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US Federal law restricts this device to sale or on the order of a physician who has received appropriate
training.

1. PRODUCT DESCRIPTION
Spectranetics Turbo Elite® disposable laser optical fiber catheter is a percutaneous intravascular appliance, which contains
a fiber bundle that forms a circle by surrounding the guidewire lumen plate.

For the Turbo Elite® Over-The-Wire (OTW) catheter, a luer connector adapter is installed at the proximal end of effective
length so as to use the laser catheter installed with a guidewire of correct size (0.014" 0.018"and 0.035"). See the figure
below.

For the Turbo Elite® Rapid Exchange (RX) catheter, the guidewire lumen coaxial with the fiber bundle is located at the
last 9 cm of the distal end and can come into direct contact with patient. See the figure below.

Action Mechanism of the Turbo Elite® catheter

The multi-fiber laser catheter transmits ultraviolet energy from the Spectranetics CVX-300 excimer laser system to the
arterial obstruction. The ultraviolet energy is sent to the laser catheter tip and performs light resection of Fibrous, calcified
and atherosclerotic lesions, thus probing the vessel with lesions (during light resection, high energy photons break
molecular bonds at the cellular level, without causing thermal damage to the surrounding soft tissues). Spectranetics

laser catheter is provided with a special lubricant coating and can pass through the artery more easily.

Glossary of Special Terms

Retrograde mode = Opposite to the blood flow direction

Anterograde mode = Blood flow direction

Baseline angiography = Angiography record

Contralateral approach = Access to the artery using the crossing method

)

Guidewire Lumen /

Figure 1: Turbo Elite disposable laser optical fiber catheter (OTW type)
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Table 1.1 Turbo Elite disposable laser optical fiber catheter model
. . . M tip Maximum . Sheath
Dev.lce. Model Gmde\.m.r ¢ |outer-di ter | shaft di t Workingllength compatibility
Description Compatibility n 3 (cm)
A (in.) (in.) (Fr)
(in.)
OTW catheter specifications
0.9 mm 410-152 0.014 0.038 0.047 150 4
1.4 mm 414-151 0.014 0.055 0.056 150 5
1.7 mm 417-152 0.018 0.068 0.069 150 5
2.0 mm 420-006 0.018 0.080 0.081 150 6
2.3 mm 423-001 0.018 0.091 0.091 125 7
2.5mm 425-011 0.018 0.101 0.102 112 8
2.3 mm 423-135-02 0.035 0.091 0.091 125 7
9 cm Guidewire Lumen
Figure 2: Turbo Elite disposable laser optical fiber catheter (RX type)
Table 1.2 Turbo Elite disposable laser optical fiber catheter models
Maximum
q N . M tip Maxi . Sheath
De‘."ce. Model gulde\.m'r? outer-di ter | shaft di oy orkingllength compatibility
Description compatibility - n (cm)
- (in.) (in.) (Fr)
(in.)
RX catheter specifications
0.9 mm 410-154 0.014 0.038 0.049 150 4
1.4 mm 414-159 0.014 0.057 0.062 150 5
1.7mm 417-156 0.014 0.069 0.072 150 6
2.0 mm 420-159 0.014 0.080 0.084 150 7

2. INDICATIONS

The device is indicated for use with the Spectranetics CVX-300 excimer laser system and applies to the recanalization
therapy of severe lower extremity arterial stenosis and occlusive lesions. The vascular reference diameter should be equal
to or greater than 2 mm.

Note: When the guidewire is pushed step by step successfully, alleviation of severe limb ischemia cannot be guaranteed

3. CONTRAINDICATIONS
No known contraindications

4. WARNINGS
US Federal law restricts this device to sale or on the order of a physician who has received appropriate training.

Requirements for the CVX-300 excimer laser system software of Spectranetics Turbo Elite® disposable laser optical fiber

catheter:
Software Maximum repetition rate of catheter
V3.8xx 80 Hz
V3.7xx 40 Hz

When the laser catheter is in human body, use fluorescence microscopy equipped with X-ray photographic apparatus to
perform observation so as to get HD images.
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The laser catheter should not be operated in the presence of contrast. Prior to use, flush all residual contrast media from
the introducer sheath or guide catheter and in-line connectors. For the 1.4-2.0 RX design, failure to do so may result in
damage or dislodgement of the tip. Saline must be infused throughout the entire lasing process.

5. PRECAUTIONS
This catheter has been sterilized using ethylene oxide and is a sterile product .This device is designed as a disposable
product, so it cannot be re-sterilized or reused.

Do not re-sterilize or re-use this device, because incorrect re-treatment may hurt performance of the device and increase
the risk of cross-infection.

Using this disposable device repeatedly may lead to serious casualties of patients and invalidates the manufacturer’s
warranty.

Store the device at a cool and dry place. Avoid direct sunlight and high temperature heat source (exceeding 60 degrees
Celsius or 140 degrees Fahrenheit).

The product sterility can be ensured only when the package is not opened and not damaged. Before use, check the sterile
package carefully, and make sure that the seal is not torn. If the package integrity has been damaged, do not use this
catheter. If the expiry date on the package label has passed, do not use this catheter product.

Before use, carefully check whether all the devices to be used during operation have any defects. Do not use the device
if it has been damaged.

After use, dispose of all the devices according to the special requirements for hospital waste and hidden bio-hazardous
materials.

Before operating the CVX-300 excimer laser system, please read through the sections related to warnings and
responsibilities to be assumed in the operator manual carefully. These sections elaborate the notes, precautions and
warnings to be observed to ensure the safe operation of the system.

During the procedure, provide the patient with the correct anticoagulant and vasodilator therapy according to the PTA
protocol of the medical institution.

6. POTENTIAL ADVERSE EVENTS

Spectranetics CVX-300 excimer laser system may lead to the following complications:

Events observed in the clinical research (see section 7)

Surgery complications Serious adverse events Complic.aticfns c'iuring
hospitalization
+  Spasm « Death « Reocclusion
Aortic dissection « Interventional therapy «  Renal failure
Thrombus . ALl « Aneurysmal hematoma
Distal embolization « Major amputation « Bleeding
Perforation - Bypass grafting
Others - Hematoma operation

Potential adverse events not observed in the clinical research (see section 7)

« Nerveinjury - Apoplexia

« Formation of AV fistula « Myocardial infarction
- Endarterectomy «  Arrhythmia

« Infection

Since peripheral excimer laser recanalization is adopted, it is currently learned that long-term negative effects will not be
caused to the arterial vascular wall.

