXPaHAA MpW 3TOM MOMOXKEeHue
MPOBOMIOYHOrO HaNpPaBUTENA B CEPAEYHO-COCYAWCTON CMCTEME MauMeHTa. BbinoaHWTE BMpbICK
pacTBopa KOHTPACTHOTO BEWeCTBa Yepes MPOBOAHMKOBbIN KaTeTep, YTobbl MPOBEPUTH MONOXKEHNE
N1a3epHOro Katetepa C MOMOLLYbIO METOL0B PEHTTEHOCKOMNYECKOTO KOHTPOSIA.

7. Y6eamBLLKCb, 4TO NNa3ePHbIIi KaTeTep COMpUKacaeTCaA C LieNieBbIM NOPaXkeHVeM, BbINOIHUTE NepeyncieHHble
fanee [eiicTBYA, NCMonb3ys GU3NONOrMYeCcKnii PacTBOP U NaKTUPOBAaHHbIN pacTBop PuHrepa.
Ynanute BCe OCTaTKM KOHTPACTHOTO BELLECTBA 113 MPOBOAHVKOBOTO KaTeTepa v IMHENHbIX COeIMHNTENEN.
6. TMepen akTuBauueir nasepHon cuctembl CVX-300 yganuTte BCe OCTaTKM KOHTPACTHOrO BelecTBa U3
06nacTv reHepaLyn na3epHOro N3yyeHns 1 NPUNEraloLWwmx K Hein CocyaucTbiX CTPYKTYP.
B. CM. NpOTOKON BNMBaHUA GpM3MONOTMYECKOro pacTBOpPa; BbIMONHANTE NPOMbIBaHMe GU31ONOrMYeckum
pPacTBOPOM 1 €ro BAMBaHWE B COOTBETCTBUM C UHCTPYKLMUAMU.

bl

8. HaXmuTe HOXHOW BbIK/IOUaTENb, YTOObI NPVBECTY B AENCTBIE SKCUMEPHYIO NasepHyto cnuctemy CVX-300,
1 MeJJIeHHO, CO CKOPOCTbIO MeHee 1 MM B CeKyH[ly, NPOABMraliTe fla3epHblil KaTeTep, NO3BOJIAA Nla3epHOIA
SHeprun yaanuTb Tpebyemblii MaTepuan. OTNyCTUTe HOXXHOW BbIK/TIOYaTENb, YTOObI BLIKNIOUUTD NasepHyto
cucremy CVX-300.

Mpumeuanue. lMpn npoABMKEHUM Na3epHOro KaTeTepa uepe3 TKaHb C YMEPEHHON CTeneHbio
KanbuupuKaumm MoXeT NoHaao6uTbca 6onbluee KONMMYECTBO NMMYNIbCOB NTa3ePHON SHePruu, Yem npmn
npoxoxpaeHun yepes GnGpPO3HyI0 aTePOCKNEPOTUHECKYIO TKAHb.,

B ! Mpu nposepn npoueaypbl HaKOHEYHUK J1a3epPHOro KaTeTepa He [O/MKeH BbIXOAUTb
3a H p )YHOrO HanpaBuTens. 3anpelaeTcs NPOTaNKUBaTb HAKOHEUYHMK Na3sepHoro
KaTeTepa 3a npep HaKo a NPOBONOYHOrO HanpasuTens n (UNu) U3BneKaTb MPOBOMIOYHbIN

HanpaBuTesib A0 TeX Nop, NOKa OH He OKa)XeTCA BHYTpU Jla3epHOro Kartetepa.

9. OtBepute na3epr||7| Katetep O6paTHO W BMNPbICHNTE KOHTPACTHOE BewecTBO 4vepes I'IpOBOLlHVIKOBbIIh
KaTeTep; OCMOTpUTE NOpa*KeHne C NOMOLLbIO PEHTFEHOCKONNN.

10. Mpun HeO06X0AMMOCTM NOBTOPUTE LWarK 7-9, YToObl 3aBEPLUNTD SIeYeHme.

11. W3Bnekaa nasepHbiii KaTeTep U3 o6pa6a'rb|BaeM0ro cocyfa, cnegute 3a NONoXKeHMemM NnpoBOIOYHOIO
HanpasuTenAa B COCyAe C MNOMOLbIO peHTreHockonun BO nsbexxaHve BbinageHWs NpPOBOJIOYHOTO
HanpasuTena, a Takxe cobniofarite OCTOPOXHOCTb Ha BbIXOAe W3 remocTaTmyeckoro KnanaHa
Y—06pa3Horo afjanTepa, Koraa 6y,que BbIBOANTb ANCTaNbHbIN HAKOHEYHUK Na3epHOro KaTeTepa.

