Product Name

Intra-Aortic Balloon Catheter

Package Contents

Intra-Aortic Balloon Catheter Assembly x 1
Intra-Aortic Balloon Catheter Accessories x 1
Instruction for Use x 1

Certificate of Conformity x 1

1 Product Composition
The Intra-Aortic Balloon Catheter consist of Intra-Aortic Balloon Catheter Assembly and Accessories. The Intra-Aortic Balloon Catheter Assembly comprises the Intra-Aortic
Balloon Catheter (hereinafter referred to as the IAB Catheter), a Syringe, a One-Way Valve, and a Luer Adapter. The Intra-Aortic Balloon Catheter Accessories consist of a Guidewire,

an Introducer Needle, a Vessel Dilator, a Dilator, an Introducer Sheath, a Male-Luer Cap, a Three-Way Stopcock, a Helium Extension Tube and a Pressure Extension Tube.

2. Model/Specifications
The Intra-Aortic Balloon Catheter are categorized into two types: Standard Series IAB Catheter and Fiber-Optic Series IAB Catheter.

Tabel 1 Product Model and Selection Guide

Balloon Volume Height of Patient
Series Model

(cc) (em)
1AB-01-30 30 <152

Standard IAB-01-40 40 152-162
1AB-01-50 50 2162
1AB-02-30 30 <152

Fiber-Optic * 1AB-02-40 40 152-162
IAB-02-50 50 2162

* Fiber-Optic Series, Pressure Range: from -30 mmHg to 300 mmHg ; Accuracy: = 4 mmHg or * 4% (whichever is greater); Frequency Response Range: from DC to 26 Hz.

NOTE: The patient height information corresponding to the IAB Catheter model in the table above is for guidance only. When selecting the most suitable IAB Catheter model,

clinical diagnosis and patient factors (i.e., the patient's trunk length) must be considered.

3. Intended Use

This product is used in conjunction with Lifetech Cardio IntraNova® Intra-Aortic Balloon Pump for Intra-aortic balloon counterpulsation therapy in adult patients. The design of
Lifetech Cardio Intra-Aortic Balloon Catheters (IABCs) is equivalent to that of DATASCOPE Corp.'s IABCs (a subsidiary of MAQUET). Both adopt standard Luer Connectors for
system interface, which comply with international standards and possess reliable universality and interoperability. Stable system connection with IABPs can be achieved through
this standard interface to ensure the conduct of counterpulsation therapy.

Based on the design equivalence and interface standardization characteristics, Lifetech Cardio Intra-Aortic Balloon Catheters can be directly used with its own IABPs (e.g.,
IntraNova®) and DATASCOPE Corp.'s IABPs (e.g., CARDIOSAVE series) without additional adaptation.

According to the statement in the Instructions for Use (IFU) of DATASCOPE Corp.'s IABCs, its IABCs can be used with Arrow International, Inc.'s (a subsidiary of Teleflex Inc.)
IABPs through an adapter. In view of the equivalent design between Lifetech Cardio IABCs and DATASCOPE Corp.'s, Lifetech Cardio Intra-Aortic Balloon Catheters can also be
connected to Arrow International, Inc.'s IABPs through the adapter provided to conduct counterpulsation therapy.

Note: The above compatibility instructions apply to Lifetech Cardio's Standard series of IABCs.
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4,
1)
2)

3)

5.

Indications
Acute coronary syndrome.
Cardiac and non-cardiac surgery.

Complications of heart failure.

Contraindications

5.1 Absolute Contraindications

1)  Hemodynamically significant or severe aortic valve insufficiency

2)  Aortic aneurysm or aortic wall lesion (including dissection)

5.2 Relative Contraindications

1)
2)

3)

1)

2)

3)

4)

5)

6)

7)

9)

10)

1)

Atherosclerosis or severe peripheral vascular disease ( PVD )
End-stage disease or sepsis

Severe coagulopathy

Summary of Warnings and Precautions
WARNINGS
This product is to be used only by physicians with experience in interventional procedures and nurses with experience in interventional nursing care, who have received
theoretical and technical training in counterpulsation therapy.
If the inner packaging is unopened or undamaged, the contents are sterile. If the inner packaging is damaged, do not use the product.
Continued counterpulsation following balloon leakage may lead to air embolism with subsequent organ damage, or the formation of large thrombi on the balloon membrane
surface that can only be removed by surgical operation.
If balloon membrane leakage is suspected, never use a Syringe or other methods to counterpulsate the IAB Catheter.
Perforation of the balloon membrane may indicate the presence of a vascular condition in the patient that could cause abrasion or perforation of the balloon membrane, and
such a condition will also lead to abrasion or perforation of a new balloon membrane.
The practitioner must be aware of adverse effects associated with percutaneous sheath introduction including bleeding at the insertion site, limb ischemia, infection, vessel
trauma, and thrombosis.
The practitioner must be aware of the potential for an embolism associated with open needles, introducer sheaths, or catheter lumens in the patient's vasculature.
Due to the risk of exposure to HIV (human immunodeficiency virus) or other bloodborne pathogens, nursing care Workers should use general blood and fluid precautions
when monitoring all patients.
Do not cut the Guidewire.
Do not withdraw the Guidewire from the angle of the needle tip to avoid cutting or damaging it.

If difficulty is encountered in puncturing the IAB Catheter without the use of an Introducer Sheath, remove the IAB Catheter first and insert the provided Introducer Sheath

over the guide wire. Then, follow the IFU to complete the IAB Catheter puncture procedure over the Introducer Sheath and guide wire.

12)
13)
14)
15)
16)

17)

18)

19)

Only the provided Introducer Sheath should be used; the use of other commercially available Introducer Sheaths is not recommended.

Do not cut the Introducer Sheath to change its length.

If the hemostatic valve is removed from the Introducer Sheath, bleeding may occur.

Whenever possible, X-ray fluoroscopy angiography must be used during IAB Catheter insertion to ensure that the IAB Catheter is placed in the correct position.

Do not insert a IAB Catheter if there is no Guidewire support in the guidewire lumen.

Do not apply excessive force when inserting the IAB Catheter. Excessive force during IAB Catheter insertion may cause arterial tearing, rupture, or damage to the balloon
membrane,

Any kinking or damage to the guidewire lumen could lead to fatigue rupture of the lumen during counterpulsation.

If no fluoroscopic angiography is used for IAB Catheter puncture, take an X-ray film immediately to confirm the catheter is properly positioned. Excessively high

placement in the aorta may cause left subclavian artery obstruction; excessively low placement may lead to one or more of the following: suboptimal diastolic inflation,
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20)
21)
22)
23)

24)

25)

26)

27)

28)

29)

30)

1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11)

12)

13)
14)
15)

16)

17)
18)
19)
20)

21)

22)

renal/mesenteric artery obstruction, balloon leakage, balloon displacement.

If the balloon membrane does not completely penetrate the Introducer Sheath, it cannot be properly inflated and emptied.

Do not insert any part of the universal sheath cap under the skin.

Do not inject air into the guidewire lumen (Female Luer Hub).

Do not manually inflate the IAB Catheter when the Helium Extension Tube is connected to it.

If blood is drawn from the external conical Luer connector of the external catheter, the IAB Catheter should be removed immediately, as the balloon membrane may have
been damaged during the puncture.

If any obstruction is encountered, abnormal folding of the balloon membrane occurs, or the guidewire lumen bends, the position of the IAB Catheter shall be adjusted
immediately. For double-lumen IAB Catheters, any obstruction can cause abnormal folding of the balloon membrane or bending of the guidewire lumen. Such obstructions
may shorten the lifespan of the balloon membrane, leading to air leakage.

Do not attempt to pull the balloon membrane out through the Introducer Sheath

If any undue resistance is felt during the withdrawal of the IAB Catheter, cease the procedure and consider removing the IAB catheter via arteriotomy. Difficulty in removal
may be due to the formation of a hardened blood clot inside the balloon after leakage.

If limb ischemia occurs after IAB Catheter removal, vascular recanalization surgery should be considered.

When injecting contrast agent through the guidewire lumen, do not apply excessive force. Never use a high-pressure syringe. The high pressure generated by the injector
may damage the guidewire lumen. Never use a Syringe smaller than 20 ml. If resistance is encountered during injection, the operator should recognize that the guidewire
lumen may be blocked and requires permanent closure.

This product is for single use only and is effective solely for a single use. Reuse, reprocessing or resterilization is not permitted. Reuse may pose a risk of potentially severe
injury and/or infection, which can lead to death.

PRECAUTIONS

If possible, X-ray fluoroscopic angiography must be used for Guidewire and Introducer Sheath puncture.

The IAB Catheter can only be used with a 0.025" Guidewire.

Be careful during insertion to avoid kinking the Introducer Sheath and IAB Catheter.

Squeezing or kinking the Introducer Sheath may damage it, making it impossible to complete the insertion of the IAB Catheter.

Do not remove the Balloon Protection Kit until just before insertion.

Avoid kinking the IAB Catheter or using improper force.

Ensure the Balloon Protection Kit is supported to avoid kinking the IAB Catheter or using improper force.

When withdrawing the IAB Catheter, slowly pull it out from the Balloon Protection Kit along the direction of the catheter to avoid damage.

Do not manipulate the balloon membrane or wipe the catheter before insertion.

Always push slowly and continuously in small increments of approximately 2.5 cm to avoid kinking the IAB Catheter.

Never twist the catheter during insertion.

When using X-ray fluoroscopy to determine the position of the IAB Catheter, it is best to set the Intra-aortic balloon pump to a pause state to improve clarity while taking
the X-ray, and then immediately restart counterpulsation.

Do not wrap bandages or gauze around the Introducer Sheath to avoid kinking or damaging the Introducer Sheath.

Once the guidewire lumen is sealed, never attempt to enter the guidewire lumen again.

To achieve the best signal quality, use a pressure tubing no longer than 2.5m on the sensor and the inner conical Luer connector of the Y-connector.

Use standard guidewire lumen flushing equipment to monitor arterial pressure. During the setup and flushing of the arterial pressure monitoring device, careful procedures

should be followed to minimize the risk of thrombus entering the aorta, and subsequently the carotid or coronary arteries.

Withdraw and discard 3ml of blood from the guidewire lumen before connecting the flushing system to the inner conical Luer connector.

Ensure all air bubbles have been removed from the guidewire lumen and flushing instrument; tap the Y-connector to remove all bubbles.

Before rapid flushing, stop the counterpulsation of the IAB Catheter to reduce the risk of thrombi entering the aortic arch from the guidewire lumen.

To achieve the best signal quality, never use the guidewire lumen for blood sampling.

If the pressure waveform of the guidewire lumen is attenuated due to resistance, 3ml of blood should be withdrawn first each time. If resistance is encountered during blood
sampling, consider that the guidewire lumen may be blocked. Cap the inner conical Luer connector with a Luer cap to stop using the guidewire lumen.

Using filtered tubing or other equipment can alter the arterial pressure waveform.
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23) Do not overtighten connections.
24) To avoid thrombus formation, prevent the IAB Catheter from stopping work (i.e., neither counterpulsating nor deflating) for more than 30 minutes.
25) To avoid cutting the IAB Catheter or Introducer Sheath, do not use scissors to remove the outer packaging.

26) Check the entire Introducer Sheath and IAB Catheter during withdrawal to ensure complete removal.

7. Adverse Reactions
[ Balloon Membrane Perforation: Causes of balloon membrane perforation include:
1) Contact with sharp instruments.
2)  Abnormal folding of the balloon membrane during use may lead to fatigue fracture of the balloon.
3)  Contact with calcified plaques may eventually lead to balloon membrane perforation due to surface friction.
If perforation occurs, blood can be seen inside the IAB Catheter.
If balloon membrane perforation is suspected, the following may occur: @ The Intra-Aortic Balloon Pump (IABP) issues a leak alarm, @ Dry blood spots or blood-containing
liquid is visible in the extracorporeal part of the IAB Catheter or Pressure Extension Tube, @ The waveform of the counterpulsation pressure changes suddenly. The following
therapeutic measures must be taken immediately:
1. Stop the pump.
2. Remove the IAB Catheter.
3. If perforation is suspected, keep the patient in the Trendelenburg position (head-down tilt).

4. If the patient's condition permits, the IAB Catheter may be reinserted.

WARNINGS :
1)  If the IAB Catheter leaks and counterpulsation continues, it can lead to air embolism, damaging organs or forming large thrombi on the surface of the balloon membrane
that can only be removed surgically.
2)  Ifballoon membrane leakage is suspected, never use a Syringe or other methods to counterpulsate the IAB Catheter.
3)  Balloon perforation indicates that the patient's vascular condition may lead to subsequent abrasion or perforation of the balloon membrane.
NOTE : The lifespan of the balloon membrane will be affected when it comes into contact with calcified plaques or exhibits abnormal folds. Intravascular IAB Catheter leakage
can allow gas to enter the patient's bloodstream, causing harm. Large perforations are rare, so small leaks are usually asymptomatic. The incidence of perforation varies from hospital
to hospital depending on factors such as the severity of vascular disease in the patients being treated, the location of the IAB Catheter in the aorta , and whether the appropriate
balloon membrane size is used for specific patients.
° Limb Ischemia
Intra-aortic balloon counterpulsation (IACP) may cause ischemia in the punctured limb during or after the procedure. This is due to obstructed blood flow, such as:
1)  Thrombosis
2)  Arterial intima tear or dissection
3)  Presence of the Introducer Sheath or IAB Catheter
If limb ischemia occurs after the IAB Catheter is removed, vascular revascularization surgery should be considered. Monitor the development of ischemic symptoms in the distal
part of the punctured limb.
° Bleeding at the puncture site: Causes of bleeding at the puncture site include:
1)  Arterial damage can occur during the puncture process.
2)  Excessive movement of the catheter at the puncture site.
3)  Anticoagulation therapy.
Applying pressure directly to the puncture site can stop the bleeding, while ensuring adequate peripheral blood flow. If bleeding persists, surgical repair of the puncture site should
be considered.
° Infect
Skin abrasions at the IAB Catheter insertion site may lead to infection. Aseptic technique must be used throughout the entire process of IAB Catheter insertion and dressing changes.

If necessary, patient assessments may be performed regarding IAB Catheter-related infections and treatment.
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° Thrombocytopenia

Mechanical damage to platelets can lead to thrombocytopenia. If necessary, monitor platelet counts or administer platelet transfusions.

° Aortic Rupture

Aortic rupture may occur during IAB Catheter puncture. Symptoms may include back pain and/or abdominal pain, decreased blood cell count, and hemodynamic instability.
[ Thrombosis

Thrombosis may occur during counterpulsation. The symptoms and treatment of thrombosis should be determined according to the organ system that is damaged.

8. Equipment/Materials
[ Intra-Aortic Balloon Pump
This product is used in conjunction with Lifetech Cardio IntraNova® Intra-Aortic Balloon Pump.
Using other devices may result in incorrect aortic pressure readings or damage to the IAB Catheter sensors and electronics. This IAB Catheter should be used when the heart rate is

below 140 bpm. Using the IAB Catheter with a partial counterpulsation pump at a faster heart rate may result in decreased counterpulsation pressure.