7. CLINICAL RESEARCH
The data in this IFU are obtained from one subset of patients who come from three sources, and all have Critical Limb

Ischemia (CLI). Therefore, they received continuous treatment, and operation is not suitable for them:

- LACl stage 2 - Patients for prospective IDE registration at 14 sites in America and Germany from 2001 to 2002 formed a
subset. This subset included 26 lower limbs with lesions (25 patients) for treatment at 7 sites in America and Germany, and
the stepping laser probing technology was adopted for all. Among these cases, 13 used the stepping technology in the
very beginning, namely, the guidewire didn’t get round the infarction as an attempt in the beginning.
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- LACI Belgium - The 51 patients for prospective registration at 6 sites in Belgium formed a subset. This subset included 9
lower limbs with lesions (9 patients) for treatment at 3 sites in Belgium, and the stepping laser probing technology was
adopted for all.

- Louisiana case series — A professional physician team continued data compilation at the Cardiovascular Institute of the
South (CIS) in the middle of Louisiana, and selected 62 cases to form a subset. This subset included 12 lower limbs with
lesions (12 patients), and the stepping laser probing technology was adopted for all.

Table 7.1 Procedure information

Arterial lesion location (n =205)

SFA 138 (67%)

Posterior knee 23 (11%)

Inferior genicular artery 42 (20%)

Results of arteriography (n= 47 cases of lower limbs)
Lesions of each lower limb 4.4
Average damage length 734 +7.3 (mm)

Linear flow used for foot fixation 37 (79%)

Implanted stents 28 (60%)

Total number of successful penetration* 37 (79%)
Penetration success after guidewire insertion 24/34 (71%)
Cases with successful penetration counted from the beginning 13/13 (100%)

Operation success** 34 (72%)

Note: Totally 47 lower limbs with lesions of 46 patients were treated. The calculation of all the percentages was based on

47 cases.

*Traditional guidewires were inserted into 24 lower limbs. After an initio calculation was adopted for 13 lower limbs, the

penetration success data of stepping cases was graded.
** Operation success: < 50% terminal residual stenosis.

Table 7.2 Complications (n = 47 cases of lower limbs)

Surgical Complication:
Spasm 1(2%)
Aortic dissection 4 (9%)
Thrombus 1(2%)
Distal embolization 3 (6%)
Perforation 3 (6%)
Others 5(11%)

Complications during hospitalization
Reocclusion 1(2%)
Aneurysmal hematoma 1(2%)
Renal failure 1(2%)
Bleeding 1(2%)
Infection 0 (0%)
Others 0 (0%)

Note: Totally 47 lower limbs with lesions of 46 patients were treated. The calculation of all the percentages was based on

47 cases.

Table 7.3 Accumulated Serious Adverse Events (SAEs) in the follow-up period of 6 months

(n =47 cases of lower limbs)

Death 3 (6%)
Ml or apoplexia 0 (0%)
Interventional therapy 6 (13%)
ALI 1(2%)
Large resection 2 (4%)
Bypass surgery 2 (4%)
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Endarterectomy 0 (0%)
Hematoma operation 2 (4%)
Total 16 (34%)

Note: Totally 47 lower limbs with lesions of 46 patients were treated. The calculation of all the percentages was based on
47 cases.

MI = Myocardial Infarction ALl = Acute Limb Ischemia

Table 7.4 Intentional analysis results (n = 47)

Penetration success 37 (79%)
Operation success 34 (72%)
Limb salvage 40 (85%)
Death, for any cause 3 (6%)

Any SAE 16 (34%)

NOTE: Totally 47 lower limbs with lesions of 46 patients were treated. The calculation of all the percentages was based
on 47 cases.

8. INDIVIDUALIZED THERAPY
Before each patent uses the Turbo Elite® device, all of the above risks and benefits must be balanced carefully.

When traditional guidewire penetration fails in the beginning, the CLiRpath® device can be considered because:

. The stump of circular or eccentric occlusion made the guidewire inclined to the vascular subintimal pathway.
. The guidewire was offset repeatedly and entered the large collateral branch flush with the stump of occlusion.
. Calcification blocked the guidewire path formed in the blocking cavity.

Select patients and apply clinical technologies according to instructions provided in section 2 “Indications” and section
9 “Operator Manual”.

9. OPERATOR MANUAL
The device operated in this document can be operated within the energy range of the CVX-300 excimer laser system:

Table 9.1 Energy Parameters

de?cer‘i’:t?on Model Energy density I:;[;zt;::; Laser on / off time
OTW Catheter
0.9 mm 410-152 30-80 25-80% Continuous On*
1.4 mm 414-151 30-60 25-80% Continuous On*
1.7 mm 417-152 30-60 25-80% Continuous On*
2.0 mm 420-006 30-60 25-80% Continuous On*
2.3 mm 423-001 30-60 25-80% Continuous On*
2.5mm 425-011 30-45 25-80% Continuous On*
2.3 mm 423-135-02 30-60 25-80% Continuous On*
RX Catheter
0.9 mm 410-154 30-80 25-80% Continuous On*
1.4 mm 414-159 30-60 25-80% Continuous On*
1.7 mm 417-156 30-60 25-80% Continuous On*
2.0 mm 420-159 30-60 25-80* Continuous On*

Recommended calibration settings: 45 energy density, 25 Hz.
*The maximum repetition frequency of software V3.812 is 80 Hz. The maximum repetition frequency of software V3.712
is 40 Hz.

10. HOWTO STORE

10.1 Sterilization
This device is for single use only. Do not re-sterilize or re-use this device.

The Spectranetics disposable laser optical fiber catheter is a sterilized product. Its sterilization performance can be
guaranteed only when the package is not opened and not damaged.
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10.2 Check before Use
Before use, check the sterile package, and make sure that the seal is not opened. Carefully check all the devices including
the catheter to be used during the operation to see whether any defect exists. Check the laser catheter for bending,
twisting or other damages. Do not use the device once it is damaged.