MpumeuaHue. B cyyae yaasieHuA NnasepHoro Katerepa s cocyfja He3aBUCMMO OT MPUYYMH TLlaTeSIbHO
oyucTuTer P 3U1PC ¢M3IIIOIIOTIII‘IECKIIIM PacTBOPOM BHELWHIOIO MOBEPXHOCTb N HAKOHE@YHUK

nasepHoOro Kartetepa Ans NpeAoTBpaleHNs HanunaHusa Kposu. KpoBb, ocTalwjasca Ha nasepHom
KaTeTepe, MOXKeT CHU3UTb 3P PEKTUBHOCTb la3epHOro KaTetepa.

He Hy>HO 13BneKaTb la3ePHblil KaTeTep U3 NaLyeHTa A YBENUYEHA U YMEHbLUEHVA NAIOTHOCTU NOTOKa SHeprin
WM 4acTOTbl MMMYSIbCOB, MOCKOJbKY /la3epHbI KaTeTep Obl MpeABapuTeNbHO OTKanmbposaH.CM. PyKOBOACTBO
onepatopa 3KcuMepHol nasepHon cuctembl CVX-300 (7030-0035 mnm 7030-0068).

Mp Bo Bp npoueaypbl CleflyeT KOHTPONMPOBaTb apTepmanbHOe AaBfieHNe U 4YacToTy
cepAieuHbIX COKpaLeHNi naymeHTa.
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12. Jla3epHbiit KaTeTep RX cnpoeKkT1poBaH crneLuanbHo A COBMECTUMOCTY C GbICTPOI 3aMeHON YCTPOIACTB,
KOTOpas MOXeT MoTpeboBaTbCA B XOAe OAHOW XUPYPrYecKon onepaumy, BbINONHAEMON TOW e
onepauvioHHoi 6purapoit. JlasepHblii kateTep RX MOXHO 6bICTPO M3BNeYb M3 CepAeYHO-COCYANCTON
CUCTeMbI NaLMeHTa, He YAANAA MPOBOJIOYHbIN HaNPaBUTENb, KaK ONMCAHO HUXE.

1) OTKpoOWTe reMoCcTaTU4eCKnin KnamnaH.

2) YpepKvBas MPOBOOYHbIV HanpaBUTEsb U reMOCTaTUYeCKUiA KNanaH OHOI PYKOW, BO3bMUTECH APYTon
PYKOI1 33 BHELLHIO NOBEPXHOCTb Jla3epHOro KateTepa.

3) CoxpaHas HeNoABWKHOE MOJIOXKEHWE MPOBOJIOYHOTO HaMNPAaBUTENA B KOPOHAPHOW apTepum, HauMHanNTe
M3B/eKaTb NIa3epHbIii KaTeTep U3 MPOBOAHMKOBOTO KaTeTepa.

l'lplnmeqaulne. B xope 3ameHbl cnegute 3a MOJIC np oro ¢ TeNA C nc [T}
MeTOA0B PEHTreHOCKONNYECKOro KOHTpons.

4) TpoponawTe N3BNEKATb Nla3epHbI KaTeTep A0 TeX Nop, MoKa OTBEPCTUE B NPOCBETE MPOBOSIOYHOIO
HanpaBuUTeNA He OKaXeTcA Ha BbixoAe U3 Y-obpasHoro apantepa. MefneHHO U OCTOPOXHO
n3BNeKknTe nocnegHne 9 cm rrMbKoN [UCTanbHON YacTW Nla3epHOro KateTepa M3 MPOBOSIOYHOMO
HanpasuTens, NP1 3TOM COXPaHAA NONOXKeHVEe NPOBONIOYHOTO HaNPaBUTENA B NpeAenax nopakeHus.
3aKpouTe remocTaTMyecKmin KnanaH.

5) T[oprotoBbTe crefyloWMn Na3epHbIN KateTep ANA NPUMEHEHVA B COOTBETCTBUM C MPUBEAEHHbIM
paHee onuvcaHuem.