[ DSA Digital Subtraction Angiography System (May be required)
[ ECG Monitor (May be required)
[ ] Disposable Pressure Sensor

The following are the sterile materials required for puncturing the IAB Catheter; all accessories must be checked before use:
[ The following components will be provided in the packaging box of the Intra-Aortic Balloon Catheter
1) Intra-Aortic balloon catheter x 1

2) One-Way Valve x 1

3)  Luer Adapter x 1

4)  Syringe (30ml) x 1

5) Introducer Needle X 1

6) Introducer Sheath x 1

7) Dilator x 1

8)  Vessel Dilator x 1

9)  Three-Way Stopcock x 1

10) Male-Luer Cap x 1

11) Helium Extension Tube x 1

12) Pressure Extension Tube X 1

13) J-Guidewire (0.025”) x 1

Tuded

L[] The following p ts are not i in the packaging box of the Intra-Aortic Balloon Catheter:
1)  Local anesthetic with syringe and needle.

2)  Sterile scalpel and blade.

3)  Contrast medium.

4)  Sterile syringe (20ml).

5)  Sterile non-woven gauze.

6)  Screw-type syringe (60ml).

9. Operating Procedures
The treatment methods or operating procedures mentioned in this manual do not represent known treatment methods and procedures, nor can they replace the experience and judgment

of the operator in the treatment process of specific patients.

( 1) Puncture of the IAB Catheter

1)  Perform preoperative preparation according to the conventional methods for percutaneous catheter puncture and corresponding local anesthesia.
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2)  Advance the vascular angiographic needle to the femoral artery at an angle of 45 degrees or less. (Refer to the figure below)

Angiographic Needle

Skin Line

Femoram

3)  Advance the tip of the 0.025" J-Guidewire provided in the accessories through the vascular puncture needle to the thoracic aorta.

WARNINGS
a) Never cut the Guidewire.
b) Never withdraw the Guidewire through the beveled tip of the needle to avoid cutting or damaging it.

PRECAUTION: The IAB Catheter can only be used with a 0.025" J-Guidewire.

4) Ensure the Guidewire is in the correct position, then remove and discard the needle.

5) Clean the bloodstains off the Guidewire with moist non-woven gauze.

6) Make a small incision at the Guidewire exit point to insert the Introducer Sheath and Dilator through the skin.

7) Align the sharp end of the Dilator with the tail end of the Guidewire, then push the Introducer Sheath and Dilator into the arterial lumen to dilate the artery. (Refer to the
figure below)

Skin Line

Guidewire
Dilator

Femoral Artery Hemostasis Valve

8) Ensure the Guidewire is in the correct position, remove and discard the Dilator; apply firm pressure to the wound to stop bleeding.
9) Clean the bloodstains off the Guidewire with moist non-woven gauze.
10) For sheathless insertion: spread the skin tissue at the incision with a Vessel Dilator.

WARNING: If you encounter difficulty while inserting the IAB Catheter using sheathless insertion, remove the IAB Catheter and insert the supplied Introducer Sheath over
the Guidewire. From that point, continue with the remainder of the instructions to insert the IAB Catheter with the use of an Introducer Sheath.
11) It is recommended to use anticoagulation therapy in compliance with standard medical norms.

12) Remove the IAB Catheter tray from the IAB package.

13) Securely fasten the One-Way Valve with the Luer adapter to the outer conical Luer connector of the external catheter tubing of the IAB Catheter. (Refer to the figure below)
Check Valve 30cc Syringe
Extracorpareal Turbing
Extemal Taper Luer Adapter N N

v
uHTHHTHm

i

Detailed Information

14) Connect the One-Way Valve with the Luer adapter to the 30ml Syringe, slowly withdraw at least 30ml, keep the One-Way Valve in place, and remove the Syringe and Luer
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15)

16)

17)

18)

19)

20)

adapter.
NOTE : During the puncture, the IAB Catheter should be kept under vacuum and the One-Way Valve should not be removed.

Carefully remove the IAB Catheter from the tray (do not disconnect the One-Way Valve when removing the IAB Catheter from the tray. (Refer to the figure below)

PRECAUTIONS

Do not remove the Balloon Protection Kit until just before insertion.

Avoid kinking the IAB Catheter or using improper force.

If X-ray fluoroscopic angiography is not used, measure the distance from the sternal angle or the second or third intercostal space to the umbilicus, then the distance
diagonally into the femoral artery puncture area; slide the universal sheath sealing cap to this measurement position.

PRECAUTION: Ensure the Balloon Protection Kit is supported to avoid kinking the IAB Catheter or using improper force.

The guidewire lumen can be manually flushed using 3-5ml of flushing solution.

Slowly withdraw the balloon membrane from the Balloon Protection Kit along the direction of the catheter. (Refer to the figure below)

Balloon Protection Kit —,

. — B

It is not necessary to immerse the IAB Catheter in a sterile saline solution; if the IAB Catheter has been immersed in a sterile saline solution, do not wipe the catheter before
insertion.

PRECAUTION: Do not manipulate the IAB Catheter membrane or wipe the catheter before insertion.

Pass the provided 0.025" J -Guidewire through the guidewire lumen and push the IAB Catheter along the Guidewire until the Guidewire exits through the inner conical Luer

connector; the operator must always ensure complete control of the Guidewire. (Refer to the figure below)

Guidewire Tip IAB Catheter

WARNING: Do not apply excessive force when inserting the IAB Catheter. If too much force is applied during IAB Catheter puncture, it may cause arterial tearing, rupture,
or damage to the balloon membrane.
NOTE: During the IAB Catheter puncture, a small amount of blood may flow out and drip from the folds of the balloon membrane due to blood pressure, or be squeezed

out of the balloon membrane/catheter interface due to arterial pressure.

Hold the proximal end of the Guidewire and advance the IAB Catheter along the Guidewire. Always hold the IAB Catheter no more than 2.5 cm from the insertion site or
Introducer Sheath seat, and advance it continuously in small increments, avoiding twisting the IAB Catheter while ensuring complete control of the Guidewire.

PRECAUTIONS
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b)

21)

Always push the IAB Catheter in small increments of 2.5c¢m to avoid kinking.

Do not twist the catheter during insertion.

WARNINGS

Any kinking or damage to the guidewire lumen can lead to fatigue rupture of the inner lumen during filling

Do not puncture the IAB Catheter if there is no Guidewire support in the guidewire lumen.

Insert the IAB Catheter into the appropriate position in the descending aorta, with the tip of the IAB Catheter approximately 2 cm distal to the left subclavian artery. (Refer

to the figure below)

IAB catheter tip

Left / L

subclavian g TR
artery \/’é—

/ ,\_? ( —

:-\\ 4//

N Maximum
acceptable distance

J’ lliac bifurcation

WARNING: If fluoroscopic angiography was not performed during IAB Catheter insertion, an X-ray must be taken as soon as possible to ensure the IAB catheter is in the
correct position. If the IAB catheter is positioned too high in the aorta, it may cause left subclavian artery obstruction. If the IAB catheter is positioned too low in the aorta,
one or more of the following may occur: suboptimal diastolic inflation, renal/mesenteric artery obstruction, balloon leakage, or balloon displacement.

PRECAUTION: When using a chest X-ray to determine the location of the IAB Catheter, it is best to set the Intra-Aortic Balloon Pump to pause to improve clarity when

taking the X-ray, and then immediately restart the counterpulsation.

( 1.1) Using the Introducer Sheath

WARNING: The IAB membrane cannot be properly inflated and deflated if it has not completely emerged from the Introducer Sheath

NOTES

Ensure that the [AB Catheter membrane has completely emerged from the sheath during or after correct positioning of the catheter. (Refer to the figure below)

b)

22)

23)

Sheath Sealing Plung

Sheath Hemostasis Valve distance should exceed

@z

Balloon Proximal & First Marker

17.2 cm Introducer Sheath Suture Pad

The first single-line marker below the tip of the IAB Catheter indicates that the entire balloon membrane has emerged from the 17.2 cm Introducer Sheath/Hemostasis Valve,
and inflation can begin.

Each single-line marker is spaced at 20 mm intervals.

The exposed portion of the IAB Catheter must be kept sterile until its position is determined.
After determining the position of the IAB Catheter, move the Sheath Seal as close as possible to the puncture site.
NOTE: If blood is found to pass through the Sheath Seal liner during Introducer Sheath insertion, separate the Sheath Seal liner from the hemostatic valve

‘WARNING: Do not insert any part of the Sheath Seal below the skin line.

( 1.2) Instructions for Use of the Sheath Seal with Introducer Sheath
PRECAUTIONS

Do not place sutures or ligatures around the outside of the tube to avoid kinking or damaging the sheath.

Advance the Sheath Seal to the introducer sheath hub. If it is necessary to adjust the position of the IAB Catheter, hold the Sheath Seal with one hand under sterile conditions and

adjust the catheter through the sleeve with the other hand. Never attempt to adjust the position of the IAB Catheter by moving the sheath.

NOTE: If blood is observed passing through the Sheath Seal during insertion with the Introducer Sheath, disconnect the Sheath Seal from the hemostasis valve.
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(2) Activate Intra-Aortic Balloon Pump for Counterpulsation

1) Once the IAB Catheter is positioned, the Guidewire is removed.

2) Once the IAB Catheter is in the correct position, aspirate and discard 3 ml of blood from the guidewire lumen, then immediately manually flush the guidewire lumen using
a syringe filled with 3 to 5 ml of flushing solution. This reduces the chance of blood clots forming in the guidewire lumen.

NOTE: Do not raise the head of the bed higher than 45°

WARNING
a) Do not inject air into the guidewire lumen (inner conical Luer connector).
b) Once the guidewire lumen is sealed, never attempt to enter the guidewire lumen again.
3) After the puncture of the IAB Catheter is completed, remove the One-Way Valve from the outer conical Luer connector of the external catheter. (Refer to the figure below)
' IAB catheter with One-Way Valve
external conical Luer connector
4) Connect the IAB Catheter to the Intra-Aortic Balloon Pump (IABP).

NOTE: Ensure all connections are leak-free; all Helium Extension Tube is sterile and for single use only. Helium Extension Tube must be used when connecting the IAB
Catheter to the Intra-Aortic Balloon Pump (IABP).

5) Initiate counterpulsation according to the Intra-Aortic Balloon Pump (IABP) operating instructions.

6) If the counterpulsation pressure is not within the ideal range, or if the balloon membrane is not fully dilated after several counterpulsations, please follow these steps:
WARNING: Do not perform manual inflation of the IAB with the Helium Extension Tube attached to the IAB Catheter.

a. Remove the Helium Extension Tube from the outer conical Luer connector of the IAB Catheter.

b. Connect the provided Three-Way Stopcock and Syringe to the outer conical Luer connector of the IAB Catheter.
WARNING: Do not inject air into the guidewire lumen (inner conical Luer connector).

c. Aspirate the syringe appropriately to ensure that blood does not flow back into the external tubing.
WARNING: If blood is drawn from the external conical Luer connector of the extracorporeal catheter, remove the IAB Catheter immediately, as the balloon membrane may
have been damaged during the puncture.

d. Inflate the IAB Catheter with air or nitrogen, then immediately aspirate;

e. Remove the Three-Way Stopcock and Syringe, and reconnect the IAB Catheter external conical Luer connector to the Helium Extension Tube, then restart the counterpulsation.

7 Ensure that the balloon membrane is in an unobstructed environment for counterpulsation and emptying, and ensure that the balloon membrane is not restricted by the
following reasons: the balloon membrane is located under atherosclerotic plaques, under the skin, in the subclavian artery, in the arterial arch, in the abdominal artery, or the
selected balloon membrane volume is too large relative to the specific affected artery.
WARNING: If any obstruction is encountered, the balloon membrane exhibits abnormal folds, or the guidewire lumen becomes bent, the position of the IAB Catheter should

be adjusted immediately. Such obstruction may cause balloon leakage, thereby shortening the lifespan of the balloon membrane.

8) If abnormal bleeding or subcutaneous hematoma is found at the puncture site, take appropriate treatment.
9) Assess peripheral pulses. If the peripheral pulses are unsatisfactory or signs of limb ischemia are present, consider whether to continue counterpulsation.
10) Use sutures to secure the Suture Pads and Y-connector to the patient's skin to restrict IAB Catheter movement. Alternatively, adhesive tape can be used to secure the Y-

connector to the body.

11) The dressing was secured to the puncture site using aseptic techniques that comply with medical standards.

( 3) Monitoring pressure through the guidewire cavity
PRECAUTIONS
To achieve optimal signal quality, use pressure piping no more than 2.5m on the inner conical Luer joint of the sensor and Y-connector.

‘When monitoring pressure through the guidewire lumen, a standard arterial pressure monitor connected to a Three-Way Stopcock must be used. Connect the Three-Way Stopcock to
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the inner conical Luer connector of the guidewire lumen. A continuous flushing flow rate of 3 ml / hour through the guidewire lumen is recommended. The anticoagulant dosage for

the arterial pressure tubing should comply with standard medical guidelines and may be adjusted by the physician based on the patient's anticoagulation therapy. According to medical

guidelines, rapid flushing every hour helps maintain guidewire lumen patency.

Precautions during pressure monitoring via the guidewire lumen:

&)

2)
3)
4)
5)

6)

7

8)

Use standard guidewire flushing equipment to monitor arterial pressure. Carefully establish and flush the arterial blood pressure monitoring device to minimize the risk of
thrombi entering the aorta, and subsequently the carotid or coronary arteries.

Before connecting the flushing system to the inner conical Luer connector, aspirate and discard 3 ml of blood from the guidewire lumen.

Ensure all air bubbles have been removed from the guidewire lumen and flushing instrument. Gently tap the Y-connector to expel any remaining air bubbles.

The counterpulsation Intra-Aortic balloon catheter should be stopped before rapid flushing to reduce the risk of thrombus entering the aortic arch from the guidewire lumen.
To achieve optimal signal quality, never use the guidewire lumen for blood sampling.

If the pressure waveform within the guidewire lumen attenuates due to resistance, 3 ml of blood should be drawn each time. If resistance is encountered during blood drawing,
the guidewire lumen may be blocked. To stop using the guidewire lumen, cap the inner conical Luer connector with the Luer cap.

The pressure waveform of an artery can be altered by using tubing with filters or other devices.

The connection should not be too tight.

Recommendations for achieving optimal pressure signal quality

1

2)

3)
4)
5)
6)
7)

8)

9)

10)

A pressure conduit less than 2.5m is required, such as the Pressure Extension Tube between the sensor and the Y-connector provided in the accessory (accessory package).
Once the catheter is in the correct position, aspirate and discard 3 ml of blood from the guidewire lumen, then immediately manually flush the guidewire lumen using a
syringe filled with 3 to 5 ml of flushing solution. This reduces the chance of blood clots forming in the guidewire lumen.

‘When injecting into the guidewire lumen, only appropriate force should be used.

ROSE (demagnetizing resonance) or other vibration damping devices cannot be used.

Remove air from the rinsing bag before pressurizing.

The pressure is set by gravity-fed flushing.

The pressure bag should be maintained at 300 mmHg and positioned above the sensor.

Whenever there is blood backflow into the guidewire lumen of the IAB Catheter (e.g., after blood draw), the pressure tubing containing blood should be cleaned before
continuing to flush for at least 15 seconds.

Ensure that all air bubbles have been removed from the guidewire chamber and flushing equipment.

Use a rinsing solution at room temperature.