11. COMPATIBILITY
. The Spectranetics disposable laser optical fiber catheter is specially used with the Spectranetics CVX-300
excimer laser system.
. Do not use it with other laser systems.
. Guidewire Compatibility
. See the catheter specification table in section 1.
12. INSTRUCTIONS FOR USE

Installation procedure
The laser catheter package does not include the following additional materials, but some or all of these materials

may be used during the procedure (all these materials are for single use only — do not re-sterilize or reuse them):

. Guiding sheath and femoral artery guiding catheter with the correct size and configuration, used to select
peripheral artery and facilitate use of large laser catheters.

. Tuohy-Borst “y”-adapter or hemostatic valve

. Sterile saline solution

. Standard comparison media.

. 0.014"and 0.018" guidewires
Only the radiologists with experience of peripheral vascular intervention can use the CVX-300 excimer laser system, and
they must have received the required training, including but not limited to:
Safe laser emission.
Evaluate a patient’injuries based on the film and according to the use instructions.
Evaluate various situations of applying the laser ablation technology to embolism according to the use instructions.
Evaluate the laser operation performed using the CVX-300 excimer laser system.
Personally practice using the CVX-300 excimer laser system of proper model.
Good practice of representative Spectranetics products will help to handle the first three situations.
Organized training together with exercise by physicians or exercises using the Spectranetics products through
personal support will ensure efficiency of Spectranetics products.
Using sterilization techniques to open the aseptic package. Take down the packaging wedge from the bracket, lift the
laser catheter from the bracket gently, and support the black laser connector at the same time, which is also called
proximal adapter or proximal interface. Note that the proximal end of laser catheter can only be connected to the CVX-
300 excimer laser system, but cannot come into the contact with patient.

No vk wN =

Connect the proximal end of laser catheter to the CVX-300 excimer laser system, and fix the laser catheter to the laser
system extension rod. Calibrate the laser catheter according to the instructions for use in the operation manual of CVX-
300 excimer laser system.

1. Use the standard femoral artery puncture technique to insert a guiding sheath of 4Fr. To 9Fr. (depending on the
largest interventional device used during treatment) into the common femoral artery, and perform contralateral
approach in the antegrade or retrograde manner. Adopt the heparinized PTA method to perform intravenous
heparinization.

2. Inject contrast agent through the guiding sheath or guiding catheter, and carry out the baseline angiography.
Use a composite projection device to obtain images, and describe the anatomic variation and morphology of the
diseased region.

3. Insert a 0.014% 0.018" or 0.035" guidewire into the peripheral obstruction through the guiding sheath or guiding

catheter.
4. Select a proper laser catheter according to the dimension arrangement:
Table 12.1 Recommended dimensions
Catheter di i The closest vessel di

0.9 mm >1.4mm
1.4 mm >2.1 mm
1.7 mm >2.6 mm
2.0mm >3.0 mm
2.3 mm >3.5mm
2.5mm >3.8 mm
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Effect hydration on the catheter housing to activate the hydrophilic coating. Or immerse the catheter in a basin
containing suitable sterile solution, or use wet gauze to wipe the catheter.
Use 5-10 ml of heparinized saline or lactated Ringer’s solution to rinse the guidewire lumen of the laser catheter.
Use the selected guidewire to drag the distal end of the Spectranetics laser catheter. Use a fluoroscope to conduct
monitoring, and guide the laser catheter to the lesion. The radiopaque marker of laser catheter displays the
corresponding position of the catheter and the lesion.
Distal Tip
_—

Marker Band

Luer Lock
Guidewire Lumen Port

7
e / Proximal Coupl
/ ) roximal Coupler

)

Figure 3 (not based on proportion)

Note: During the use in human body, usually a fluoroscope is used to monitor moving of the laser catheter and
position of the radiopaque tip position, similar to other intravascular interventional devices. The movement and
advance rate of the distal end of catheter should be directly corresponding to advance rate of the upper shaft of
catheter.

If the corresponding movement is not significant, operate more carefully, without excessively delivering the laser
energy.

If the catheter movement is not significant, operate more carefully, without excessively delivering the laser

energy.

8.

Inject contrast agent through the guiding sheath or guiding catheter, and use the fluoroscope to confirm the laser
catheter position .

After making sure that the laser catheter has come into contact with the target lesion, use normal saline or lactated
Ringer’s solution to:

a. Rinse the residual contrast agent from the guiding sheath or guiding catheter and the internal connector.
b. Before activating the CVX-300 excimer laser system, rinse the residual contrast agent from the laser emission
point and adjacent vascular structure. Warning: Do not activate laser in the presence of contrast.

[ Perform saline solution flushing and infusion operation by referring to the content related to the saline
infusion method in the use instructions.

Once the foot switch is pressed during use of the Turbo Elite® catheter, the CVX-300 excimer laser system will

release energy continuously. The operator can control the laser chain length. Generally, the recommended

duration of continuous laser emission cannot exceed 20s.

Stepping method of treating total occlusion

a. Press the foot switch to activate the CVX-300 excimer laser system, and then slowly insert the laser catheter
into 2-3 mm at the position of total occlusion, enabling the laser energy to resect the target substance.
Release the foot switch to stop the CVX-300 excimer laser system.

b. Drag the guidewire beyond the distal end of laser catheter, further insert it into the occlusion by about
several millimeters, and then activate the laser again according to the description in the above step 8.

c Continue the operation in the stepping manner to make the guidewire and laser catheter move forward and
activated (with the increment of millimeter), till the catheter reaches the last 3-5 mm of occlusion.

d. When passing through the last 3-5 mm of the occlusion, make the guidewire enter the distal vessel first, and
then the activated OTW laser catheter.

e Fix the guidewire in place, withdraw the laser catheter, use the guiding catheter to inject contrast agent, and
monitor the lesion through the fluoroscope.

f. To remove more lesion, the additional laser transmittance test needs to be performed for the OTW catheter.

P012574-B 30MAR22 9
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If the catheter meets an obstacle (e.g., calcium) when moving forward, release the foot switch immediately
to interrupt operation of the CVX-300 excimer laser system and stop laser emission. To move forward the
catheter continuously, increase the energy density and repetition frequency. To avoid heat accumulation,
the catheter must be pushed during laser emission.

Standard method of stenosis treatment

a.