6) CHoBa BBeauTe MPOBOJIOYHbIA HaMpPaBUTENb B Jla3epHblil KaTeTep, BCTaBMB MPOKCVMAJIbHbI KOHeL|
NMPOBOJIOYHOTO HaMNpaBuUTeNs B AWCTa/IbHbIA HAKOHEUHUK NlasepHoro Katetepa. lMpokcvMmanbHas 4acTb
NMPOBOIOYHOTO HaMpaBuUTeNs, C KOTOpoi byaeT paboTtatb Bpay, BbIAET M3 OTBepCTUA Ha 9 cm oOT
[MCTanbHOTO HaKOHEYHNKa.

7) OTKpoirTe remocTaTMyeckuii KnamaH W MpPOABUranTe nasepHbld KaTeTep, COXpaHAAs npu 3Tom
MOJIOXKEHVE MPOBONIOYHOTO HanpaBUTENA B KOPOHAPHOW apTepun. BHUMaTtenbHO cnepgute 3a Tewm,
4TO6bI HE 06MOTaTb fla3ePHbIN KaTeTep BOKPYT NPOBOIOYHOIO HanpasuTens.

8) [popBuraiite nasepHbIN KateTep A0 HAKOHEYHMKa NPOBOAHMKOBOrO KateTepa. [pofomkariTe BbINONHATL
npoLeaypy Na3epHON aHMVoNIACTMKM C MOMOLLbIO paHee OMCaHHOTO MeToza.

13. PekomeHpayemble nocnegyiolye MeponpuaTia Gapmakonornyeckoro xapakrepa HaHayaeT Bpau.

MpoTokon BnnBaHnAa ¢I/I3I/IOHOFIII‘IECKOI'O pacTBOpa Npun ncnosib3oBaHun BKCI/IMEPHOIZ nasepﬂoﬁ CUCTEMbDI

MPUMEYAHUE. ina aToro metofa Tpebylotca ABa oneparopa. MMaBHbIli onepaTop AO/MKeH NpoABMraTh
nasepHbiii KaTeTep U HaXumaTb nepanb ANA €ro aKT 1| Momowy AOMKEH KOHTPONMpoBaTb
BNMBaHMe ¢U3NONOrMYecKoro pactBopa 4epes wnpuy u (npu Heo6 >CTI) Tb nepanb
PEHTreHOCKONMYeCcKoro ycTponcTaa.

1) MNepen npoBefeHVieM NlasepHOi NpoLiefypPbl HEO6XOAVIMO NOJOTPETL MAKET C GU3MNONOTNUYECKIM PAaCTBOPOM
(NaCl) 0,9 % o6bemom 500 cM Kyb. U1 NakTMPOBaHHbIM pacTBopoM PuHrepa Ao 37 °C. He Hy»kHO f06aBnATL
B GU3MONOTVYECKII PAcTBOP renapuH UM Kanui. NoacoeAnHMTe nakeT NOAOrPeToro Gp13nonornyeckoro
pacTBOpa K CTEPUIbHOI BHYTPUBEHHOW JIHUM 1 NEPEKPOITE JIMHMIO Y MOPTa TPOMHOTO Pa3BeTBUTENA.

2) O6blYHbIM CrOCOOOM BBEAUTE KaHIOMIO B YCTbE KOPOHAPHOWN apTepui WM OBXO[HON COCYAUCTBINA LUYHT C
NOMOLLIbIO COOTBETCTBYIOLLIETO MPOBOAHVIKOBOTO KaTeTepa € 6OSbLLUVM MPOCBETOM. PeKOMeHyeTcA UCMomnb30BaTh
HanpaBnALWIA KaTeTep 6e3 6OKOBbIX OTBEPCTUIA.

3) [opBeauTe fa3epHblii KaTeTep BIUIOTHYIO K MOPAXEHUIO TMOf  PEHTTEHOCKOMMYECKM  KOHTPONEM.
Mpn HeoGXOAMMOCTY BBEAWTE KOHTPACTHOE BELLECTBO, UTOObI OMpPefeNuTb MONOKEHVE HAKOHEUHVIKa
nasepHoro KaTeTepa. ECin KOHTpacTHOe BeLecTBO HAbMIOAAETCA MeX/ly HAKOHEUHIIKOM JTa3epHOTo KateTepa 1
NopaXeHeMm, Nla3ePHbIN KaTeTep MOXHO HEMHOTO OTBECTW Ha3af (Ha 1-2 MM), UTO6bI 06eCneUmnTb aHTerpagHbIn
MOTOK W yAaneHNe KOHTPACcTHOTO BeLecTBa NPV MPOMbIBAHUM CUCTEMbI GU3MONOMMYECKM PacTBOPOM.
(Mepen reHepauuei’ nasepHOro mssyyeHns o6sAsaTenbHO yb6eanTechb, YTO HaKOHEYHUK JlasepHOro
KaTeTepa KacaeTcs nopaxeHus.)