(3.1) When using a Fiber Optic Pressure Sensor to monitor pressure

1)

2)

3)

4)

Remove the protective cap from the fiber optic connector of the Fiber Optic Pressure Sensor.
Carefully untangle the fiber optic pressure sensor cable, holding the tangled cable loosely with one hand. With the other hand, grasp the fiber optic pressure sensor connector

and slowly pull the cable out. (Refer to the figure below)

PRECAUTION: Do not twist or brace the fiber optic pressure sensor cable, as this may damage it.
NOTE: Always hold the Fiber Optic Pressure Sensor connector when inserting or removing it from the pump.
On one hand, grasp the fiber optic pressure sensor connector of the IAB Catheter with one hand, noting that the red mark on the connector should be facing upwards.

On the other hand, remove and discard the protective cap from the fiber optic pressure sensor connector, and connect the fiber optic pressure sensor connector to the interface

10/15

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



on the device side. (Refer to the figure below)

NOTES
After connecting the Intra-Aortic Balloon Catheter (Fiber-Optic Series) to the main unit, please refer to the IFU of the compatible main unit to perform the pressure zeroing
operation;

Any alarms on your IntraNova® IABP after treatment has started , please refer to the IABP help screen or operating instructions for guidance.

(3.2) When using a traditional arterial pressure sensor to monitor pressure

1)

Connect the arterial pressure sensor cable to the pressure input port located at the rear of the pump.
NOTE: A conventional arterial pressure signal ( radial artery ) or an external pressure signal is required to establish an arterial pressure waveform. The arterial pressure

signal should originate from a position above the tip of the IAB Catheter.

( 4) Manual inflation and deflation of the IAB Catheter

PRECAUTION: To prevent thrombosis, the IAB Catheter should not be left unused (neither inflated nor deflated) for more than 30 minutes.

If the Intra-aortic balloon pump malfunctions, to ensure the IAB Catheter remains operational, it should be manually inflated and deflated as follows :

1)

2)

3)

4)

5)

WARNING: Do not manually inflate the IAB Catheter when the Helium Extension Tube is connected to the IAB Catheter.
Remove the Helium Extension Tube from the outer conical Luer connector of the IAB Catheter.
Connect the provided Three-Way Stopcock and Syringe to the outer conical Luer connector of the IAB Catheter.
WARNING : Do not inject air into the guide wire cavity (inner tapered Luer connector).
Appropriate aspiration is performed to ensure that blood does not flow back into the external tubing.
WARNING : If blood is aspirated from the external conical Luer fitting of the extracorporeal catheter, remove the IAB Catheter immediately, as the balloon membrane may
have been damaged during the puncture procedure.
Inject 40 ml of air or nitrogen into the IAB Catheter, then immediately aspirate. Repeat every 5 minutes when the IAB Catheter is not in use.
Remove the Three-Way Stopcock and syringe, and reconnect the outer conical Luer connector of the IAB Catheter to the Helium Extension Tube, then restart the

counterpulsation.

(5) Remove the IAB Catheter

1

2)

3)

4)

5)

Anticoagulation therapy should be gradually reduced or stopped before removal.

Stop counterpulsing.

‘When the IAB Catheter is removed from the counterpulsation pump, allowing air to enter the IAB Catheter before it is withdrawn, the patient's blood pressure will compress
the balloon membrane.

Remove all fixation devices and/or sutures and dressings.

PRECAUTIONS : To avoid cutting the IAB Catheter or guide, do not use scissors to remove the outer packaging

Remove the IAB Catheter.

WARNING: a) If using a Introducer Sheath: Loosen the Introducer Sheath sealing sleeve from the connector, pull the IAB Catheter through the Introducer Sheath until
resistance is encountered, then pull the IAB Catheter and Introducer Sheath out as a single unit. Never attempt to pull the IAB Catheter out through the Introducer Sheath. b)
If you feel any undue resistance during the removal of the IAB Catheter, stop and consider using arteriotomy to remove the IAB Catheter. Difficulty in removal may be due

to the formation of a hardened blood clot inside the balloon after leakage.
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6)

7)

During the withdrawal of the IAB Catheter, apply pressure below the puncture site with your fingers. Allow proximal bleeding to gush for a few seconds, then apply pressure
to the puncture site to allow blood to flow back for a few seconds. Apply hemostasis at the puncture site.

Carefully examine the limb distal to the puncture site to ensure adequate blood supply.

WARNING: If limb ischemia occurs after IAB Catheter removal, vascular recanalization surgery should be considered.

PRECAUTION : Inspect the entire Introducer Sheath and IAB Catheter to ensure that all equipment has been removed.

NOTE: If Intra-Aortic balloon catheter counterpulsation is required after removing the IAB Catheter, it can be inserted percutaneously into the contralateral femoral artery.
Never perform the procedure at the same puncture site.

WARNING: This IAB Catheter is for single use only and is effective only during its single use. There is no evidence that this product can be reused, regardless of whether
it has been sterilized; otherwise, problems may occur (e.g., balloon membrane perforation). Failure to follow the instructions during insertion and removal of the IAB Catheter

may cause harm to the patient (e.g., vascular dissection, infection).

( 6) After using the equipment, please dispose of it according to the hospital's standard procedures

PRECAUTIONS

If the counterpulsation pressure does not increase to the ideal range after counterpulsation is initiated, the following problems may be indicated:

1

2)

3)

4)

5)

The balloon membrane has not yet fully protruded from the Introducer Sheath. Pull the Introducer Sheath back until the balloon membrane is fully protruding from the
Introducer Sheath.

The balloon membrane has not fully opened.

The counterpulsation pressure control on the IABP may be set too low. Adjust the counterpulsation pressure control on the IABP.

The IAB Catheter is inserted into the arterial arch, subclavian artery, or other incorrect artery. The Intra-Aortic balloon catheter is observed under fluoroscopic angiography.
If the placement is incorrect, the Introducer Sheath sealing sleeve or sutures are removed, and the IAB Catheter is then reinserted.

IAB Catheter placed in a false lumen: Follow the instructions below to check the intraluminal position of the IAB Catheter tip using fluoroscopic angiography.

a : Draw 3ml of blood from the guidewire lumen of the IAB Catheter (inner conical Luer connector).

b : Maintain IAB Catheter counterpulsation and inject 10-20 ml of contrast medium through the guide wire lumen of the IAB Catheter.

WARNING: Do not apply excessive force when injecting contrast agent through the guidewire lumen. Never use a high-pressure injector. The high pressure generated by
the injector may damage the guidewire lumen. Never use a syringe smaller than 20 ml to inject through the guidewire lumen. If resistance is encountered, the guidewire
lumen may be blocked and requires permanent closure.

a : If the IAB Catheter tip is positioned correctly in the artery, the contrast agent shadow will be washed away within two or three heartbeats.

b : If the IAB Catheter tip is incorrectly positioned within the lumen, the contrast agent's shadow will remain around the IAB Catheter. If the IAB Catheter is found to be

in a false lumen, it should be removed from the patient. A new IAB Catheter may be considered for insertion into the contralateral femoral artery.

Besides the situations mentioned above, physiological conditions can also lead to a decrease in the effectiveness of counterpulsation. These include:

10.

The patient's mean arterial blood pressure is too low.
The patient's systemic vascular resistance is too low.

The patient's heart rate is too fast, which affects the filling and emptying of the ventricles.

Main Safety Characteristics of the Product

Classification by electric shock protection type: Not applicable

Classification by degree of protection against electric shock: Not applicable

Classification by degree of safety when used in the presence of flammable anesthetic gases mixed with air or flammable anesthetic gases mixed with oxygen or nitrous oxide:
Not applicable

Classification by mode of operation: Not applicable

Rated voltage and frequency of the equipment: Not applicable.
Input power of the equipment: Not applicable.
Does the equipment have an applied part protected against defibrillation discharge effects: Not applicable.

Does the equipment have a signal output or input part: Not applicable.
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Permanently installed equipment or non-permanently installed equipment: Not applicable.

Sterilization: This product has been sterilized with ethylene oxide before leaving the factory and is for single use only.

(According to GB 9706.1-2020, the applied part of the Intra-Aortic balloon catheter is the IAB Catheter)

11.  Storage, Transportation and Working Conditions
Transportation Conditions: Temperature -35°C to 50°C, Humidity <90%RH, Atmospheric Pressure 62kPa to 106kPa.
Handle with care during transportation and loading/unloading, stack securely, prevent heavy pressure, direct sunlight, and rain, and stack and take protective measures strictly
according to the graphic symbols on the product packaging.
Working Environment: Temperature 5°C to 40°C, Humidity 5%RH to 95%RH, Atmospheric Pressure 62kPa to 106kPa.
Store at Room Temperature and Dry (Humidity <80%RH).
12.  Electromagnetic Compatibility
The Intra-Aortic Balloon Catheter shall comply with the requirements of Chapter 202 in YY 9706.102-2021 and YY 9706.234-2021.
Basic performance of the Intra-Aortic Balloon Catheter: When used with the Intra-Aortic Balloon Pump host, the Intra-Aortic Balloon Catheter should not rupture or leak.
Users of this product should use it in the electromagnetic environment specified in this chapter; otherwise, it may lead to abnormal operation of the product.
WARNINGS :
Using accessories or cables other than those specified by the manufacturer may result in an increase in the emission or a decrease in the immunity of the counterpulsation system
consisting of the Intra-Aortic Balloon Catheter and the Intra-Aortic Balloon Pump.
Intra-Aortic Balloon Catheters should not be used near or stacked with other devices. If they must be used near or stacked, their proper functioning under the configuration in use

should be observed and verified.

Guidance and manufacturer's declaration - electromagnetic emissions

Intra-Aortic Balloon Catheter are suitable for use in the electromagnetic environment specified below. Purchasers or users should ensure that this
product is used in such an electromagnetic environment.

launch test Compliance Electromagnetic Environment - Guide
.. The Intra-Aortic Balloon Catheter uses RF energy only for its internal
RF emission . . o .
Group 1 function. Therefore, its RF emissions are low and are unlikely to cause
GB 4824 X . :
interference to nearby electronic equipment.
RF emission
GB 4824 Category A

The Intra-Aortic Balloon Catheters are suitable for use in all
establishments other than domestic and those not directly connected to
the public low-voltage power supply network that supplies buildings
used for domestic purposes.

Harmonic emissions

GB 176251 Not applicable

Voltage fluctuations
[flash launch
GB 17625.2

Not applicable

Guidance and manufacturer's declaration - Electromagnetic immunity

The Intra-Aortic Balloon Catheters are suitable for use in the electromagnetic environment specified below. Purchasers or users should ensure that
this product is used in such an electromagnetic environment.

Electromagnetic Environment -

IEC 60601 test levels Guide

Immunity test Comply with level

The floor should preferably be wood,
concrete or tile. If the floor is

Electrostatic discharge
GBIT 17626.2

+6kV contact discharge
+8KkV air discharge

+6kV contact discharge
+8kV air discharge

covered with synthetic material, the
relative humidity should be at least
30%.

Electrical Fast Transients

+2KkV for power lines

+ 2KV line to ground

Pulse Group Not applicable Not applicable
GB/T 17626.4 +1KkV for input/output lines
surge +1KkV line to line i )
GBIT 17626.5 Not applicable Not applicable
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<5%UT  lasting 0.5 cycles
(>95% dipon U 1)

Voltage dips, short interruptions 40% U +for 5 cycles
and voltage variations on the 60% dipon U 1) : .
power input line 70% U rfor 25 cycles Not applicable Not applicable
GB/T 17626.11 30% diponU 1)

<5% Ut , last for 5s
>95% dip on U 1)

The power frequency magnetic field
should be at levels characteristic of a
typical location in a typical
commercial or hospital environment.

Power frequency magnetic field
(50Hz/60Hz) 3A/m 3A/m
GB/T 17626.8

Note: UT refers to the AC mains voltage before application of the test voltage.

Recommended isolation distance between portable and mobile radio frequency communication devices and the Lifetech Cardio

Intra-Aortic balloon catheter

Not applicable

13.  Production Date
The production date of this product is shown on the label.
14.  Shelf Life
3 years.
15.  After-Sales Service
Shenzhen Lifetech Cardio Medical Electronics Co., Ltd. guarantees that its products are free from material or manufacturing defects. For other product-related questions,
please contact the company directly.
16.  Solemn Declaration
Shenzhen Lifetech Cardio Medical Electronics Co., Ltd. shall not bear any responsibility or obligation for any product damage, surgical failure, or other accidents and damages
caused directly or indirectly by repeated use of the product, improper selection of product specifications, operational errors, or any other human-caused accidents.

If any adverse events occur after using the product, please inform the manufacturer promptly. Contact information can be found in section 17.Manufacturer Information.

17. Manufacturer Information

Registrant/Manufacturer: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd.

Registrant Location: 1401, Building D1, Nanshan i Park, No.1001, Xueyuan Avenue, Taoyuan Street, Nanshan District, Shenzhen, Guangdong, China
Registrant/Manufacturer Contact Information: +86 755 23251894, WWW.LTCARDIO.COM

After-sales Service Provider: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd.

After-Sales Service Hotline: 400-803-5503

Production Location: 701, Building C4 , No.459 , Qiaokai Road , Fenghuang Community , Fenghuang Street , Guangming District, Shenzhen, Guangdong, China

18.  Label Symbol Explanation

Keep away from

/,
o
\

Manufacturer sunlight

N
K

Date of
Keep dry

manufacture

Serial number

Use-by date

P f‘,‘,
Batch code ® Do not reuse

5 E

F
=
'
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m
T

Catalogue number

Non-pyrogenic

Do not resterilize

Consult instructions

for use

Do not use if package

is damaged

Sterilized using

ethylene oxide

80%

B @ &

Humidity limit (0-80%RH)

30°C

10°C

Temperature limit (10°C-
30°C)
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Ha3eanue npoaykra

BuyTpraopTansHblii 0aJNIOHHBIN KaTeTep

Kommiiekranust

Komriekt BHyTpHaopraibHOro OauIoHHOTO KaTeTepa — | ImIT.
[TpuHamIe)XHOCTH K BHYTPHAOPTAILHOMY OaNIOHHOMY KaTeTepy — 1 IIT.
WucTpykuus no npuMeHeHuto x |

Ceprtudukar cooTBETCTBHS X 1

1. Cocras uznenust

BHyTpuaopranbHblii OaJJIOHHBINA KaTeTep COCTOMT M3 KOMIUICKTa BHYTPHAOPTAJILHOIO OAIIOHHOTO KaTerepa |
MpUHAAISKHOCTEH. KOMIUIEKT BHYTpHAOPTAIHLHOrO OAJUIOHHOTO KaTeTepa BKJIKOYACT B CeOs BHYTPHAOPTAIBHBIN
OaJUTOHHBINA KaTeTep (Aajee MMEHyeMbli «karetep [AB»), mmpur, ogHOCTOpOHHHUI KiamaH u amamnrep Jlrospa.
[IpuHAIISOKHOCTH K BHYTPHAOPTAIbHOMY OAJUIOHHOMY KaTe€Tepy BKIIIOYAIOT B Cce0sl MPOBOIHUK, BBOIHYIO WITY,
JMJIaTaTop COCYIOB, JWJIAaTaTop, BBOAHYIO O0OOJNOYKY, 3amiIyliKy C pa3beMoM Luer, TpEexXxXOHoBOH KpaH,

YIUIMHUTENBHYIO TPYOKY AJIS Telus U YIUIMHUTENIBHYIO TPYOKY Ul HaBICHHS.