Press the foot switch to activate the CVX-300 excimer laser system, and then make the laser catheter pass
through the stenosis slowly at a speed smaller than 1 mm per second. Release the foot switch to stop the
CVX-300 excimer laser system.

To remove more lesion, the additional laser transmittance test needs to be performed for the OTW catheter.
If the catheter meets an obstacle (e.g., calcium) when moving forward, release the foot switch immediately
to interrupt operation of the CVX-300 excimer laser system and stop laser emission. To move forward the
catheter continuously, increase the energy density and repetition frequency. To avoid heat accumulation,
the catheter must be pushed during laser emission.

To increase/reduce the energy density and pulse repetition frequency, the laser catheter does not need to
be removed from the patient’s body because the laser catheter has been calibrated beforehand. Refer to the
operation manual of CVX-300 excimer laser system.

If necessary, the follow-up angiography and balloon angioplasty should be performed after the laser probing. A
stent can be placed for cases such as acute contraction and severe perforation according to requirements.

Saline infusion method.

Note: This technique requires two operators. It is recommended that the main physician - operator should drag
the catheter, and control the foot pedal of laser system. The assistant responsible for wiping should use the
control syringe of saline infusion, and press the fluoroscope pedal (if applicable).

a.

Before the laser surgery, heat one bag of 500 ml 0.9% normal saline (NaCl) or lactated Ringer’s solution to
37°C. Heparin or potassium does not need to be added to the normal saline/LR solution. Connect this bag
of hot normal saline/LR solution to the sterile venous catheter, and connect one end of the catheter to the
triplicate three-way connector.

If applicable, use a conventional method to insert an appropriate guiding catheter with a“large lumen”into
the opening of artery. It is advised to avoid side holes for the guiding catheter.

Push the laser catheter under guidance of the fluoroscope, till it comes into contact with the lesion. If
necessary, inject contrast agent to help to position the tip of laser guide. If contrast agent stays between
the tip of laser guide and the lesion, the laser catheter needs to be slightly retracted (by 1 to 2 mm) so that
normal saline/LR solution can implement anterograde flow and remove contrast agent when being used to
flush the system. Before laser emission, however, make sure that the tip of laser guide has come into contact
with the lesion.

Discharge the remaining contrast agent from the control syringe, and place it back to the contrast agent
bottle. Suck the normal saline/LR solution into the control syringe through a three-limb tube, and clear the
contrast agent from the triplicate three-way connector.

Remove the control syringe preliminarily installed on the three-limb tube, and replace it with a new control
syringe of Luer lock with a capacity of 20 ml. Before connection, this new 20 ml controllable syringe should
suck normal saline/LR solution to reduce the occurrence probability of bubbles. (Merit Medical and other
manufacturers who produce 20 ml control syringes).

Use at least 20-30ml of normal saline/LR solution (several syringes of saline/LR) to rinse the blood and
contrast agent from the three-limb tube, connector pipe, Y type connector and the guiding sheath or
guiding catheter. After the first rinsing process is completed, inject normal saline/LR solution into the 20 ml

control syringe again.

Use the fluoroscope to confirm that the tip of laser catheter has come into contact with the lesion (push to
move the catheter when necessary). Do no inject contrast agent here.

When the main operator indicates that he/she has got ready for activation of the laser system, the assistant
responsible for wiping should turn the three-limb tube piston rapidly to eliminate its pressure, and inject 10
ml of normal saline/LR solution (within 1 to 2 seconds). This kind of bolus injection aims to transfer the blood
or dilute it to the level of blood capillary, and restrict blood reflux of the laser ablation area.

P012574-B
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i. When the injection activity still continues after the initial 10 ml bolus injection is performed, the assistant
responsible for wiping should slow down the injection to 2-3 ml/second. This proportion of normal saline/LR
solution injection aims to transfer or dilute the antegrade blood flow entering the laser ablation area. Now,
the assistant responsible for wiping should press the foot switch properly to activate the CVX-300 excimer
laser system and start emitting the laser beam.

j. The operator controls the laser chain length. Generally, the recommended duration of continuous laser
emission cannot exceed 20 seconds. The normal saline/LR solution injection must last throughout the laser
emission process.

k. Stop injecting normal saline/LR solution when the laser chain ends. Turn the three-limb tube piston to make
it feed back pressure, and suck 20 ml of normal saline/LR solution again using the control syringe, getting
ready for the next time of laser beam emission.

I Before emitting each beam of laser chain subsequently, use normal saline/LR solution to perform bolus
injection, and inject normal saline/LR solution continuously according to the description in steps h-k.

m.  If contrast agent is used to evaluate the therapeutic effect during laser therapy, reactivate the CVX-300
excimer laser system (repeat steps h-k before activating the excimer laser system).

Note: Normal saline/LR solution can be injected through the sheath (anterograde method) or laser catheter
lumen (contralateral method) according to the used method, anterograde or contralateral. When the contralateral
method is used, it is advised to use a guidewire with a ller di ter to inject normal saline/LR solution into
the procedure site thoroughly.

13. WARRANTY INFORMATION
Limited warranty of the manufacturer

The manufacturer ensures that the Turbo Elite® disposable laser optical fiber catheter does not have any defect in
materials and processes provided that it is used in the validity period and its package has not be opened or damaged
before use. According to this warranty, the manufacturer’s responsibility is limited to replacement of the defective Turbo
Elite® disposable laser optical fiber catheter, or refunding according to the purchase price only. The manufacturer shall
not be responsible for any accidental, special or consequential damages due to use of the Turbo Elite® disposable laser
optical fiber catheter. This limited warranty shall become invalid if the Turbo Elite® disposable laser optical fiber catheter
is damaged due to misuse, transformation, improper storage or operation, or other faults occur due to the failure of
performing operations according to the use instructions. This limited warranty can be in lieu of all the other explicit
or implicit warranties, including any implied merchantability or fitness for a particular purpose. Any individual
or entity, including the agent or intermediary authorized by the manufacturer, shall not have the right to expand or
extend this limited warranty, and any attempt made out of this purpose shall have no binding force to the manufacturer.
This limited warranty covers the Turbo Elite® disposable laser optical fiber catheter only. The manufacturer’s warranty
information for this system can be found in the related documents of CVX-300 excimer laser system.