4) BblBeauTe OCTaTKVl KOHTPACTHOTO BELLECTBA U3 KOHTPOJILHOTO LIMPKL@ 06paTHO B COOTBETCTBYIOLLMI (rIaKOH.
OumncTuTe TPOVHOIM Pa3BETBUTENb OT KOHTPACTHOMO BellecTa, HabpaB (u3MONOTMUECKNiA PacTBoOp Yepes
pa3BeTBUTENb B KOHTPOSbHBIN LUMPUL.

5) M3BnekuTe NCXOAHBIN KOHTPOJbHDIN WMNPKL, U3 Pa3BETBUTENA 1 3aMEHUTE ero HOBbIM KOHTPOJSIbHbIM
WnpuLeM C Jo3pOBCKON Hacagkon obbemom 20 cm Ky6. lepes moacoefMHEHMEM 3TOT HOBbIN
KOHTPOJIbHbIV WNpKL, 06beMoM 20 cM Ky6. HEO6XOANMO NMPOMBITb GY3MONOTNUYECKUM PACTBOPOM, YTOObI
CHW3UTb BEPOATHOCTb NOABNEHWSA Ny3bIpbKOB Bo3ayXa. (KomnaHua Merit Medical v ppyrve noctaBwimku
NPOU3BOAAT KOHTPOJIbHbIE LWNPKLbl 06beMom 20 cm Ky6.)
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6) Ypanute BCe Cnefibl KPOBU N KOHTPACTHOIO BELLECTBA M3 Pa3BETBUTENA, COEANHUTENbHOM TPYOKK, Y-06pasHoro
coeaviHUTeNA 1 NMPOBOAHMKOBOTO KaTeTepa, NCnonb3ys He MeHee 20-30 cm Ky6. Gr3nonornyeckoro pactsopa
(HecKonbKO LWNPULIEB C GU3MONOTNYECKM PacTBOPOM). Mo 3aBepLLEHM STOIN HavanbHOM NPOMbIBKM CHOBa
HarMoIHUTE KOHTPObHbIN LWNPUL, 06beMom 20 cM Ky6. pU3MONOrNYECKIM PacTBOPOM.

7) C nomolybto MeTof0B PEeHTreHOCKOMN4YeCKoro KOHTpoA y6e;:|v|Ter B TOM, YTO HAKOHEYHUK Nla3epHOro
KaTeTepa ConpuKacaeTca C nopaxeHnem (I'Ipl/l H906XO4EU/IMOCTI/I npoABuHbTE J'Ia3eprII7I KaTeTep), HO He
BI‘IprCKI/IBaIZTe KOHTpacCTHOe BelecTBO.

8) Korpa rnaBHbiii onepaTop COOBLUT O FOTOBHOCTV NPUBECTY B AENCTBIE Na3ePHYI0 CUCTEMY, OMEPALIVIOHHDIN
ACCUCTEHT [OMKEH OTKPbITb 3aABWKKY Pa3BETBUTENA U Kak MOXHO ObicTpee BBecTv 10 cM Kyb.
dusmnonornyeckoro pactsopa (B TeueHne 1-2 cekyHp). OTa GoMOCHaA UHbEKUMA NpefHasHayeHa AnA
BbITECHEHMA 1 (UNK) pa3baBneHns KPoBK B KOPOHAPHOM fiepeBe A0 YPOBHA KanuanAapoB U orpaHNyeHns
06paTHOrO KPOBOTOKA B MOJIE Nla3epHON abnALN.