2. Monean/Texnuueckne XapakTepUCTHKH
BHyTpHraopraibHble OalJOHHBIE KaTeTepbl MOAPA3NeloTCs Ha JiBa TWna: katerepsl IAB cranmapTHOW cepum u
katerepsl IAB cepuu ¢ OIITOBOTIOKOHHOM CHCTEMOH.

Ta6nuua 1. Mozenu npoxyKuuu U pyKOBOACTBO 110 BEIOOPY

O0beM OasmoHa PocT maumenra
Cepus Mopgens

(cm?) (cm)
IAB-01- 30 <152

Cranmapt IAB-01- 40 152-162
IAB-01- 50 >162
IAB-02- 30 <152

Ormrroomnokonssii * | 1AB-02- 40 152-162
IAB-02- 50 >162

* Cepusi C ONTOBOJIOKOHHBIM JaTINKOM, AWAIa30H AaBieHus: oT -30 MM pT. ¢T. 10 300 MM PT. CT.; TOYHOCTE: + 4 MM
pT. ct. wm = 4 % (B 3aBHCHMOCTH OT TOTO, Kakoe 3HaueHHe OONblIe); JHAla30H YacTOTHOH XapaKTepPUCTHKH: OT

MOCTOSIHHOIO TOKa 10 26 I'1I.

NPUMEYAHMUE: JlanHple 0 pOoCTe MAlMEHTa, COOTBETCTBYIONINE Monenn karerepa IAB B mpuBeneHHOH BEIIIe
Ta0nuIle, TPUBEICHBI HCKITIOIUTEIRHO B KauecTBe opreHTHpa. [1pu BerOope Hanbonee moaxomsmiel Moel KaTerepa
IAB HE00X0nMMO YIUTHIBATH KIMHUYECKHUN UATHO3 M WHAWBUAYaJIbHBIE OCOOCHHOCTH TAIlMeHTa (HApUMep, JITHHY

TYIIOBUIIA).
3. Haznauenue

JlaHHBII TIPOTYKT MCHONB3YyeTCs B COYETAaHWM C BHYTPHAOPTAIbHBIM OammoHHbIM HacocoMm Lifetech Cardio

IntraNova® 111 IpOBeNeHNs BHYTPUAOPTANBHON Ga/ITOHHON KOHTPITYJIBCAIMOHHOMN TEPAINMY Y B3POCIIBIX TAIMEHTOB.
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Koncrpykmms BHyTprnaopransHbix 6amtonHbix katerepoB Lifetech Cardio (IABC) skBuBanenTHa koncTpykin IABC
xomrannu DATASCOPE Corp. (mouepnsist kommanus MAQUET). B oboux crmydasix MCIONB3YIOTCS CTaHIapTHBIE
KOHHeKTOpel Luer mis wHTepdeiica CHCTEMBI, COOTBETCTBYIONIME MEXKIYHAPOAHBIM CTaHIapTaM W o0Jiajaromye
Ha/IS)KHOH YHUBEPCAJIBHOCTBIO U COBMECTHMOCTHIO. CTaOMJIBHOE COEIMHEHHWE CHCTEMBI C BHYTPHAOPTAJIbHBIMU
OaJIJIOHHBIMU HacocaMH 00ECIIeUHBAETCs 3a CYET ITOr0 CTaHAapTHOro MHTepdeiica, 4TO rapaHTUPYeT IPOBENCHUE
KOHTPITYJIbCAIlIOHHON TEPAITHH.

Braromapsi SKBMBaJEHTHOCTH KOHCTPYKIMH W CTaHAApTH3alMu WHTepdelica, BHYTpHAOpPTaJbHbIE OaJIOHHBIE
karerepbl Lifetech Cardio Moryr HampsiMylo HCHONB30BaThbCsi KaK C COOCTBEHHBIMH BHYTPHAOPTaJIbHBIMHU
OayuloHHBIMH Hacocamu (Hanpumep, IntraNova®), Tak W C BHYTPHAOPTAIBGHBIMH OQJJIOHHBIMH HacocaMu

DATASCOPE Corp. (Hanpumep, cepun CARDIOSAVE) 6e3 1onomHUTeNnbHOM aaanTalim.

CornacHo wuHcTpykuuu no npumenennto (IFU) Bayrpuaopranbhbix OamtonHbix katerepoB (IABC) xommanum
DATASCOPE Corp., X MOXHO HCHIOJIb30BaTh ¢ BHYTPHAOPTAILHBIMH OajutoHHbIMH KareTepamu (IABP) kommannn
Arrow International, Inc. (mouepnsis xommnanusi Teleflex Inc.) uwepe3 amanrtep. BBugy cxomcTBa KOHCTPYKLIMH
BHYTpHaopTaibHbIX O0amoHHbIx karerepoB Lifetech Cardio u DATASCOPE Corp., BHyTpHaopTaibHble OauIOHHbIE
karerepsl Lifetech Cardio takxke moryr ObiTh moaxitoueHbl kK IABP xommanum Arrow International, Inc. uepes
NpUJIaraeMblii afanrep Ui IPOBEIEHUS] KOHTPITYTLCAIMOHHOM Teparnuu.

[Mpumeuanue: IlpuBeneHHbIE BBIIIE MHCTPYKIMM 1O COBMECTUMOCTH OTHOCATCS K CTaHJApTHOM CepHH
BHYTpHAOpTaJbHBIX OaJuTOHHBIX KarerepoB Lifetech Cardio
4. TloxazaHus

1) Ocrpblii KOPOHAPHBINA CHHAPOM.

2 ) Kapauonorudeckas ¥ HeKapIHOIOTHIECKast XHUPYPTHs.

3) OcioxHeHus cepledHON HeJOCTATOYHOCTH.

5. IIporuBonoka3anus
5.1 AGconoTHBIE POTUBONOKA3ZAHUS
1) TeMonMHAMHUYECKH 3HAYUMASI HITH TSDKEIAsi A0pTalbHAas HENOCTATOYHOCTh

2 ) AmneBpH3Ma aOpThl WK OPAKEHUE CTEHKH a0PThI (BKIKOYask PACCIOEHHE)

5.2 OTHOCHTE/IbHBIE IPOTHBONOKA3AHMS
1) Arepockiepos wiu Tsokenas nepupepuueckas cocymuctas oonesns (IICB)
2 ) 3aboneBaHWe B TEPMHMHAILHON CTAIUU MIIM CETICUC

3) Twkénas koarynonaTus

6. Kparkoe u3noxenue npeaynpe;xaeHuii 1 Mep NpeIocTOP0KHOCTH
® [IPEAYHPEXJIEHUSA
1) [laHHBIH IPOMYKT NpEHA3HAYEH JUIS HCIOIb30BAHMS HCKITFOYUTEILHO BPAYaMU, UMEIOIIIUMHE OIIBIT [IPOBEICHHUS
WHTEPBEHIIMOHHBIX IIPOLEAYP, ¥ MEAUIMHCKIMHU CECTPaMHM, NMEIOIIMMH OIBIT OKa3aHUs MHTECPBEHIIMOHHOW
MEIUIMHCKON TTOMOIIH, MPOIIEAIINMI TEOPETUIECKYI0 U TEXHUUECKYIO TIOATOTOBKY IO KOHTPITYJIECAlMOHHOM
Teparnum.
2 ) Ecnu BHYTpPEHHsISI YIIAKOBKA HE BCKPHITA U HE TOBPEXKIEHA, CONEPKUMOE SBISETCSA CTEPHIBHBIM. Ecmu

BHYTPCHHSS YIIAKOBKA MOBPCIKACHA, HE I/ICHOJ'II)?)YfITC U3aCIncC.

3) HpOI[OJ'DKCHI/IC KOHTPITYJIbCAlIUNU TOCJIC YTCUKU U3 0a/UIOHA MOMKET OPUBECTU K BOBHYIHHOﬁ sMO0MuHu ¢
NOCJICAYIOIHUM TMOBPEKIACHUEM OPraHOB WJIN K O6pa30BaHI/IIO KPYITHBIX TpOM6OB Ha MOBEPXHOCTHU MeM6paHBI
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0aJuoHa, KOTOpPbIEe MOYKHO YIAIUTH TOIBKO XUPYPTHUECKUM ITYTEM.

4 ) TIpu momo3peHnH Ha yTeYKy MeMOpPaHbI OAJIOHA HU B KOEM CITY4ae HE UCIIONB3YHTE IIMPUIL WITH APYTUe METOIBI
JUId KOHTpIynbcanuu katerepa [AB.

5) Ilpokon MeMOpaHbl GayIoHa MOXKET CBHJETENLCTBOBATH O HAIMYMU Y MAIMEHTA COCYIUCTOrO 3a00TEBaHMs,
KOTOpOE MOXXET NPUBECTH K WCTUPAHMIO WM IIPOKOITY MeMOpaHbl OaloHa, W Takoe 3a0olieBaHHE TaKKe
TIPUBEIET K UCTUPAHUIO MM TIPOKOSTY HOBOH MeMOpaHbI OauioHa.

6 ) Bpau momkeH ObITH OCBEIOMIIEH O MOOOIHBIX d(QPEKTAX, CBI3AHHBIX C YPECKOKHBIM BBEIEHUEM HHTPOIIOCEPA,
BKJTIOYasi KPOBOTEUEHHE B MECTE BBEJICHUSI, MILIEMUIO KOHEUHOCTH, MH(EKIIHIO, TPaBMY cOCyaa U TpoM003.

7 ) MeauuuHckuii pabOTHUK JOMKEH OBITH OCBEIOMIIEH O BO3MOXKHOCTH Pa3BUTHS 3MOONWHM, CBS3aHHOM ¢
HaJIMYMEM OTKPBITHIX UIJI, HHTPOIBIOCEPOB HJIM IIPOCBETOB KATETEPOB B COCYIUCTOM pPYCIIe MalMeHTa.

8) B cBasu ¢ puckoM 3zapaxenus BUU (Bupycom MMMyHOme(DMIMTA YeIOBEKA) WIM IPYTMMH I1aTOr€HAMHU,
nepeaouMMHUCs Yepe3 KPOBb, METUIIMHCKUHN ITepCOHA IOMKEH COOMIONATh 00IIMe MephI IIPEI0CTOPOKHOCTH
npu paboTe C KPOBBIO M OMOIOTHYECKUMH KUAKOCTIMU MPH HAOIIONCHUH 32 BCEMU MAllUEHTaMH.

9 ) He paspesaiite NpOBOIHUK.

10) He wu3BnekaiiTe NMPOBOAHWK IO YIVIOM K KOHYHMKY WIJIbL, 4TOOBI HM30€XaTh €ro mnepepe3aHus WiIH
MIOBPEXKICHHUS.
11) Ecnu BO3HHMKAIOT 3aTpyAHEHHs MPH Ipokone katerepa IAB 0e3 Mcronbp30BaHUS HHTPOABIOCEpPA, CHAYaIa

ynaiute katerep IAB u BcTaBbTe NmpHiaraeMblii HHTPOJBIOCEP HA TPOBOTHUK. 3aTeM ClIeAyHTe MHCTPYKIMHU 10
npumenenuto (IFU), 4ro0Obl 3aBepiuuth mpouenypy npokona karerepa IAB ¢ ucnons3oBaHreM HHTpOIbIOCEpa U
IIPOBOJHUKA.

12) Crenyer HUCIIONB30BaTh TOIBKO IIOCTABIAEMYK) B KOMIUIEKTE HHTPOIBIOCEP; HCIONb30BAHUE APYTHX
UMEIOIINXCSI B MPOAAKEe HHTPOABIOCEPOB HE PEKOMEHIYETCSI.

13) He paszpesaiite MUHTpOABLIOCEPHI AJIs1 U3MEHEHUS UX JJIMHBL.
14) Ecnu remocTatndeckuii KiamnaH ygajieH U3 HHTPOIbIOCepa, BOSMOXKHO KPOBOTEUCHHUE.
15) I[lo BO3MOXXHOCTM BO  BpeMs  BBEICHHA karerepa |AB  HeoOXomuMo  HCMOIB30BaTh

PEHTTeHO(IIOOPOCKONUYECKYI0 aHruorpaduioo, 4todbl YOemuThest B ToM, 4Tto Karerep IAB ycranoBnen B
MPaBHIBHOM HOJIOKEHHH.

16) He BBogute xaretrep IAB, ecnu B mpocBeTe MPOBOJHUKA OTCYTCTBYET OIOpPa B BHJIEC TIPOBOTHIKA.

17) He mpuxinagpiBaiite upesmepHoe ycwiue Ipu BBedeHuu kKarerepa [AB. UpesmepHoe ycmiue BO Bpems
BBeleHMs KareTepa [AB Mo)keT IpUBECTH K pa3pbIBy apTepHH, Pa3phiBy WIH MOBPEKACHUIO MEMOPaHbI OAJIOHA.

18) JIro6oe nepernbaHme WK MOBPEXICHHE IPOCBETA IPOBOIHUKA MOXKET IIPUBECTH K YCTaJIOCTHOMY Pa3phIBY
MPOCBETA BO BPEeM:sI KOHTPITY/IbCAIIUH.

19) Ecmu npu mpokone karerepa IAB e ucnons3yercs garoopockonudeckas aHruorpadusi, HeMeIICHHO
clesaiiTe peHTTeHOBCKHUI CHUMOK, YTOOBI IOATBEPIUTH NIPAaBIIBHOE PACIIONIOKEeHHE KaTeTepa. Upe3amepHo
BBICOKO€ PACIIONOKEHHE B a0PTE MOXKET BBI3BATH OOCTPYKIIMIO JICBOW IMOAKITIOUNYHOH apTepHH; Ype3MEpHO
HHU3KOE pacloNiOKeHUE MOXKET PUBECTH K OJTHOMY WJIM HECKONBKUM U3 CIICIYIOIIHUX SBIICHUIM:
HEONTHMAaJIbHOMY JHACTOINYECKOMY HalyBaHHIO, OOCTPYKIIUH OYETHOH/ME3EHTEPHAIBHON apTepHH, YTEUKe
u3 OalioHa, CMEIICHHIO OaJlJIoHa.

20) Ecnmn memOpana OayioHa HE NPOHMKAET IOMHOCTHIO B HMHTPOABIOCEDP, €ro HEBO3MOXKHO IPABHIBHO
HAIOJIHUTD U OTIOPOXKHHUTH.

21) He BBOIUTE HUKaKHe YaCTH KPBILIKKA YHUBEPCAIEHOH 00OIOUKH O] KOXKY.

22) He BBoguTE BO3IyX B MPOCBET MPOBOAHKKA (BTYIKA THIA «Luery).

23) He nanysaiite xarerep IAB Bpy4Hyt0, eciii K HEMY MMOAKIIIOUCHA YUIMHUTENbHAS TPYOKa C TeIHeM.

24) Ecnn n3 BHemHEro KOHWYecKoro coeawHuTens Jliospa BHENIHEro kKarerepa MPOMCXOIUT OTTOK KPOBH,
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karerep [AB crenyer HeMemIeHHO ynaiuTh, TaKk Kak MeMOpaHa OayutoHa Moria OBITh MOBPEXK/IEHA BO BPEMS
TIPOKOIIa.