P012574-B  30MAR22 11
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Series Model Guidewire Outer diameter Maximum outer Transmission | Effective
compatibility of tip (mm) diameter of catheter | efficiency (%) length
(mm) (mm) (cm)
oTW 410-152 0.356 <0.965 <1.19 >2.94 150
414-151 0.356 <1.40 <142 >6.89 150
417-152 0.457 <1.73 <1.75 >11.56 150
420-006 0.457 <2.03 <2.06 >17.28 150
423-001 0.457 <231 <231 >27.78 150
425-011 0.457 <2.57 <2.59 >41.67 150
423-135-02 0.89 <231 <231 >20.28 120
RX 410-154 0.356 <0.965 <1.24 >22.94 150
414-159 0.356 <1.50 <1.57 >6.50 150
417-156 0.356 <1.75 <1.83 >9.44 150
420-159 0.356 <2.03 <2.13 =16 150

[Sterilization Method] Ethylene oxide sterilization

[Validity Period] 2 years

[Manufacturer] Spectranetics Corporation

9965 Federal Drive Colorado Springs Colorado 80921 USA

[Agent] Philips (China) Investment Ltd. Co.

[Address] Building A1, #718 Lingshi Road, JingAn District, Shanghai

[Tel.] 8008100038

[After-sales Service Organization] Philips (China) Investment Ltd. Co.

[Address] Building A1, #718 Lingshi Road, JingAn District, Shanghai

[Tel.] 8008100038

[Production Date] See the Label.

[Product Standard Serial Number] Imported Medical Instrument 20163012942
[Medical Device Registration Certificate No.] Imported Medical Instrument 20163012942

P012574-B  30MAR22 12



R Turbo-Elite™ .
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BER OTW) BIIRESBRE RX) BEE
Chinese / 3L
B#F

1. -5 SRR 13
2. B R, L s vttt et eeeeene e eeenneeeeeennneeeeatnneeetaaaneeeeaann, 14
3. 3 33 14
4. A 14
5. = =R 15
6. =Rt = RE)
7. BRI T, o o vttt ettt eeeeennneseeeeeeeeeeeeeeeeeeeeeennnnnnnnnns 15
8. B g O 17
9. e a7
10. L 3 18

10.1 B [ a8

102 L oL a8
11. 2 3 18
12. L5 18
13. = == U 20

BeiERE (2E) REILZENERRZTELFIINEMHEE, SHENEZETELFINEDIIT].

1. i
Spectranetics Turbo Elite®— R IEERHARFSER—MEARNEXN AR, NAZRRESLEEMBERKL
3R
XF TurboElite ZFRE (OTw) BEE, AAYKENLREFTERELERR, ETEARKFTERRT
5% (0014" 0018" #10.035" ) E‘Ji%flj‘c% ; ATHE.
*F TurboElite HRIFEZIMARX) HEE, SLEUTFRFENSFIEXL, EBHEEEMEN, FESH
#REM; WTE.
Turbo Elite SEHI{ERAINE
SRAUHNSEBEIMEEEE, M Spectranetics CVX-300 ENFHNAFKIERTIFRKIER. LN EEER
&ﬁiﬂ%ﬂj‘:%”ﬁﬁ" i, WEF4ER. SUTMBEFEUFTHITAIR, NIFRBRERE LYIRXE—fT
i, EEJ‘E;E%M@*;J:*T%Q?%, [E B3t BB RA LR RSB AIRG) o SpectraneticsH X SER&ISE
HigiERE, ESTBEzK.
TRARNIER
HITHEX =5 MR A EHER
IFATHE = M 75 1)
ELNEERA=NENNEEHIDE
FHUNEE =R FA 32 LR B

sum —

BE1: Turbo Elite—RIEEAMARTFE (OTWE)
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Chinese / 13
&R1.1Turbo Elite— X IEFE AR A AT SERNS
BAS4 .
. . = BRI BAME TIERE BREE
it £8 REE |8 Gn) | & (n) (cm) (Fr)
&4 (OTW) SEME
0.9 mm 410-152 0014 0038 0.047 150 4
14mm 414151 0014 0.055 0.056 150 5
17 mm 417-152 0018 0.068 0.069 150 5
2.0 mm 420-006 0018 0.080 0.081 150 6
2.3 mm 423-001 0018 0.091 0.091 125 7
2.5mm 425-011 0018 0.101 0.102 112 8
23 mm 423-135-02 0035 0.091 0.091 125 7

/ 9em S '

B2: Turbo Elite— X1 EAEAAFSE (RXE)

F1.2Turbo Elite— X FEABARATSERS
e - BASLE | BALE | BAWE | ITEKE BRE
aEiid e B (n) | SME () | & (in) (em) (Fr)
09 mm 410-154 0.014 0.038 0.049 150 4
1.4 mm 414-159 0.014 0.057 0.062 150 5
1.7 mm 417-156 0.014 0.069 0.072 150 6
2.0mm 420-159 0.014 0.080 0.084 150 7
2. BEMNIE

TS Spectranetics  CVX-300/ES FRERGE—EER, ERTFETRIAKELIRES AEHFRHFES
7, MESEERERTEF2mm.
E RR SR SL, FREBREETHRROISEE.

3. ERE
FEMEZ
4. EBE

BAE (EE) REMEENERESTELEIINEITHE, S IEFL2EELEINEIRITH.
Spectranetics Turbo Elite — X 14E B XA SECVX-300E7 FEX R GREFEK:

Bt SERXESHE

V3.8XX 80 Hz

V3.7XX 40 Hz

HERSELTAER, BENESRAREXEERBIRFHORARENLITIE, IHATURKEE

%o

HASERNAESHAEE WEATEMR. EANG, MERSK HERESERKELTIMNHERRES
SEREER. WF1420 R, SAETOAEEENEE KHEE, FUTRSSBNERGRSERE
B,
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5. FEEL
ZSECAXRANECKRRE, BTLES M. ZEENRITETAMEAR, BEAEEAKERNESE

%mfﬁgﬁx%ﬁﬁﬁﬁﬁﬁﬁﬁiﬁﬁﬁ,ﬁﬂ%$¥$Em%EﬁE,ﬂﬁ%ﬁ%%%%ﬂﬁ,%Mﬁﬂ@
JIBPY o

ESFERASM—ANRE, THSERFANTEGT, EREFHHERTN.