9) Mocne BBeaeHus 10 cm Ky6. Ha4anbHOrO 6OJIIOCA ONEPALMOHHbIN ACCUCTEHT AOMKEH, He MpeKpaLyas
BBEAEHUE pacTBOPa, CHWU3UTb CKOPOCTb WHbEKUMU [0 2-3 cMm Kyb./cek. DTOT 3Tan BAMBaHWA
dun3nonornueckoro pacTsopa npefHasHadeH A 3ameweHus u (Mnn) pasGaBneHwsi aHTerpagHoro
KPOBOTOKa, MOCTYNAIOWero B nose nasepHoil abnsauny. B TOT MOMEHT, Korfa onepaLyoHHbIi aCCUCTEHT
CHU3UT CKOPOCTb BBEAEHUSA PacTBOPA, [MaBHbIi ONepaTop AOMKEH aKTUBMPOBaTb NasepHyIo cuctemy,
Ha)XXaB HOXHYIO nefanb, Ul Ha4aTb NOC bHOCTD T nasepHOro N3nyyeHus.

{a) Paly

10

MocnefoBaTenbHOCTb (Cepyis) reHepaLyn Na3epHOro U3NYYEHNA AOMMKHA ANNTLCA B TeUeHWe 2-5 ceKyHa,
(He 6onee 5 cekyHA).

MpekpaTnTe BBeAEHVE GM3NONOTMYECKOTO PACcTBOPA B KOHLIE CEPUM FeHepaLyi 1Ta3ePHOTO 3NyYeHNs.
3aKpoiTe 3aABVKKY PasBETBUTENA U CHOBA HAMOJIHUTE KOHTPOJbHbIN WNpuL o6bemom 20 cm Kyo.
dr3monornyeckum pacTBOpoM ANA MOAFOTOBKU K Crefyloleil NocnefoBaTeNlbHOCTU TeHepaumn
Na3epHOro M3fyyeHuns.

1

MPUMEYAHUE. Jo6ble 3neKkTpoKapaunorpadpuyeckue u NHAYLMP
$usmnonoruyeckoro pacTeopa, AOMKHbI 6bITb yCTPaHEHb 10 NOBTOPEHUA NoCneA0BaTeIbHOCTH.

12) Kaxpoii nocnefylleil cepnm Na3epHbIX MMMYIbCOB [OMKHA MPeALecTBOBaTb 60MIOCHAA NHbEKLUUA
¢dr3monornyeckoro pacteopa, a BO Bpemsa Nofauv MMMyNbCOB CrieflyeT BbIMOMHATb HenpepbiBHOE
B/IMBaHMe $G13MONIOrMUYECKOro pacTBOpPa, Kak onmcaHo B Wwarax 8-11.

13) Ecnn anAa oueHKn pesynbTaToB B XOAe Na3epHON npoueaypbl UCMONb3yeTcA KOHTPACTHOe BeLlecTso,
nosTopuTe waru 4-7.

13. OrpaHu4YeHHasA rapaHTUA NponsBoaUTeNnsa

Mpowu3BoamnTenb rapaHTpyeT OTCYTCTBME B TA3€PHOM KaTeTepe AnA KopoHapHoii atepaktommn ELCA pedextos
MaTepranos 1 U3roTOBAEHMA MPK YCIOBMN NCMONb30BaHNA 1O yKa3aHHOW AaTbl NCTEUYEHMA CPOKa rofHOCTU.
OTBETCTBEHHOCTb NPOW3BOAWTENA MO 3TOW FrapaHTUM OrpaHNYMBAETCA 3aMeHON UM BO3MeLLeHeM CTOUMOCTU
NOKyMKK Nto6oro nasepHoro Katetepa Ans KopoHapHoi atepaktomun ELCA ¢ pedektom. Mpoussoantens He
HeceT OTBETCTBEHHOCTH 3a Nto6oN ClyyaHblii, GakTUYECKUid NN KOCBEHHDbIN YLLep6, BO3HMKLWINIA B pe3ynbTaTe
MCNONb30BaHNA Na3epHOro Katetepa Asa KopoHapHoi atepaktomum ELCA. MNoBpexaeHune nasepHoro Katetepa
AnA KopoHapHon atepaktomun ELCA B pesynbraTe HenpaBWSIbHOrO MCMONb30BaHUA, BHECEHNA W3MEHEHW,
HenpaBWIbHOrO XpaHeHus, obpalleHna unu Nboro ApYroro HapylleHUs HacTOAWMX WHCTpyKumMn no
NPYIMEHEHNIO aHHYNMPYeT HaCTOALLYIO orpaHuyeHHyto rapaHtiio. HACTOALLAA OFTPAHNYEHHAA TAPAHTUA
BE30rOBOPOYHO 3AMEHAET CO50/ BCE OCTAJIbHbIE FAPAHTUU, NPAMbIE W1V NOAPA3YMEBAEMbIE,
B TOM YUCE NOAPA3YMEBAEMYIO TAPAHTUIO TOBAPHOI NMPUrOAHOCTU U NPUrOAHOCTU ANA
OMPEAENEHHON LEJNIN. Kakne-nm6o dpusnmyeckme uam pUAnYEcKie Nnua, B TOM Yncie yNoNHOMOYEHHbIe
npepcTaBuTeny unu gunepsl Mpounssoantens, He MeIOT NpaBa NPOANEBaTb CPOK ACNCTBUA WU PaCLLMPATL
YCNIOBWA 3TOW OrpaHWYeHHON rapaHTuy, 1 nobas nonbiTka BblleyKa3aHHbIX AeNCTBUA He OyaeT nmeTb
I0PVANYECKON CUAbl B OTHOLLEHKM Mpon3BoanTens. 3Ta OrpaHNYeHHas rapaHTUA PacnpoCTPaHAETCA TONbKO Ha
nasepHbIN KaTeTep AnA KopoHapHou atepakTomun ELCA. CBefieHNA O rapaHTv NPON3BOANTENA HA SKCUMEPHYIO
nasepHyto cuctemy CVX-300 nprBefeHbl B JOKYMEHTaLUW K 3TON cucteme.
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14.