25) B cnydae BO3HHKHOBEHHSI KaKHX-THOO MPENSTCTBUN, HEHOPMAJILHOTO CKIIaJIbIBAHUSI MEeMOpaHbI OajyioHa
WM W3TU0A TIPOCBETA MTPOBOIHUKA MTONOKEHHE KareTepa [AB ciienyer HeMeIJICHHO CKOPPEKTUPOBaTh. B cirydae
JIBYXIIPOCBETHBIX KaTeTepoB [AB oboe mpensTtcTBHE MOXXET NMPUBECTH K HEHOPMAIBHOMY CKJIA/IBIBAHHIO
MeMOpaHbl 0aJuToHa MM M3THOY IPOCBETa NPOBOJHMKA. Takue MPensTCTBUS MOT'YT COKPATHTh CPOK CITYXKOBI
MeMOpaHbI 0aJlIIOHa, YTO IPUBEAET K YTEUKE BO3TyXa.

26) He mpITaiitech BRITAIUTS MEMOpaHy OaJIJIOHA Yepe3 HHTPOIBIOCED.

27) Ecmn Bo Bpemst u3BieueHusi karerepa IAB omiymiaercss dpe3MepHOE CONPOTHUBIEHHE, NPEKpaTHUTe
NpOoLEAYPY M PaCCMOTPUTE BO3MOXKHOCTh yhaneHus karerepa IAB mocpeactBom aprepuoroMuu. TpyaHOCTH
NP YIAJIEHUH MOTYT OBITh BBI3BaHBI 00pPa30BaHHEM 3aTBEPJIEBILETO TpOMOA BHYTpH OaJJIOHA MOCIIE YTEUKH.

28) Ecnu nocne ynanenus karerepa [AB Bo3HHKaeT HIlIeMUst KOHEUHOCTH, CIEAYET PACCMOTPETh BO3MOXKHOCTh
NPOBE/ICHHSI OTIepalny [0 PEKaHaTU3aLIH COCY/A.

29) [Ipu BBeEHMM KOHTPACTHOTrO BELIECTBA Yepe3 MPOCBET MPOBOJHMKA HE MPHUIIaraiiTe Ype3MepHOro yCHIIHS.
Hu B KoeM citydae He HCTIONb3YHTe IIPHI] BEICOKOTO JIaBlieHUs1. BbICOKOe 1aBieHne, co3aBaeMoe HHKEKTOPOM,
MOXET TTOBPEIUTh IPOCBET NMPOBOAHMKA. HU B KoeM cilydae He MCHONb3ylTe MIpul] 00beMoM MeHee 20 ML
Ecnu Bo BpeMs BBEACHUS BOSHUKACT COIIPOTUBIICHUE, OTIEPATOP AOJDKEH YUUTBIBATDH, YTO IPOCBET IMMPOBOJAHUKA,
BO3MOXXHO, 3a0JIOKMPOBaH M TPeOyeT OKOHYATEIBHOIO 3aKPBITHS.

30) JlaHHBIA MPOMYKT MpEIHA3HAYEH HMCKIIOUUTEIBHO IJIs OXHOKPATHOTO HCIONb30BaHHS U 3G (GEKTUBEH
TOJILKO TMPU OJHOKPATHOM NpuMeHeHuu. [10BTOpHOE HMCIONb30BaHUe, MOBTOPHAs 00paboTKa WIIM MOBTOPHAs
CTepWIM3AIMs HE JOIycKaroTcsa. IIOBTOpHOE HCIONB30BaAHHE MOXKET IPEICTABIATh PHCK IOTEHIMAIHHO
CEepbE3HBIX TPaBM H/WIH UH(EKIMHU, KOTOPBIE MOTYT IMPUBECTH K JIETAIbHOMY HUCXOJY.

® MEPBI IPEJOCTOPOXHOCTHU

1) IMo BO3MOXKHOCTH [Jiss IPOKOJA IPOBOAHMKA W  MHTPOABIOCEPOB  HEOOXONMMO  HCIIONB30BAThH
PEHTTeHO(IFOOPOCKOIUYECKYIO aHTHOTPaHIO.

2 ) Karerep IAB MOXHO HCITIOJIB30BaTh TOJBKO ¢ mpoBogHukoM 0,025 mroiima.

3) DByabre 0CTOPOXKHBI BO BpEMS BBEIEHHsI, YTOOBI HE IIepernbaTh MHTPoabIocep U Karerep IAB.

4 ) CnasivBaHWe WM NEPETMO UHTPOABIOCEPA MOKET PUBECTH K €0 MOBPEKIEHUIO, UTO CAETAET HEBO3MOXKHBIM
3aBepIeHne BBeneHus karetepa [AB.

5) He cHuMaiiTe KOMIUIEKT 3aIUThI GaUIOHA O CAMOTO MOMEHTA BBEIECHMU.

6 ) Crapaiirecs He neperudarh karerep IAB 1 He IPUK/IaAbIBATE YPE3MEPHOE YCHIIME.

7) VYOenurech, 4TO KOMIUIEKT 3alIUThI OajioHa 3a)MKCUPOBaH, YTOOBI M30exKarh mepernba karerepa IAB wim
MIPUMEHEHHS YPE3MEPHOTO YCHITHS.

8 ) TIlpu usBnedenuu Karerepa IAB MeaieHHO BBITATMBANTE €r0 M3 KOMIUIEKTA 3AIMThl OajlyIoHa BIOJIb KaTeTepa,
9T0OBI H30€KaTh MMOBPEKICHNS.

9) He manumyaupyiiTe MeMOpaHOi 0ajlIoHa ¥ He MPOTUPAKTE KAaTETEP MEPE BBEAEHHUEM.

10) Bcerna nponBuraiite KaTeTep MEICHHO U IDIABHO, HEOONBIIMMHA OTPE3KaMHU IPUMEPHO 10 2,5 CM, YTOOBI
m30exatpb nepernda katerepa [AB.

11) Hu B KoeM cirydae He CKpydnBaiTe KaTeTep BO BpeMsI BBEICHUS.

12) [Ipn nconb30BaHWM PEHTTEHOBCKOHM (DITIOOPOCKONHHM JUTS OMPEENICHNUS MTONOXKEHUSI BHYTPHAOPTaIbHOTO
KaTeTepa peKOMEHAYeTCs IiepeBecTH BHyTpraopTaibHbIi OaUIOHHBIM HACOC B PEXKHM Tay3bl U1l oOecTied eHns

YCTKOCTH H306pa)KGHI/I$I BO BpEMs peHTreﬂorpati)I/m, a 3aT€M HEMCIAJICHHO BO300HOBUTH KOHTPITYJIIbCAIUIO.

13) He obmarsiBaiiTe BBOIHYIO 000/I0YKY OMHTaMH WIIM Mapiiel, YTo0bI n30eXaTh nmepernda Win MoBpeXK ACHHS
BBOJHOW 00OJTOUKH.
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14) INocne repMeTH3aniy MPOCBETa MPOBOMHUKA HU B KOEM Clydae HE IMBITAWTECh MOBTOPHO BBECTH €r0 B
HPOCBET.

15) Jiist obecrieueHnst HAMITYUIIETO Ka9eCcTBa CUI'HAJIa UCTIONb3YiTEe HATIOPHBII IIAHT [UIMHOHN He Oornee 2,5 M
Ha J]aTYMKe U BHYTPEHHEM KOHMYECKOM coenuHuTene JIroapa Y-00pa3HOro coequHUTEN.

16) Jjisi MOHUTOpHHTA apTepHaIbHOIO JABICHHS HMCIONB3YHTE CTaHIApTHOE 00OpYJOBaHHE IJISI IPOMBIBKH
MIPOCBETA MPOBOAHUKA. Bo BpeMs HACTPOIKH U MPOMBIBKH YCTPOHCTBa MOHUTOPHHTA apTePHAIIbHOTO JABICHUS
clieqyeT coOMIoNaTh OCTOPOKHOCTh, YTOOBI CBECTH K MHHUMYMY PHCK IOMNaJaHusi TpoMOa B aopTy, a 3aTeM B
COHHBIE WJI KOPOHAPHBIE apTepUu.

17) [epen monkiroueHNEM CHUCTEMBI TIPOMBIBKH K BHYTPEHHEMY KOHHYECKOMY cOoenuHHTEN0 Luer ynanure u
YTUIIU3UPYHTE 3 MIJI KPOBH U3 MPOCBETA IPOBOIHUKA.

18) Yo6enuTeck, 4To U3 IPOCBETA ITPOBOJHUKA U MHCTPYMEHTA ISl IPOMBIBKH YIAJICHBI BCE ITY3bIPbKU BO3/1yXa;
HOCTY4YHUTE IO Y -00pa3sHOMY COEANHUTEIIO, YTOOBI YIATUTh BCE My3bIPHKH.

19) [lepen OBICTPOII NPOMBIBKOM OCTAHOBHTE KOHTpHYyJbcaluio karerepa IAB, 4YToOBI CHU3UTH pHCK
THIOMaJjaHusl TPOMOOB B JIyI'y a0pThI U3 TIPOCBETA POBOJHUKA.

20) Junst obecriedeHns] HAMJTYYIIero KadyecTBa CHTHajla HUKOTAA HE HCIONB3YWTE MPOCBET MPOBOJHUKA JUIS
3a00pa KpOBH.

21) Ecnu ¢opma BoiHBI aBlieHHs] B NMPOCBETE MPOBOAHUKA OCIA0JeHa W3-32 CONMPOTHBIICHHS, KAXKIbIH pa3
CHayaja ciefyeT oroupars 3 miu kpoBu. Eciu Bo Bpems 3a00pa KpOBH BO3HHKAET COIPOTHBIIEHUE, CIEAYET
YUYHUTBIBATh, YTO MPOCBET MPOBOJAHUKA MOXKET OBITh 3a0JIOKMPOBaH. 3aKpOiTe BHYTPEHHHI KOHUYECKHUil pa3beM
JIrospa kpeinkoii JIroapa, 4ToObI MPEKpaTUTh UCIIONB30BAHKE MPOCBETA MPOBOIHHUKA.

22) Hcnonb3oBanne (UIBTPYIONMX TPYOOK WIM APYroro o0OPYIOBaHHS MOXET W3MEHUTh (OpMY BOJHBI
apTepHaIbHOrO AaBJICHHS.

23) He 3arsiruBaiite coequHEHHs] Ype3MEPHO.

24) Bo u3bexanue oOpazoBaHus TPOMOOB HE JOIYCKalTe OCTaHOBKHU paboThl karerepa IAB (T. e. orcyrcTBHS

KOHTPITYJIbCAIIMU WJIM CITyCKaHHs) Ha Cpok Ooree 30 MUHYT.

25) Bo m36exxanue noBpexaeHus karerepa IAB mim mHTpompiocepa HE UCIONB3yHTe HOXHULBI IS CHITHS
BHEIUHEHN yIaKOBKHU.

26) [IpoBepbre Bcio 000104Ky MHTpombiocepa U karerep IAB Bo Bpems m3BieueHHs, YTOOBI yOEOUTHCS B
MIOJTHOM yIaJIeHHH.

7. IloGouHble peaknuu
®  Jlepdopauus MmemOpansl 6ayutoHa: [IpranHbl nepdoparmy MeMOpaHsl OaIoHa BKITIOYAIOT:
1) KOHTaKT ¢ OCTPHIMH HHCTPYMEHTAMH.
2 ) HemnpaBuibHOe CKJIa/bIBAHIHE MEMOPAHbI GAIIIOHA BO BPEMsI HCIIONB30BAHHSI MOYKET PUBECTH K YCTAIOCTHOMY
pa3pyleHnio O6aIoHa.
3) KOHTAKT ¢ KalbIU(DHUIMPOBAHHBIME OJIAIIKAMU MOXET B KOHEUHOM HTOT€ IPUBECTH K MEPPOpaIl MeMOpaHbI
0aJJIoHa M3-3a TPEHUS O TIOBEPXHOCTb.
B ciyuae mepdopanmu BHyTpH Karetepa IAB MoxeT OBITh BUIHA KPOBB.
Ipu momo3peHun Ha nepdopariio MeMOpaHsl OGalIOHa MOTYT HaGIIOaThes cieayrome seieHms: (1)
BuyTpuaopransHblii 6amionnsiii Hacoc (IABP) monaer curuan Tpesoru o6 yreuke; (2) B skcTpakoprnopanbHOii 4acT
karerepa [AB nim yimMHUTENBHON TPYOKH aBICHHS BUIHBI CyXHe ISITHA KPOBH HIIH KHIIKOCTb, COZISpIKaILasi KPOBb;
(3) ®opma curHana JaBIEHHS KOHTPIYIbCAIMM BHE3AHO M3MeHseTcs. HeoOXOmMMO HeMEIEHHO HpPHHATH
creytonmye iedeOHbIe MEepHI:
1. OcranosuTe Hacoc.

2. U3Bnexure xaterep IAB.
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3. Tlpu momo3pennu Ha niepdopalrio yaepKuBaiiTe narreHTa B MoMoKeHU: Tpenaenenoypra (¢ HAaKJIOHOM TOJIOBBI
BHU3).

4. Ecnu cocTosiHUE MallMeHTa Mo3BoisieT, kaTterep IAB MOXXHO BBECTH TOBTOPHO.

NPEAYTNPEXIEHUSI:

1) Ecnu katerep [IAB nporekaert, a KOHTPIYIbCAIHs POIOIKAETCS, ITO MOKET IPUBECTH K BO3LYIITHOM SMOONHH,
TIOBPEX/ICHUIO OPTaHOB WIIM 00pa30BAHUIO KPYITHBIX TPOMOOB Ha MOBEPXHOCTH MEMOpaHbI 0ajIoOHa, KOTOphIE
MOYXHO YIAJIUTh TOJIBKO XUPYPTHIECKUM ITYTEM.

2 ) Tlpu momo3peHny Ha yTeuKy MeMOpaHbI OAJIOHA HY B KOEM CIIy4ae He UCTIONB3YHTE IIMPHIT KITH IPYTUE METOIBI
JUTSI KOHTpITyNbcaluu karerepa [AB.

3) Ilepdopaims Gasiona yKasbIBAET HA TO, YTO COCTOSHUE COCYIOB TAIMEHTA MOXKET MPUBECTH K TIOCIEAYIONIEMY
UCTHPaHUIO WK iepdopanu MeMOpaHbl OauioHa.

MNPUMEYAHMUME: Ha cpok ciyxObl MeMOpaHbl 0ayiIoHa MOXKET MOBJIUATH €0 KOHTAKT C KaJbIU(PHIINPOBAHHBIMU
ONAIIKaMU WM HAJIMYME aHOMAJbHBIX CKJIAIOK. YTeuka BHYTPHCOCYIUCTOro Karerepa IAB Moxer mpuBecTH K
NIOMAaJIaHUI0 T'a3a B KPOBOTOK MAllMeHTa, YTO MOXKET HaHecTH Bpel. KpymHble mepdopaliii BCTpeyaroTcsi pemkKo,
NOATOMY HeOONbIINE YTEYKH OOBIMHO MPOTEKaT OeccumnToMHO. YacTora nepdopaliuii BAppUPYeTcsl OT OONbHUIIBI
K OOJNBHHIIE B 3aBHCUMOCTHU OT TaKuX (haKTOPOB, KaK TSIKECTh COCYIUCTOrO 3a00JIeBaHHs y JISYAUXCS MAIUEHTOB,
pacmionoxenue karerepa IAB B aopTe u rcnonb30BaHre MEMOPaHbI OAJIJIOHA TTOJXOSIIIETO pa3Mepa sk KOHKPETHBIX
NalUEeHTOB.