BFRR. TRLOEE. BRELESREERAR (FT0RRERI40ERE) .

AEARFTFERBTN, FRREAFRELEGE. ERAZH, FAREXREER, BRHFLEH
. MRBRTEMETE, FIERZSE. NREEFELNERHEY, BE2ERIZSE~R.

ERZE, FARERELRERNAERERTEmE. NRREHRIE, FEIER.

AxzZRE, RBEATERRERY. REEMEEMHNEHRER, LERFIRE.

IRIECVX-300/E FRIARGEZHT, FARIZRERFMFMPNESTRAEBSEGEFIEE, BA
SRR RATEEETHIER. IESENMES, NMERRBERGHREE.

EREDED, RIBETVGNPTANL, K2 0m A REERIRERTMEY KB .

6. BENTREH
{& FiSpectranetics CVX-300/ 5 F RS AT 865 | & T O H K fE

IERFAR PRI S (DETHS)

°

FARIEARE FETREHF {ERRHEHEE

- EE - BT - BAE

- EBRIE - BANMRST - B8

- Mg . Al - {BEhELE

- LI E - RYIETAR - Him

- T - EREBEAR

- HE - MApFER
EEMEREENRINBEARES (WETES)

- HERG . HR

- FERAVEE - DAUEE

- EIBKAEETIBR AR - DNVERF

-4
BFRANMEESFHABRE, MUBRIEANERR, T3k IME S KK B .
7. EE#AR

AIFURHIMBEE, B— N FEOBAER, SEFARRER=M, HBFEETRRM (L) , EHit
BZEZRRTT, FATERHITFA:

+ LACH BirBr2—F2001 —2002F FEXEFIEER) 14 ML, BITATREME IDEEMBIRA AR — 4 F&. ZF
E8EE. ERETMIABTHEMRETE 5MEA) , HRASHXBRRBRA. XLHHH
BUGINLFERASHXEA, B, BMRESARASLETEE.

* LACIELFIRS — bE Fl RS 64 i S BEATRTRE MM A0S 1AL A B — A F & 12 FE BRI 3N =087
HIOMRE TR (OfIHEA) , HRASHAMRBERL AR

- Louisianaf&fil % 5l — ZELovisianafR B MU E E A D MEM R (C1S) , AEWEH/NEHITHFEER
Eﬁ,M*ﬁﬁ&mﬁﬁ—¢?$oE—¥$ﬂﬁn¢ﬁ§TH(nﬁﬁk),ﬂ%miﬁﬁﬁ%ﬁﬁ
HAR.
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Chinese / 3L
®71 BFER
KR ERIME (n=205)
SFA 138 (67%)
BESL 23 (11%)
BT Bk Ak 42 (20%)
FRKERER (n=4THITR)
B TEEE 4.4
IR E 73.4+7.3 (mm)
BE&RE AT R EHBEE 37 (79%)
BAZRE 28 (60%)
FERINEE* 37 (79%)
BASLZBFERYN 24/34 (71%)
Nt ERGIFERIN 13/13 (100%)
FAR B Ih** 34 (72%)

iE: BT ANATRIRE TR FTEBESBBITE4761 55

4G TRIAAEG S, BETERAMALTEZR, #EERGINFERDEIES RKESR.

**FREI: <50%LHEKEBEE.

R7I2FEE, n=a7( B

FARAAEE
=T 1 (2%)
ERRFE 4 (9%)
m# 1 (2%)
it 2 3 (6%)
Fil 3 (6%)
HE 5 (11%)
{EBTHA I8 & fE
BAE 1 (2%)
B EhBkE 1 (2%)
B =ig 1 (2%)
Hin 1 (2%)
R 0 (0%)
HE 0 (0%)

iE: BTTAIE ANATRIRE TR . FTEBESBBITE4761 55
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7.3 64 AMEIAEIE, EXTREHER (SAE) n=47fI T8
T 3 (6%)
MIE X, 0 (0%)
BAANERT 6 (13%)
ALl 1 (2%)
KB 2 (4%)
SRFAR 2 (4%)
KR BETIBRAR 0 (0%)
MAFER 2 (4%)
Bit 16 (34%)
i RTTAIE ARATEIRE TR . A B S8Rt S ATE S Et .
MI=iAEZE ALl=2 M TR HR M
R74ABEESTHER, n=47
FIEMIN 37 (79%)
FARRIY 34 (72%)
B 40 (85%)
nT, EHEE 3 (6%)
{E{ASAE 16 (34%)

i RITAMIE ARATEIRE TR . TR B S8R 84760 A&t .

8. ATTHITMEMR

BAIFEAEMATurbo Elite 2XEZ AT, BWAFAEER LAZRFEINKESZH.

Y, EREESLFETHIIN, ATZEMERACLRpath XE, REZET:

- BRI E S L M E A R T s R
S2LESRB, HFASHERKFTFHARMNEIZ.
SEACHIBERS T BRI R S L 1B B -

RIEF2ES “BRIE" EORS “BEEFM REMREA, ®REA, HAKEEREAR.

9. BREEFM
AR RNEE, AILECVX-300ES FHAX RGN EEENIRE:

R EEESH

E -] | BES | wEEE | 8% | HATFIXRE
OTWREE
0.9mm 410-152 30-80 25-80 FEELFF
1.4mm 414-151 30-60 25-80’ T
1.7mm 417-152 30-60 25-80’ T
2.0mm 420-006 30-60 25-80' FREEFF
23mm 423-001 30-60 25-80' FREEFF
2.5mm 425-011 30-45 25-80’ T
23mm 423-135-02 30-60 25-80' FREEFF
RXBGE
0.9mm 410-154 30-80 25-80’ T
1.4mm 414-159 30-60 25-80’ T
1.7mm 417-156 30-60 25-80’ T
2.0mm 420-159 30-60 25-80' FRETE
EERERE: 45 BEETE, 25Hz.

*RHV3812M R K EE K H80Hz. KV 71209 H A E B I H40Hz,
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10.  WAETE
10.1 KH

fREREER. BEOBAKANESER.
Spectranetics— R MEE A AT SERTRE SR AHEERKTARRERF, AREEKEE.