HectaHgapTHble cumBoOfbl

Mopenu katetepos RX Russian / Pycckunia as3bik

Energy Range (mJ) at 45 Fluence
SHepreTnyeckuii ananasoH (M) npu
NIOTHOCTU NOTOKa 3Heprum 45

Max. Tip Diameter
Makc. AnaMeTp HakKOHeYHUKa

Hydrophilic Coating
TppodUNbHOE MOKpPbITUE

Sheath Compatibility
CoBMeCcTUMOCTb 06010UKN

)
&

Quantity

Working Length

Konunuectso ary Pabouas anuHa I_ -I
Importer Max. Guidewire Compatibility

P MaKc. COBMeCTMMblit w
WmnopTtep * Max OD

NPOBOJIOYHbIV HanpaBuTenb

physician.

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

BHVIMAHWE! B cooteTcTBUM C defepanbHbimM 3akoHopaTenbcteom CLUIA 370 ycTpoiicteo
paspeLueHo K Npoaake TONbKO Bpayam Um Mo Ux 3aKasy.

15. MpumeHnMble cTaHAapPTbI

[MpoeKTnpoBaHme 3TOro N3aenna BbIMOMHEHO B COOTBETCTBUM CO CTaHAapTaMu, YKasaHHbIMW B Tabnuue 15.1.

Tabnuua 15.1. CraHAapTbI, NPUMEHVMbIE MPY NPOEKTNPOBaHMM KaTeTepa ELCA.

CraHpapT/HOpMaTUBHbIN
AOKYMEHT, fiaTa

HavimeHoBaHue

Buonorunyeckaa coBMecTumMocTb

1SO 10993-1

Buonornyeckoe oueHnBaHne MeANLIMHCKUX YCTPOMCTB. YacTb 1.
OueHKa nccnegoBaHus.

KnuHunuyeckoe nccnegoBaHune

EN ISO 14155 KnnHnyeckoe nccnegoBaHmne UCNonb30BaHUA MEAULIMHCKNX U3LENNiA,
NPOBOAMMOE C yYacTeM fofein.

KoHcTpyKuns

ANSI Z136.1 Bbe3onacHoe ncnonb3oBaHne nasepos.

ENISO 10555-1

KaTeTepbl BHyTPUCOCYANCTbIE CTEPUSIbHBIE OHOPA30BOrO
ncnonb3oBaHua. Yactb 1. O6wme TpeboBaHms.

US 21 CFR 820

Cnctema ctaHga PTOB Ka4yecTBa.

Okpyxalowan cpefa

1SO 14644-1 YncTtble nomMelleHnA 1 CBA3aHHbIE C HMU KOHTPOpyeMmble cpefpbl.
YacTb 1. Knaccudmkayma unctoTbl Bosayxa.

1SO 14644-2 YuncTble noMelLeHNA 1 CBA3aHHbIE C HUMW KOHTPOpPYeMmble Cpefpbl.
YacTb 2. TpeboBaHUA K KOHTPOIO 1 MOHUTOPWHTY ANA NOATBEPXKAEHUA
nocToAHHOro cooTseTcTBNA ISO 14644-1.