®  [lmemus KOHEYHOCTEN

BuyrpuaopransHas GaiutonHast koHTprynbcanusi (IACP) Moxer BbI3BaTh MIIEMHUIO B IPOKONIOTOH KOHEUHOCTH BO
BpEMs1 HIIH [OCJIE TIPOLIEAYPBI. DTO CBSI3aHO C HAPYyILIEHUEM KPOBOTOKA, HAIIPHUMED:

1) Tpom6Go3

2 ) PasphbIB WM pacciOeHUe BHYTPEHHEH 000I0UKH apTeEpHu

3) Hanuuue BBomHON 060M0UKK WK Karerepa IAB
Ecnu unremusi KOHEYHOCTH BO3HHKAeT IMOCHE yhameHus karerepa IAB, ciemyer paccMorperh BO3MOXKHOCTb

MPOBEECHUS Ollepalliy [0 PEBACKYIIPU3ALMU COCYyn0B. HE00X0MMMO KOHTPOIMPOBATh Pa3BUTHE CUMIITOMOB HIIEMUH
B IUCTAJIbHOM YaCTH NPOKOJIOTON KOHEUHOCTH.

®  KpoporeueHue B MecTe Mpokoia: [IpuarHbl KpOBOTEUEHHUS B MECTE TIPOKOIIA BKITFOYAIOT:

1) Bo Bpems Ipokoia MOXKET IPOU30MTH TIOBPEKIEHUE apPTEPHUH.

2 ) UpesMepHoe IepeMeleHne KaTeTepa B MECTe MPOKOJIa.

3) AHTHKOATYJISHTHAS TEPAITHS.
[Ipumenenne naBiaeHUs HEMOCPEACTBEHHO HA MECTO IPOKOJIa MOXKET OCTAHOBUTH KPOBOTEUCHHUE, 00ECTIeUnBasi IpU

9TOM aJeKBaTHBIN mepudepudeckuii KpoBOTOK. Ecnm KpoBoTeueHHEe HE NpeKpaimaercs, ClIeAyeT pPacCMOTPETh
BO3MO)KHOCTb XHPYPTUUECKON PEKOHCTPYKIIMM MECTa MPOKOJIA.

® Undexuus

CcamuHbl KOKH B MecTe BBeleHHns kKaterepa IAB moryr mpuBectn x mH(pexkmmu. Ha mpoTsxeHnn Bcero mporecca
BBeZleHUS KareTepa [AB 1 CMEHBI MOBS30K HEOOXOAMMO COONIONATh aCENTHYECKYIO TEXHHKY. [Ipr HeoOXOmUMOCTH
MOXKHO TIPOBECTH OOCIICIOBaHME TAIFieHTa Ha MpeaMeT WHQEKINHA, CBA3aHHBIX ¢ KaterepoMm [AB, m Ha3zHauuThH
COOTBETCTBYIOIIIEE JICICHUE.

® TpomGouuToneHust

MexaHn4ecKoe MOBPEXICHHE TPOMOOIIMTOB MOXET IPUBECTH K TpoMOomuToneHnd. [Ipu HeoOXOMUMOCTH CIeIyeT
KOHTPOJIUPOBATH KOIIMYECTBO TPOMOOIIMTOB HIJIH TIPOBOAUTH TIEPEITUBAHNE TPOMOOITUTOB.

®  Pa3peIB a0pTHI
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Bo Bpems mynkumu 11 BBeZieHUs karerepa IAB MokeT mpoun3oiiTy pa3psiB a0pThl. CHMITOMBI MOT'YT BKJTIOYATh OOJIb
B CIIMHE W/WIU JKMBOTC, CHU’KCHUEC KOJINMYECTBA KJICTOK KPOBU U TEMOANHAMUYCCKYHO HECTAOWILHOCTD.

® Tpombo3

Bo Bpems KOHTpIynbcaliu MOXET pa3BUTHCS TPoM003. CHMIITOMBI M JieueHHue TpoMOo03a CIeyeT ONpenessTh B

3aBUCHUMOCTH OT TOI'O, KaKast CUCTEMaA OPIraHOB IMMOBPCIKACHA.

8. OGopynoBaHHe/MaTepHAJIBI
® BHyTpHaopTaibHbBII OaJUTOHHBIN HACOC

JaHHBII TIPOIYKT KCIHONB3YyeTCS B COYETAaHWH C BHYTPHAOPTaJbHBIM OajutoHHbIM HacocoMm Lifetech Cardio

IntraNova®.

Hcnonb3oBanue Apyrux yCTpOHCTB MOXKET MMPUBECTH K HEBEPHBIM MOKa3aHUSIM JIABICHHS B 20PTE WU MOBPEXKICHUIO

JATYMKOB U 2JEKTPOHHBIX KOMIOHEHTOB KateTepa IAB. [lannbiii katetep IAB cnenyeT ncnone3oBate Ipu yacTtoTe

ceplieuHbIX cokpamnienuid Hiwke 140 ymapoB B MuHyTy. Mcmonmb3oBanue karerepa IAB ¢ HacocoM YacTuyHOMH

KOHTPIYJIbCallK NpU OoJiee BHICOKOW YacTOTE CEPIEYHBIX COKPALIEHHH MOXET NMPHUBECTH K CHHIXKEHUIO JIaBIICHUS

KOHTPITYJIbCALIHH.

®  Cucrema udpoBoit cyorpakunonHoi anruorpaduu (DSA) (Mmoxer morpeboBaThes)

®  Monutop OKI' (Moxer nmorpedoBaThCs)

®  OnHOpPa30BBIN AATYHK JABICHUS

Hmxe nepeuncieHbl CTepuiibHbIE MaTepualibl, HeoOXoquMbIe IS Mpokoia karerepa [AB; mepen ucrnonb3oBaHueM

HEOOXOIMMO IPOBEPHUTH BCE PUHAIICHKHOCTH:

®  (Crieaymomye KOMIIOHEHTbI OyIyT NPEIOCTaBICHbl B YMAKOBOYHOH KOPOOKE BHYTPHAOPTaIBHOIO OaJNIOHHOTO
Karerepa

1) BuyrpuaopTaibHbii OaIOHHBIN KateTep X 1

2 ) OpsocTopoHHHMH KianaH X 1

3) Ananrep JTrospa x 1

4 ) Inpun (30 mu) x 1

5) Bsomnas ura x 1

6 ) Hurponproceps x 1

7) Hunararop x 1

8 ) [Munararop cocyma x 1

9) TpexxonoBoi kpaH X 1

10 ) Kpsiuka ¢ passemoM Luer-male x 1

11 ) VanuuutenbHas TpyOKa ajis reus X 1

12 ) VanuHuTenbHas TpyOKa 1jIs JaBieHus X 1

13 ) J-nposonuux (0,025 mroiima) x 1

® (Cueaywoume KOMIOHEHTHI He BXOAfIT B YNAKOBOYHYK) KOPOOKY BHYTPHAOPTAJIBHOr0 O0AJJIOHHOIO
KareTepa:

1) MecTHBI aHECTETHK CO IUIPULIEM M MIJIOMN.

2 ) CrepwibHbIH CKaJIbIENb U JIE3BHUE.

3) KoHTpacTHOE BELIECTBO.

4') CrepunbHbiii mmpui (20 mi).

5) CrepusbHast HETKaHast MapIIsL.

6 ) Ilnpui ¢ BUHTOBOM KpbIKOH (60 mir).
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9. Tlopsinok mpoBeneHUsI MPOUETyPHI
MeTonsl JIeYeHHsS WIM ONEPAlMOHHBIE IPOLEAYPHI, YHNOMAHYTHIE B JAHHOM pYKOBOIACTBE, HE SBISIOTCS
WCYEPTBIBAIOIIMMI M HE MOTYT 3aMEHHTh OIBIT M Ipo(ecCHOHANbHOE CYXKIEHHE oOIeparopa NpH JICYEHUH

KOHKPCTHBIX MAIMECHTOB.

(1) Tanuepnas myHkuus katerepa IAB

1) IlpoBemure NpPENONEPALMOHHYIO TMOATOTOBKY B COOTBETCTBHU C OOLICNPHHATHIMH METOIAMHU YPECKOKHOM
MIyHKIUHU KaTeTepoM U COOTBETCTBYIOIIEH MECTHOM aHECTEe3UEeH.

2 ) Bseaute cOCYAMCTYIO aHTHOrPapHUECKyIO UINy B OEIPEHHYI0 apTEPHIO 101 YITIoM He Goree 45 rpaxycos. (CM.
PHUCYHOK HIKe)

AHrvnorpagpuyeckan uraa

JIMHKWA KOXKM

BeapeHHas apm

3) Bsenure konuuk J-nmposoguuka 0,025 mroiiMa, BXOISIIETO B KOMILIEKT, 4epe3 COCYNMCTYIO UINTY JIs TyHKIIMHA 1O
TPYAHOU aOpTBHI.

HNPEAYTIPEKIEHUA

a) Hu B xoem ciyuae He paspesaiiTe MpOBOIHUK.

b) Hu B xoem crmydae He W3BJICKAWTEe MPOBOMHHMK Yepe3 CKONMICHHBIA KOHYMK HWIIBI, YTOOBI H30eXaTh €ro
Hepepe3aHus WK NOBPEKICHUS.
MEPBI IPEJOCTOPOXKHOCTMU: Katerep IAB MOXXHO HCITOIB30BaTh TOIBKO € J-IIPOBOAHUKOM JHAMETPOM
0,025 mroiima.

4)  Yb6enmurech, 4TO MPOBOIHHK HAXOAUTCS B MPABIILHOM MOJIOKEHUH, 3aTEM CHUMHTE U YTUIM3UPYHTE UIITY.

5)  OuucTuTe MPOBOTHUK OT HATEH KPOBHU C MOMOIIBIO BIAXKHOH HETKAHON MapJIH.

6) Cnenaiite HeOONBIIOH pa3pe3 B MeCTe BBIXOAAa NMPOBOJHHKA, YTOOBI BBECTH 4Yepe3 KOKY HHTPOIBIOCED U
JUIIaTaTop.

7) CoBMecTHTe OCTPBI KOHEIl [MIaTatopa C 3aJHHM KOHIIOM HPOBOAHHKA, 3aT€M BBEOUTE HHTPOABIOCED U

JIAIIATaTOpP B MPOCBET apTepuu Iyl ee pacmuperus. (CM. pUCYHOK HIDKE)

JIMHWA KOXK

MpoBoaHuK
Awnatatop

beapenHan aptepus FeMOCTaTUYECKMIA KnanaH

8) VY6emurech, YTO MPOBOJHUK HAXOOWUTCS B MPABHIIBHOM IIONOXKCHHH, W3BICKUTE M YTHIM3HPYHUTE IHIATATOP;
TIPWIOXKHTE CHIIBHOE JaBJICHUE K PaHe, YTOOBI OCTAHOBUTH KPOBOTEUCHHE.

9)  OuwncTHTe MPOBOTHUK OT IIATEH KPOBH BIIAKHOM HETKAHOM Mapei.

10) [us BBemeHust 6e3 UCMONB30BAHNUSI BBOAHOM O0OMOUKH: Pa3ABHHBTE KOXKHBIC TKAHH B MECTE Pa3pe3a C IOMOIIBI0
JUIIATaToOpa COCYAOB.

OPEAYHOPEX/JIEHUE: Ecin npu BBemeHnn karetepa I[AB 0e3 umcmonmb30BaHHS BBONHOW OOONOYKH
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BO3HHMKHYT 3aTpy[IHEHMs, HU3BIEKHTe Karerep IAB ¥ HajeHbTe IMOCTaBIIEMYI0 BBOAHYIO OOOIOYKY Ha
npoBoaHUK. [locie 3Toro cneayiiTe OcTalbHBIM HHCTPYKLUSM IO BBEJICHHIO KaTeTepa IAB ¢ ncnons3oBanueM
HHTPOJbIOCEDA.

11) PekoMeHyeTcs MPOBOMUTH AHTHKOATYISTHTHYIO TEPAIHIO B COOTBETCTBHUH CO CTAHAAPTHBIMHM MEIUIIMHCKUMHU
HOpPMAaMH.

12) Wsernekure j0TOK ¢ KatetepoM IAB u3 ynakoBku [AB.

13) HapmexxHo 3akpenuTe OXHOCTOPOHHWH KiamaH ¢ amantepoM Jlrospa Ha BHEIIHEM KOHHYECKOM COCTHHHTENE
JIrospa TpyOKku BHewHero Karerepa IAB. (CM. pucyHOK HIXeE)

O6paTtHbIK KnanaH 30 MHITEIHTPORHE mnpHIT

3KcTpakopnopanbHas Tpybka

AnanTep ¢ HapyKHBIM KoHycoM JIysp 2 N

\\H\Tmfum

!

MoapobHas nHPopmauua

14) TloacoemuHUTE OAHOCTOPOHHMI KiamaH ¢ agantepoM Jlrospa K 30-MHUTHIMTPOBOMY IITPHUILY, MEITICHHO
HaOepute He MeHee 30 MII, ynep>KuBas OMHOCTOPOHHHMIT KJIallaH Ha MECTe, a 3aTeM CHUMHUTE ILIPHI] U aJanTep
JIroapa.

INPUMEYAHMUE: Bo Bpems npokona karerep [AB momkeH HaXOAWTHCS TMOA BaKyyMoOM, a OJHOCTOPOHHMI
KJIalaH He CleqyeT CHUMATb.
15) OcropoxHo u3piekure karerep IAB u3 norka (He OTCOETUHSANTE OMHOCTOPOHHHI KIAMAH MPH HM3BJICUCHUH

karerepa [AB u3 norka. (CM. pHCYHOK HHXeE)

MEPBI NPEJOCTOPOXHOCTHU

a) He usBiekaiiTe KOMIUIEKT 3aIUThI OAJUIOHA 0 CAMOrO MOMEHTA BBEICHHSI.

b)  Crapaiirecs He mepern6arp karerep IAB 1 He IPUKITAABIBATE YpE3MEPHOE YCHIIHE.

c) Ecnu He ucmomp3yercst peHTTeHO(IIOOPOCKOMIYECKasT aHrHOrpadusi, M3MEPbTe PACCTOSHHUE OT yIIa TPYIHUHBI
WITH BTOPOTO—TPETHEro MeXpeOepHOTro MPOMEXYTKA JI0 ITyIKa, a 3aTeM PACCTOSHHE TI0 THaroHaIH 10 001acTh
npoKona OepeHHON apTepHy; CABUHBTE YIUIOTHUTEIBHYIO KPBIIIKY YHHBEPCAIbHON 0000YKH B ATY MO3UIIHIO.
MEPA ITPEJOCTOPOXHOCTHU: Yo6enutech, YTO KOMIDIEKT 3alIWTH 0alUIOHAa 3a(UKCHPOBAH, YTOOBI
m30exarth nepernda katerepa [AB i npruMeHeHHsT Ype3MEepHOTO YCHITHSL.

16) IIpocBer MPOBOAHHMKA MOXKHO [IPOMBITH BPYYHYIO, HCIIONB3YsI 3—5 MII pacTBOpA [JIsI IIPOMBIBKH.