10.2 {ERATHIGE
ERZE, FREXEACR, BRHEFIHTH. BEIRERNATRE, GRSEEN, KIFHERE
REFERK. REAXSERTEH. AFHHEMRG. —BHF, H2ER.

1. #EH
Spectranetics— X M {E FEL R T R E L 75 Spectranetics CVX-300 S FRIX RSB &EH.
AESHEHXRGRESER.

S4%EEY
REIBINRENER.
12. {EMAREA
RERRF

THMMHAREEAETHAXSEGRRN, BEIEAREFELFT—BoREMIR (XL MR ERER—
TEBARASESEFEA)

1. R ERNS|ISHEMERESISE, ANLEEREDMNR, ETARHELS
B

2. Tuohy-Borst “y” BUEFRESEY I IMAE.

3. TEEEHK

4. FRELEIHEAN

5. 0014” 1 0.018” S

QRS HRAE M E '+ NI ETREE A FACVX-300 9 FRIt RS, FEBINSUTENR, SFERRFixL:
. REMEHHN
HRIBAE 4% R 43 A BRI R A RO IR 15
HRIEE i A TR B R R B A B i R BB R
A {E FACVX-300/ 7 F R L R G HATRIRE F Ao
FEFE)EAAERSHICVX-300/ES FHNES.
TSI S B R R R Spectranetics A A= R H S BB T A BRI =FiE R

7. BHHEAFEMNSBMEZESHHMESE. HE A A X HE M Spectraneticss 7 7= & £
3], SpectraneticsBI = mERERL.

ERAXEEAR, IATESE. NERLRTERET, BHAXSENRELERRAE, ARZHEEZEHL
?ﬁ:’j}\g;ﬁj}ﬁfﬁ EmERERAERED. FEE: BtSERNIRR RAHERCVX-300ES FRIX RS, TIARA
5% o

DO A WN =

WA SERILRZBCVX300ES FHX RS, FERMASERETHARZMERIT L. RECVX-300#5
FRHARGREFROERRR, KEIRSE.

1. EREERBRFRREA, §—R4rr BloFr. (BORTFETERPEANSAENANERE) 5158
BWARE R, MUBTSEEITA XTI WA, R AFRUPTARE TR R BTRIL

2.  BESISEHIESISETHERT, RITEEXNEESA. RAEEGRVLERDEG, MAREH
TR RIF B RIS

3. BE5|ISHEIESISE, ¥—1R0.014" . 0018 50035" FLBEAIEEE.

4. BKNMED, RRERNHLSE:
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Chinese / 3L
®12.1 EERT
SERT BELINKREER

0.9 mm >1.4mm

1.4 mm >2.1 mm

1.7 mm >2.6 mm

2.0 mm >3.0 mm

2.3 mm >3.5mm

2.5mm >3.8 mm

5.
wERASE.

6.

T.

SEITHITREER, BEFARE. HANKSESEERFEALERRNATR, EREY

K5 — 10m FFRUEK AR BMAER AR, MEHRXSENSLE
B I EM S £ 55| Spectraneticsif X S ERIT I RARLEHITEN, HHASERSIFHE.

HASENFEHETEETHSESREMEMAE.

B3 (FizLLfH)

i EAEREREE, XUTFEEMEANAERE, BERALERUBLSENBHMREFLR
IR SHIE. SERROBIHFERE, WHERENNESE ERMEOELE,

MM EBHFEE, WEZEMTGERERS. ERNB RSN EIRES, FAIREET.

mE
8.

9.

SEBIRARE, HIMED, TEDERMEHLER.

BiLS| SHsiES | SEIHERR, RARLERARXSENLE.

FINHASECEMIIBITREZRE, ERAEELKSI BB ERAR:

a. KRB ES| SIS SEMRAESL LREET .

b.  HIECVX-300/ES FHNRLEZRI, HRNE S TR ME L 5% BAER T Mk T %,
ER: EEERANBERAT 2B5Hk.

c. ESREMRARLKEELNEXRNE, RIBIRA, #THkhEmT.

{EMTurbo Elite BEER, —BIREMBIFE, CVX300ESFHAXREMSESMBNEER. B1E

10.
REATUERIAE R E . — MR, BIESRSHAREBIT208).

11.

B EERENS R T

a. IREMEEFFR, BUECVX-300#S FHARS, RENESHHNTIZROEE, KB
SEMATEMER2 32K, EEMLEETUTIBRERMR. MFMBEFX, VX300
DFHRXRFEILET.

b. ;ﬂ;ﬁﬁ&ﬁ%%%m@ﬁ,ﬁ—ﬁﬁAW%%k%ﬂE*,%EEML%%EW@,@K
AR

c.  Np#HXMAXBERE, ERSLEMALSENS, FAENE (WEAER) , HERE
LE A EYRIRE3-SE KL,

d.  FEAEMKRRFEI-SEX, ERSLEXEANTRNE, ARREMENHLSEEER

e. HSLEEMRNM, HMOMLSE, RBESISEIHERR, BERALRERNRFE.

f. ATESMYIREE, FEMBEERHITHRIMIECET K
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g. MBSERHEHAZIEE (Lbangs) , MUZBEIRFBIEEFX, CVX-300ED FRARFKIEIT
Rl BIERHEE. BEERERH, ATLUEMEEEEMESHNE. HTEHERAR, £5
ARV RAERSE .
12. RITREWRRERE
a. RIEMBFX, BECYX300ESFHARSE, REUSDHNFIZRNEE, HHLSEE
B EFIE R, MFBBEFFE, VX300 FENRKEIEIEIT.
b. ATEZWMYREL, FENBERTIIIMIELETENL. MRSEMBEIBRIER (
Pbangs) |, RMSTENMAFFRIBSFE, CVX-300ED FEARFIEITHE, SIEEHEt. BE
PBEFRITE, AMIENMEEZEMESHE. ATHEAMNE, LHEXHCAEESE.
13, ATHEM/BVEEZER/KNESNE, TEEIALSENBTAENRR: FEREXACERET
BHEE. SRCVX300ES FHNRGRIEFMH;,
14, BXBEERZE, WREAVE, NEH#THITLESYAMSEOERFEAR. REKXK, ¥Fa4K
. EEFALERL, ATRBHE.
15. okt
a. HTEAFARZE, H—H500mIEY0.9%EEEk (NaCL) ={ZLES M KB R MABBTERE
Bo HA/IRBARPEERMIARD . HX A/ REBREFKSE, SEN—LEE