MapkupoBka

EN 556-1 CTepvnusaums MeauumnHCKUX n3genvin. TpeboBaHUsA K MeANLIMHCKAM
n3genuam c obosHaueHnem «CTEPUIbHO». TpeboBaHMA K MegULUHCKAM
n3genvam, noanexalym GUHULIHON CTepunmn3alum.

EN 980 lpaduyeckne cMMBONbI, UCMOMb3yeMble ANA MAPKNPOBKM
MeAVNLNHCKUX N38enunii.
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Mopenu katetepos RX Russian / Pycckunia as3bik

CraHpapt/HopmatuBHbil | HaumeHoBaHue

AOKYMEHT, AaTa

EN 1041 CBefeHNA 0 MEANLIMHCKNX N3AENNAX, NPeAoCTaBAeMble MPOVN3BOAUTENEM.

1SO 15223 MepununHckne nsgenna. CUMBOSbI, UCMOSb3yeMble C HaKNenkamm Ha
MeAVLIMHCKMX U3AeNNAX, MapKMPOBKa 1 NpefocTaBnaemas nHdopmaums.

YnakoBKa

ENISO 11607-1

YnakoBKa MeULIMHCKIX N3[enuii, oanexawmnx GUHULLHON
cTepunmsauyum. Yactb 1. TpeboBaHMA K MaTepranam, CTepubHbIM
6apbepHbIM CMCTEMaM 1 YNaKOBOYHbIM CUCTEMAM.

EN ISO 11607-2

YnakoBKa MeAULMHCKIX N3AeNni, Nnognexalmx GUHULIHON
cTepunmsaumn. Yactb 2. TpeboBaHMA K BanugaLym npoLeccos
dbopmoBaHusA, repmeTr3aLun 1 CGOpKK.

1SO 780 YnakoBKa. [paduueckrie 0603HaueHns, NpumeHaemble Ana 06paboTkm 1
XpaHeHUs yNaKkoBoK.

Kauectso

EN ISO 13485 MepunuuHckre usgenna. Cuctembl ynpaBieHUs KauecTBOM.

YnpasneHue pnckamu

EN ISO 14971 MepauuuHcKkue nsgenua. MprMeHeHe CUCTEMbI yNpaBAeHNA pUckamm K
MeAULIMHCKAM U3AeNNAM.

EN 62366 MegununHckre nsgenva. MpumeHeHne NPoeKTUPOBaHNA
3KCNNyaTaUMOHHON NPUrOAHOCTN K MEAVNLIMHCKAM U3LeNAM.

Crepunusayms

ENISO 11135 Crepvnusauma MeanumnHCKoN NpoayKuum. dTuneHokecuna. Yactb 1.
TpeboBaHuA K pa3paboTke, BanaaLmMy 1 TEKyLLEMY YNIPaBIeHio
NPOLIeCCOM CTEPUNM3ALNY MEAVNLIMHCKIX U3AENWIA.

16. YTunusauuna

MpumeHeHne ©  yTunM3auMio YCTPOWMCTBA CfiefyeT OCYLeCTBAATb B COOTBETCTBUM C  OOGLYENPUHATON
MeAVLIMHCKOW NMPaKTUKOW 1 [ieiCTBYIOWMMI PermoHanbHbIMK, FOCYAaPCTBEHHBIMU 1 deaepanbHbIMM 3aKoHamm

N HOPMAaTUBHbIMUN MOJTIOKEHUAMW.

W3penua MOTYT NpeacTaBnATb NOTEHUMANbHYO 6M0ﬂOrM‘JeCKyIO OMNacHOCTb Nocsie NPUMeHeHNA.

B cnyyae noBpexnaeHVA YNakoBKU W” (unn) nocne wucteyeHua CpOKa rogHoctn wusgenve HEOGXO,EIVIMO
yTnunmsnpoBaTtb B COOTBETCTBMM C NpaBunamn OﬁpaLLleHVlFl C MeAULMHCKMMK OTXofamu Knacca A cornacHo

CaHluH 2.1.7.2790-10.

Mcnonb3oBaHHOE n3aenvie NOANEXMUT yTUAM3aLMn B COOTBETCTBIM C NPaBUIaM1 yNpaBneHus MeanLMHCKIMI
oTxogamu knacca B cornacHo CanlluH 2.1.7.2790-10.
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