17) MemieHno u3BnekuTe MeMOpaHy OajyloHa W3 KOMIUIEKTA 3alluThl 0auioHa B HampaBiueHuu karerepa. (Cw.

PHCYHOK HIKE)
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Habop ana bannoHHow sawnTel —,

— \

S\ [ <\

18) Her HeoOxomumocTH morpyxath karerep IAB B cTepuibHbIA (U3MOTOrHUSCKU pacTBOp; eciik Karerep [AB
OBUT TIOTPYKEH B CTEPHIBHBIN (PU3NOIOTHUECKUi pacTBOp, HE BBITHPANUTE KaTeTep Nepe]] BBEACHHEM.
MEPBI IPEJOCTOPOXKHOCTMU: He manumynupyiite MmemOpaHoii kareTepa IAB u He mporupaiite kareTep

Mepea BBCACHUEM.

19) Tlposenute mpunaraemseiii J-mposoxuuk 0,025 mroiiMa yepe3 MpPOCBET KaTeTepa U mpojaBuraiite karerep [AB
BJIOJIb ITPOBOAHMKA JI0 T€X ITOp, TOKA IPOBOAHUK HE BHIIJIET uepe3 BHYTPEHHUM KoHNUecKuil coenunuTen Jlroapa;

orneparop J0JKEH Bcera 00ecIieunBaTh MOdHbIA KOHTPOIb Hajl MPOBOITHUKOM. (CM. PUCYHOK HUXKE)

MpoBoaHwWK Haxoneunuk karetepa IAB

HOPEAYHOPEXJIEHHUE: He mpuknazapiBaiite upesmepHoe ycuiue Ipu BBeneHHH karerepa IAB. Ecmu Bo
BpeMs IIpOKona KateTepoM IAB OyneT npuiiokeHO CIMIIKOM OONBIIOe YCHIINE, 3TO MOKET IIPUBECTH K Pa3phIBy
apTepuu, pa3pbiBy WK MOBPEXKICHUIO MEMOPaHbI OaJIoHa.

INPUMEYAHMUE: Bo Bpems mpokona katerepoM [AB HeGonmpIoe KOIWYECTBO KPOBH MOXET BBITEKaTh U
KaIaTh 13 CKIaJ0K MeMOpaHbl OajuIoHa IO JEHCTBIEM apTepUalbHOTO JaBIeHHS WK BBIIABIMBATHCA U3 MECTa

coenMHeHuss MeMOpaHbl OAJIOHA M KaTeTepa MO ISHCTBUEM apTepUalibHOTO IaBICHHSI.

20) VaepxuBaiiTe TPOKCHMAJBHBIMN KOHEI[ TPOBOJHWKA W MpojaBuraiite karerep IAB Bmons Hero. Bcerma
ynepxuBaiite katerep IAB Ha paccrosHum He Gonee 2,5 cM OT MecTa BBEICHHS WIH OT MECTa 3aKperuIeHUs
BBOIHOM 00OJIOUKHU U MPOABUTalTE €ro IIaBHO HEOONBIINMHU OTPE3KaMH, CTapasich HE IEPEKPYINBaTh KaTeTep
IAB u obecrnieurBast MONHBIM KOHTPOIIb HAJTl IPOBOIHIKOM.

MEPBI IPEJOCTOPOXKHOCTH
a) Bcerma nponsuraiire katerep [AB HeGonbIINMHU OTpe3KaMH 10 2,5 CM, 4TOOBI H30eXKaTh TIepernoa.
b)  He ckpyumBaiite karerep BO BpeMsl BBEICHHUSL.

HNPEAYTIPEXKIEHUA

a) JlroGoe mepernbanue WM TOBPEKACHHE NPOCBETa MPOBOIHMKA MOYKET MPHBECTH K YCTAIOCTHOMY Pa3phIBY
BHYTPEHHETO MPOCBETa BO BPEMs HAMIOITHEHUS

b)  He mpoxansiBaiite karerep IAB, ecii B MpocBeTe OTCYTCTBYET OIOpa B BHJIE IPOBOTHUKA.

21) Bseeawute Katerep IAB B HyKHOE TIONOKEHHE B HUCXOMAIIECH aopTe, PAaCIIONOKHB €ro KOHYMK MPUMEPHO Ha

PACCTOSHUH 2 CM JHICTATbHEE JICBOH MONKIIOIMIHON apTepui. (CM. pHCYHOK HIDKE)
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 Haronesmk atetepa IAB

[~ BdypKaumA NOAS3A0WHOR aprepA

JNesas noakmoumuKan .

apTepun _/ N o

— T MaKcumansHo
\ AGNYETAMOR PACCTORHME

NPEAYHOPEXIEHUE: Eciu Bo Bpems BBenmeHus kareTtepa IAB He mpoBommimachk (QIIFOOpOCKONHYECKas
aHruorpadus, HEOOXOIMMO KaK MOXHO CKOpee clellaTh PEHTTeHOBCKUH CHHUMOK, 4YTOOBI yOemuTbcs B
npaBUIbHOM NonokeHUH katerepa IAB. Ecnu katerep IAB pacrnonoxeH CIUIIKOM BBICOKO B a0PTE, 3TO MOXKET
NPUBECTH K OOCTPYKIMHU JIEBOM MOAKIIOYMYHON aprepun. Ecnu xarerep IAB pacronokeH CIMIIKOM HU3KO B
aopTe, MOXKET NPOM3OMTH OJHO MJIM HECKONBKO U3 CIEAYIOIIMX SBJICHUH: HEONTUMAJIbHOE JUACTOIHNYECKOe
HaIlOHEHNE, OOCTPYKIMS OUSYHOI/ME3eHTepUaIbHOM apTepuH, yTeuka 13 OaJuToHa MM CMelleHne OasioHa.
MEPBI NPEJOCTOPOXHOCTMU: Ilpu wuCnonb30BaHUM pPEHTTCHOrpaUU TPYTHOW KICTKU  JUIs
OIpeJieNieHNs] TIONIOKEHNUsT BHYTPHUAOPTAJIBHOIO KaTeTepa pEKOMEHAyeTcs IepeBecTH BHyTpuaopTaabHbII
0aJUTOHHBINM HACOC B PEXUM Iay3bl U 00eCedeHUs! JTyqIIeld YeTKOCTH U300paXKeH sl IPH peHTreHorpaduu, a

3aT€M HEMCIJICHHO BO300HOBUTH KOHTPIYJIbCALINIO.

(1.1) Ucnonb3oBaHUe HHTPOABIOCEPA

NMPEAYHNPEX/IEHUE: MemoOpana IAB He Moxer ObITh JODKHBIM 00pa30M HaroHEHa W CIyTa, €ClH OHa He
BBIIIIIA MTOTHOCTBIO U3 HHTPOIBIOCEpA

INPUMEYAHUA

Yo6enutech, uto MmemOpana karerepa [AB momHOCTBIO BbINUIA M3 BBOJAHOTO YeXJia BO BPEMsI HIIH TOCIIE TPaBHIBHOTO

MO3ULIMOHUPOBaHUA KaTeTepa. (CM. pUCYHOK HIXKE)

TNyHep ANA repMeTU3aLmnn 060104KK1

PaccToaHue Ao knanaHa remoctasa 060/104KN
OOJIXKHO npeBbIilwaTh

@z

]

MpoKcMMansHbIA cerMeHT bannoHa Mepebiit ykazaTens
——4—1]
Moaywwka AnA HaNOXEHNA WBOB

17.2cm Unrpomsiocep

a) IlepBas ogHONMHEHHAs OTMETKA HIDKe KOHUYMKa KaTeTepa IAB ykassiBaeT Ha TO, 4TO BCS MeMOpaHa GajioHa
BBIIIIA U3 BBOXHOW 00OIOYKH/TEMOCTATHIECKOTr0 KIIaraHa JUIMHOH 17,2 ¢M, 1 MOXKHO NIPUCTYIIATh K Ha TyBaHHIO.

b)  PaccrosHue Mex Iy OTMETKaMH cOCTaBsier 20 MM.

22) Ortkpeitas yacts Karerepa [AB momkHa OCTaBaThCsl CTEPHIIBHOM O TEX MOp, [OKa HE OYIET OmpeneieHo ero
TIOJIOXKEHHE.

23) Tlocne ompenesneHus MonoxeHus karerepa IAB mepemMecTuTe yIUIOTHUTENb ODONOYKH KAK MOKHO ONMIKE K
MECTy MPOKOJIA.
INPUMEYAHMUE: Ecmu BO Bpems BBENCHHS HHTPOObIOCEpAa OOHAPYKEHO, YTO KPOBH IPOHHKAET dYepe3

BKJIAJIBITI YIUIOTHUATEINS O0OIOYKH, OT/IEIUTE BKIIABIII YIDIOTHUTEIS 000I0YKH OT TEMOCTATHYECKOTo KIIallaHa
NPEAYHNPEXIEHUWE: He BBoIUTE HUKAKUE YaCTH YIUIOTHUTENS O KOXKY.

(1.2) MHCTpYKIMH 110 TPUMEHEHHUIO YIUIOTHUTEIs 000J104KH ¢ HHTPOIbIOCEPOM
MEPBI IPEJOCTOPOXXKHOCTH

He HaknmajipiBaiiTe MIBBI WM JIUTATypbl BOKPYT TPYOKH CHApyXH, 4TOObI M30€KaTh Mepernda Wi MOBPEKICHUS
000JIOUKH.
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[ponsunsre «Sheath Seal» no BTy BBogHOM 000m04KH. ECciy HEOOXOAMMO OTPEryIHpOBaTh IMOJIOKEHNE KaTeTepa
[AB, ynepxusaiite «Sheath Seal» onHO pyko# B YCITOBHSX CTEPUIIbHON aCeNITHKH () U APYroil pyKOH OTperyIupynTe
TIOJNOXKEeHHe KaTterepa depe3 MypTy. Hu B KoeM citydae He IBITaliTeCh OTPErylInpoBaTh MoliokeHHe katerepa IAB
ITyTeM NepeMeEIeHus] 000I0UKH.

IMPUMEYAHMUE: Eciu Bo BpeMsI BBEICHHS C UCIIOIH30BaHUEM HHTPOIBIOCEpa HAOIONACTCS MPOCAYUBAHNE KPOBH

Yepe3 YyIIIOTHUTECIIb O6OJ'IO‘IKI/I, OTCOCAUHUTE YIUIOTHUTCIIb 000JTOYKH OT TEMOCTATHYECKOr0 KTaraHa.

(2) Bri1rounTe BHyTPHAOPTAJBLHBIN 0AJITTOHHBIA Hacoc A1 KOHTPIY/IbCalliu

1) Tlocne ycranoBku katetepa [AB mpoBoAHHK ymansercs.

2)  Kak Tonbko karetep [AB 3aiiMeT npaBUIBHOE TOIOKEHHE, ACIUPUPYHTE U yIATUTe 3 MJI KPOBU M3 MPOCBETA
NPOBOIHUKA, 3aTeM HEMENJCHHO BPYYHYI0 @POMOMTE MPOCBET NPOBOAHMKA C IIOMOIIBIO IIIpHUIIA,
HAaITOJTHEHHOTO 3—5 MJI pacTBOpa JIsl POMBIBKU. DTO CHMIKAET BEPOSITHOCTH 0OPa30BaHUsI TPOMOOB B NPOCBETE
MPOBOJIHUKA.

NNPUMEYAHHME: He nogHuMaiite N3rooBbe KpoBaTy Bhliie 45°
HNPEAYIPEXJIEHUE

a) He BBOmuTe BO3yX B MPOCBET MPOBOJHNKA (BHYTPEHHUI KOHHYECKHI pasbeM JIroapa).

b) Tlocne repmernsanmu IPOCBETa MPOBOIHKUKA HU B KOEM CiTydae HE MBITAWTECh MOBTOPHO MPOHHKHYTH B HETO.

3) TIlocne 3aBepiienust npokona katerepa IAB CHUMHTE OZHOCTOPOHHHI KiallaH ¢ HAPY)KHOTO KOHHYECKOTO
coeauHuTens Jlroapa BHemHero karerepa. (CM. pUCYHOK HIDKE)

Kurerep IAB ¢ BHemHuy

OBpatHbIi KaanaH
KOHHYECKHM COCLHHHTE/ICM :llU'J}JL\

—

4) Tloncoenunure karerep IAB k BuyrpuaopraibsHoMmy 6amtonnomy Hacocy (IABP).

INPUMEYAHMUE: Ybemurech, yTo BCe COCAMHEHHUS T'€PMETHUYHBI, BCE YIUIMHUTEIbHBIE TPYOKH C TelIHeM
SIBISIFOTCSI CTEPUJIBHBIMU M IPEJHA3HAYCHBI TOJIBKO JUIS OJHOKPATHOro Hcronb3oBaHus. [Ipu moaxmroueHnn
karerepa [AB k Buyrpuaopransuomy danmnonnomy Hacocy (IABP) HeoO0x0auMo CHONb30BaTh YINTHHUTEIBHYIO
TPYOKY C TelreM.

5) HauHuTe KOHTPIYIBCALMIO B COOTBETCTBHM C ONCPALHOHHON HHCTPYKIHMEH IO 9IKCIUTyaTaluH
Brytpuaopransaoro 6amtornoro Hacoca (IABP).

6) Ecnu naBieHue KOHTPHYIbCALMU HE HAXOMUTCS B HICAIBHOM [HAMA30HE MM €CId MeMOpaHa OalutoHa He
TIOTHOCTBIO PACHIMPMIIACH ITOCTIE HECKONBKHUX LIUKJIOB KOHTPIYAbCAIIMH, BHITIOMTHHUTE CIIEAYIOLINE ACHCTBUSL:
NOPEAYHOPEXJIEHHUE : He ocymecrsisiite pydanoe HanonHerrne IAB npu noakmodeHHoi k karetepy IAB
YIUIMHUTENBHON TPYOKe JUIS TeIHsL.

a. CHUMHTE YUIMHUTEIBHYIO TPYOKY /ISl T€IHs C Hapy)KHOTO KOHHYECKoro coenuHuTens Luer karerepa IAB.

b. IoxcoenquanTe MOCTABISAEMBIN TPEXXONOBOW KpaH M ININPHI[ K BHEIIHEMY KOHWYECKOMY COCIMHHTENo0 Luer

katerepa [AB.

OPEAYHOPEX/JIEHHUE: He BBoAKTE BO3AYX B IPOCBET MPOBOJHIKA (BHYTPEHHIH KOHUUECKUH pazseM Luer).

c. [IpoBenuTe acnmparyro 13 MIIPHUIIA HaUISKAIMM 00pa30oM, 9TOOBI KPOBb HE IToTaa 00paTHO BO BHEIIHIOK TPYOKY.
NOPEAYHNPEXIEHUE: Eciu w3 BHEWHEro KOHMYECKOro coequHuTens Jlospa 3KCTpakopropalbHOTo
KaTeTepa IIOCTyIaeT KpPoBb, HEMEMICHHO yhanure katerep [AB, Tak kak memOpana OaiutoHa morna OBITH
TIOBPEX/ICHa BO BPEMSI ITPOKOIIA.

d. Harmonaure xaterep IAB Bo3ayxom mim a30ToM, 3aTeM HEMEUICHHO MPONU3BEANTE aCTIMPALIHIO;

e. CuHumure TpeXXO,I[OBOﬁ KpaH W MIpUL, a 3aTEM CHOBA INOACOCANHHUTC BHEIITHUM KOHUYECKHMI pa3beM )'[Ioapa
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karetepa |AB k ymuimHHTENBHOM TpyOKe 1S TeNns, TI0CIIe YeTo BO30OHOBUTE KOHTPITY/IbCAIIHIO.