=B
b. ﬁﬂ%ﬁﬁﬁ W AMTE, HERK “XIE" B35 SERANKNAON. BiUESISER
7L

c.  ERRBFHSSIT, EBHLEE, EEEMRE. NIRALE, EHEEN, EHTEMH
KEERRE. MRERABBTRANRSEREMFETZE, Ba, FEEHLSEWHER
(1—22K) , MmERERA/JRPERGER, EBIRITRE, BREEEN. B2, ELHH
RZH, ERRAASENRFELEMRSE.

d.  HWRESEFMAHEHERFHN, REEEFRP. Bk RET ZBEERNARES R,
EREBEBREEE .

e. BTEBUEFZEELMAHRESR, BE—XFEA20mIPHSRMAIIZEE. EE2
B, XEEA920mIATiRE S B R IR N #hk /LR, WMER D H I SERIME. (EFF20mIATE
JF 5T 22 B9Merit Medical FAE {7 5%)

f. EAZED20-30ml BIERIK/LR (several syringes ofsaline/LR), Mt =i, EHFEE. VAL
5| SH#HIES | SE LHMEERH. SEMYDRIMZER, 20mIATEES SRHPEENEK/

LRe
9. %gﬁ?*ﬁﬁ'ﬁ%ﬁ, WINAASENRREREMFT (NREFLE, EBHLSE) , BRTE
EHER A

h., HFEREARHECCLASITHEENRSR, fREHKNEIIEN DR EEE=BHE
E, FHENER, FiESI0mIEK/LR (1—28%R) . XHBNFHHENET: BLAE
ERSHRIEAMERKTE, BRHIHEHERMXMR&ER.

i, EYIETIomBENERZ R, BiESHENEEEL, BTk, ARBRNEENSITEERE
i8EI2—3ml/Fbo XFEGTHK/LRAIELS], HB R BB SHEE NFOL B X BIRAT I
o MR, GUREBRMBENLRISTEEE, TERERNIREMBIFR, BiECVX-300

i BERESBLEARKE. kiR, BIGEERHEXABET208 . Hk/LREES %R
RERFHANEE.

k.  EtEGREHMEIEEMEK/R. EEZEBNEE, FEEEES, TEESEERRA20mI
#K/R, AT—RESTHCRMIF .

l. Fﬁfiﬁﬁ#’é—iﬁh‘ﬁﬁéz%, B R AE K /LREEITAALE ST, MERBSRNKATA, ELFE
ANEK/LRo

m. EHEATHERES, MRERASESHFIEHATHR, BAHMBECVX-300ES FHRXRSE (B
EESTFHAREZANEEESRNK) o

EE: RIBERNTE, TSN, TRUBEHE (RfT%E) SHLSERRE GHE) EARK/LR. ERH
ER, BUERAERRINSLE, BEEK/IRESHEAFAL.

13. #EFEEER

£ HREBE

AEFBRIEEBRYRERNTubo  Elite —XMEEAMNXATE, FREREERITH. EHRE, HiH
T EEEMME. RBAER, EFFNEERFERTurbo  Elite —XMEERAHMXAASERNRR, SEHEERH
IMBER. EFBAREATEMTurbo  Elite — /M AT SEEMAEITBAME. S ERER
o HFIRA. BE. ALHPERIBEEMRTurbo  Elite — XS AT SENRIE, URIRBAEBiiP
ITIRIEMSIBREERE, HRAFREBFKIN. FERERAUREHLCHERHIESHBR, SFEFINE
HERHFRENES . EANASEE, SBREFFENNRESFERT, HERT TREHEERER,
{ETH T BRFBITHER, WTFETHAEEYRN. AGRBFELHESTurbo  Elite —RIEERHARAS
&Eo FECVX-300ES FHXRGEHERXHEP, AIERIZRENEFFERER.
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(:) Spectranetics@ Disposable Laser Optical Fiber Catheter

Turbo-Elite™

OTW and RX Catheters

Instructions for Use

THIS PAGE INTENTIONALLY LEFT BLANK
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R Turbo-Elite™
(v) Spectrar'et’cs® Disposable Laser Optical Fiber Catheter Instructions for Use
OTW and RX Catheters
251 BE ST R BASEMNME | HERE (%) BHRKE
(mm) (mm) (mm) (cm)
oTW 410-152 0.356 <0.965 <1.19 >2.94 150
414-151 0.356 <1.40 <1.42 >6.89 150
417-152 0.457 <1.73 <1.75 >11.56 150
420-006 0.457 <2.03 <2.06 >17.28 150
423-001 0.457 <231 <2.31 >27.78 150
425-011 0.457 <2.57 <2.59 >41.67 150
423-135-02 0.89 <231 <231 >20.28 120
RX 410-154 0.356 <0.965 <1.24 >2.94 150
414-159 0.356 <1.50 <1.57 >6.50 150
417-156 0.356 <1.75 <1.83 >9.44 150
420-159 0.356 <2.03 <2.13 =16 150

[xEAR] FEZHEXE

[FxE]

2

[47=7] Spectranetics Corporation $jRZE 2 &
9965 Federal Drive Colorado Springs Colorado 80921 USA

[#REA]

[REAMIE BRG]

TCFIE (RED R ARR A A
EBTHRERRAKTI8SAIE

[FEi%] 8008100038

[&EERSHIE]
[REAMIRERTGR]

[HB3&] 8008100038
[£F=HE] Wir%

[F=@RirERS ] EiE#20163012942

TCFIE (REDRAERAF
LBTHRRRAKETISSAE

[EffS#iEAHEE %S ] E#iEH20163012942
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Turbo-Elite™

(:) Spectranetics@ Disposable Laser Optical Fiber Catheter Instructions for Use
OTW and RX Catheters

HERaEY

HEm FmRs
al REF
B #S
LOT

® FMEIKRER BURECHRKRE

frenig)

REERRE 1AM
[REP|

} ( ( TR EIE EEEMIRHA
ER e FIRL
Rx ONLY EA T @ meEWMNER

c € CE#RE /ﬂ/eu"cmo"F mE EFR60°C/140

m
R

0086
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