7)  Yoeaurech, uTo MeMOpaHa OaIOHA HAXOMUTCS B YCIOBHSX, HE CO3IAIOIINX MPETATCTBUI s KOHTPITYIbCALUH

1 OTIOPOKHEHMS, U YOeUTeCh, 4TO MeMOpaHa OajyIoHa He CIaBJIMBAETCS 10 CISAYIOINM MPUYMHaM: MeMOpaHa
0aJuToHa pacnoiokeHa MoJl aTepOCKIEPOTHYECKUMHE OJISIIKAMH, TI0]] KOKEH, B TIOKIIIOYMYHON apTepuH, B Iyre
AOPTHI, B OPIOIIHOM apTepuH, JTUOO BHIOPAHHBIH 00beM MEMOpaHBI OaJIOHA CITHIITKOM BEITUK MO OTHOIICHUIO K
KOHKPETHOW MOpa’keHHOH apTepuu.
NPEAYNPEXIEHHUE: B cinyuyae BO3HMKHOBEHUSI KaKHX-THOO TMPEMSTCTBHUH, MOSBICHUS HEHOPMAJIbHBIX
CKJIQJIOK Ha MeMOpaHe OajutoHa WK u3ruda MpocBeTa MPOBOTHUKA HEOOX0AUMO HEMENIEHHO CKOPPEKTHPOBATh
nonoxenne xarerepa [IAB. Takue mpensTcTBUs MOTYT NPHUBECTH K yTeuke M3 OaJIOHA, YTO COKPATUT CPOK
CIry0bI MeMOpaHbI OaJIoOHA.

8) Ecmu B Mecre mpokona OOHApY)KEHO aHOMAJIbHOE KPOBOTCUCHHME WM TOAKOKHAS TeMaToMa, MPUMHTE
COOTBETCTBYIOLINE MEPHI.

9) Ouenute nepudepuueckue Mmyabcsl. BEcnu nepudepudeckre MynbChl HEYAOBICTBOPUTENbHBI HIH HMEIOTCS
NPU3HAKH UIIEMUH KOHEYHOCTH, PACCMOTPHUTE BO3MOXXHOCTh MPOIOIKEHHUS] KOHTPITYITbCAIIUH.

10) 3Bakpenute MOMYIICYKH TS MIBOB U Y-00pa3HbINA COSTHHHUTENh HA KOXE MAIHEHTa C TIOMOIIBIO IIIBOB, YTOOBI
OrpaHM4YuTh ABIXKEHUE KareTepa IAB. B xauecTBe anbrepHaTHBBI MOKHO MCHONIB30BaTh KICHKYIO JIEHTY IUIS
¢ukcanyn Y-00pa3HOro COETUHUTENS Ha Tele.

11) TloBs3ka ObUTA 3aKpeIUicHA HA MECTE MPOKOJA C MCIIOIb30BAHHEM ACENTHYECKUX METOJIOB, COOTBETCTBYIOIINX

MCIUIIMHCKUM CTaHAapTaM.

(3) Kontpoas 1aBiieHus yepe3 N010CTh NPOBOTHUKA

MEPBI HPEJOCTOPOXKHOCTH

Jnst 1oCTHIKEHUsI ONTHMAJBHOIO KadecTBa CUTHajla WCIONb3yiiTe TpyOOolpoBOn UIMHOW He Oonee 2,5 M,
MOJICOSIMHEHHBIH K BHYTPEHHEMY KOHHUYECKOMY coelMHeHuIo JItoapa nartuuka 1 Y-00pa3sHOMY COSIUHUTEIIO.

IIpu MoHHWTOpMHIE HaBIEHHsS uepe3 IMPOCBET MPOBOIHMKA HEOOXOAMMO MCIONb30BaTh CTAHAAPTHBIH MOHHUTOP
apTepUaIbHOTO JAaBJIEHMSA, IOAKIIOUCHHBI K TpeXxomoBoMy KpaHy. llomcoenuHuTe TpexxomoBodl KpaH K
BHYTPEHHEMY KOHHUECKOMY CoeTMHEHHI0 JIroapa mpocBeTa poBoAHNKa. PekoMeHayeTcst 00ecieYnTh HEPEPHIBHYIO
CKOPOCTBH IPOMBIBKHU 3 MJI/4ac depes MpOcBeT NPOBOAHMKA. JJ03MpOBKa aHTHKOATYIISIHTA IS TPYOKH apTepuaabHOro
JIaBJIEHUsI OJKHA COOTBETCTBOBATH CTAHIAPTHBIM MEIUIIMHCKUM PEKOMEHIAUSAM U MOXET OBITh CKOPPEKTUPOBaHA
BpaioM C Y4eTOM AaHTHKOAryIsHTHOW Tepamuu mnanueHta. CoOnIacHO MEIULIMHCKMM pPEKOMEHJAIMsM, ObIcTpast

IIpOMBIBKa Ka)KIbIM 9ac IIOMOraeT TMOAACPIKUBATH IIPOXOAUMOCTD IPOCBETA MPOBOJHHUKA.

Mepb! IPeIOCTOPOKHOCTH P MOHUTOPHHTIE AABJIEHHS Yepe3 MPOCBeT MPOBOHUKA:

1) Ias MOHHWTOpPHHIa apTepUaIbHOTO NABICHHS HCIIONB3YATe CTAHZAPTHOS OOOPYIOBAHHE [UIsi HMPOMBIBKH
MIPOBOJHMKA. TIATeNbHO YCTAHOBUTE M MPOMOMTE YCTPOMCTBO JUII MOHMTOPWHTA apTEpPHUAIIbHOTO JAaBIIECHUS,
YTOOBI CBECTH K MUHUMYMY PHCK TTONaAaHHUsS TPOMOOB B A0OPTY, @ BIOCIEACTBUN — B COHHBIE HJIM KOPOHApPHBIC
apTepuu.

2) Tlepen MOAKITIOYCHHEM CHCTEMBI IIPOMBIBKU K BHYTPEHHEMY KOHHYIECKOMY coemnHuTeNo Jlroopa orcaceiBaiite
1 yAaJstiATe 3 MI1 KPOBH M3 MPOCBETA MPOBOJHUKA.

3) VYbenurech, 4TO M3 MPOCBETA MPOBOIHUKA M MHCTPYMEHTA ISl IPOMBIBKH YIAJICHBI BCE ITy3BIPBKH BO3LYXa.
OCTOpOKHO MOCTYYHTE IO Y-00pa3HOMY COEIMHUTENIO, YTOOBI YIAIUTh OCTABIINECS My3bIPHKH BO3IyXa.

4)  PaboTy BHYTpHAaOPTAIbHOrO OAUIOHHOTO KaTeTepa s KOHTPIYIbCALMH CIIEMyeT PEKPaTHTh mepen ObICTpOi
TIPOMBIBKOH, YTOOBI CHU3HUTh PUCK IONaJaHNs TpoMOa B YTy aOpTHI M3 IIPOCBETA MMPOBOTHHKA.

5) Z[J'I?I o0ecreyeHrs ONTUMAILHOIO KaueCTBa CUrHAJIa HHKOIZ1a HE PICHOJ'IB3yI>iTC IMPOCBCT NPOBOAHUKA JJIA 3360pa
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6)

7)
8)

KpOBHU.
Ecnu popma BONHEI JaBIeHUS B IPOCBETE MPOBOIHAUKA OCITA0CBACT U3-32 COMPOTUBIICHUS, HEOOXOAMMO KasK bIH
pa3 orbupars 3 mi kpoBu. Eciim Bo BpeMs 3a0opa KpOBH BO3HHKAET COMPOTHBIICHHE, MMPOCBET MPOBOMHUKA
MOXeET OBITh 3a0510KkHpoBaH. UTOOBI PEKPATUTh UCIIONB30BaHKE IPOCBETA MIPOBOJIHUKA, 3aKPONTE BHYTPCHHUHA
KOHHUeckuii coenuuuten Jlroapa kpeimkoit Jlroapa.

KpuByto naBieHus B apTepry MOXHO U3MEHHTD, UCIIONB3Ys TPYOKH ¢ (DHMIIBTPaMU WU IPYTHE YCTPOHCTBA.

CoenuHenne He JOJDKHO OBITH CIIUIIKOM IUIOTHBIM.

PeKOMeHZIaIII/IH 10 00€eCneYeHHI0 ONTHMAJIBLHOT0 KaueCcTBa CUTHAJIa AaBJICHUSA

1)

2)

3)
4)

5)
6)
7)
8)

9)
10)

TpeOyercst TpyOKa Al AaBJIEHUS JUTMHOM MeHee 2,5 M, HapuMep YUIMHUTENbHAsI TPYOKa JUIs TaBICHUS] MEXIY
JaTYuKOM U Y-0Opa3HbIM COEIUHUTENEM, BXOISIIAas B KOMIUIEKT NPUHAUISKHOCTEH (KOMIUIEKT
NPUHAJIKHOCTEH).

Kak Tombko katerep 3aiiMeT mpaBUIIbHOE IMOJIOXKEHHE, OTcachlBaiiTe M yhalusidTe 3 MJI KpOBU M3 MPOCBETa
NPOBOJIHMKA, 3aTeM HEMEUICHHO BpYYHYIO NPOMBIBAiTe TPOCBET MPOBOJHHMKA C ITOMOIIBIO INNPUIIA,
HAaITOJIHEHHOT0 3—5 MJI pacTBOpa ISl POMBIBKU. DTO CHMIKAET BEPOSITHOCTH 0OPa30BaHUsI TPOMOOB B MPOCBETE
NPOBOJHUKA.

IIpu BBeneHUH B IPOCBET NPOBOJHUKA CIEAYET IPUMEHAThH TOJIIBKO YMEPEHHOE YCUIIHE.

He nomyckaercst ucnionb3oBanue ycrpoiictB ROSE (nemMarHuTH3Mpyroniero pe3oHanca) Wik Apyrux yCTPOHCTB
JUIS TAIlIeHNs] BUOpAIH.

Iepen co3nannem JaBiIeHUs! ylalIuTe BO3AyX U3 IPOMBIBOYHOIO MEIIKA.

JlaBneHue ycTaHaBIUBAETCS OCPEACTBOM MPOMBIBKU CAMOTEKOM.

Merok faBieHus ClIeayeT nogaepkuBare Ha yposHe 300 MM pT. CT. ¥ pacronarath Haj JATIUKOM.

[Tpu 1r000M 0OpaTHOM MOTOKE KPOBH B IPOCBET MPOBOJAHKKA KaTeTepa IAB (Hanpumep, mociie 3a0opa KpoBH)
TpyOKy NOA JaBJIE€HHEM, COIEPIKALIyI0 KPOBb, HEOOXOOMMO IIPOMBITH B T€UEHHE HE MeHee 15 ceKkyH, mpexie
YeM HPOAOIKHUTH IPOMBIBKY.

VYoenureck, 4TO U3 KaMephl IPOBOJHUKA U 000PYIOBAHMS IS IIPOMBIBKH YIAJICHBI BCE ITy3bIPHKU BO3AyXa.

Hcnonp3yiiTe MpOMBIBOYHBIN PACTBOP KOMHAaTHOW TEMIIEPATYPBHI.

(3.1) le/l HUCIOJIb30BAHUHU BOJIOKOHHO-ONITHYECKOI0 JaTYHUKA JABJCHUSA A1 MOHUTOPUHTA JaBJICHUSA

1)
2)

3)

CHUMUTE 3aIIUTHBIN KOJINAYOK C pa3beMa ONTOBOIIOKOHHOI'O JaT4uHKa JaBICHUS.
OcTopokHO paciyTaiTe KaOeab ONTOBOIOKOHHOTO JATYMKA JABJICHHUS, CIIETKa YIEpXKHUBas CIyTaHHbBIM KaOenb
ONHOW pykKo#l. Jlpyroil pykoill BO3BMHUTECH 3a Pa3be€M ONTOBOJOKOHHOIO NATYMKA JAABIEHUS U MEIJIEHHO

BBITAHUTE Ka0enb. (CM. pUCYHOK HIDKE)

MEPA IMTPEJOCTOPOXHOCTMH: He ckpyuuBaiiTe 1 He HaTsATHBaiiTe KaOeIh ONTOBOIOKOHHOTO JaTIHKa
JABIICHUSA, TaK KaK 3TO MOKET IPUBECTHU K €TO TIOBPEKIACHUIO.

INPUMEYAHME: Bcerna nepxxure pa3beM BOJIOKOHHO-ONTHUYECKOTO JATYMKA JABJICHUS MPU €ro BCTABKE B
HACOC WY U3BJICUEHUH U3 HETO.

C onHOIi CTOPOHBI, BO3BMHTE OTHOM PYKOH pa3beM ONTOBOJIOKOHHOT'O JaT4yrKa AaBieHus katerepa IAB, obparus

14 /21

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



BHUMAaHHE Ha TO, YTOOBI KpacHas OTMETKA Ha pa3beMe OblIa oOpaIieHa BBEpX.
4) C napyroit CTOpOHBI, CHUMHUTE M BBIOPOCHTE 3AIUTHBIM KOIMAY0K C pa3beMa ONTOBOJIOKOHHOIO JaTdHKa

JTABIICHUS, a 3aTEM TOIKITIOUNTE Pa3beM JaTyrKa K HHTepQeicy Ha cTopoHe ycTpoicTBa. (CM. pHCYHOK HIDKE)

ITPUMEYAHUA

ITocne MOKIIOUEHUS BHYTPHAOPTAIHHOTO OA/UIOHHOTO KareTepa (Cepusi ¢ ONTOBOJOKOHHBIM JAaTUUKOM) K
OCHOBHOMY OJIOKY, IOXKaJTyHCTa, 00paTUTECh K HHCTPYKIIMH IO KCIUTYaTallil COBMECTUMOrO OCHOBHOTO OJIOKa
JUTS BBITIOJTHEHUS OTIepaIli OOHYIICHUS TaBJICHUS,

B ciyuae mosBIeHUs KaKUX-TMOO CUTHAJIOB TPEBOTH Ha BarieM ycrpoiictse IntraNova® TABP nocne Hadana
JIeYeHUs, MoXxanyiicra, ooparurech K 9kpany crpaBku [ABP win onepaiiioHHOM MHCTPYKIMHU ISl IOJTYYESHUS

peKoMeHaaui.

(3.2) Ilpu McnoNb30BAHMH TPAAMIMOHHOIO ATYMKA apTePHAJBLHOIO JaBJEeHHS A5 MOHMTOPUHIA TaBJIeHUS
1) Toaxirouute Kabenpb aTYMKa apTEPUATBEHOIO AaBICHHS K BXOIHOMY pa3beMy JaBIICHHS, PACIIONOKCHHOMY Ha
3a/IHEN MTaHeIu Hacoca.
MNPUMEYAHMUE: [Ins ¢popMHUpOBaHUs KPUBOM apTepUAILHOTO JABJICHHS TPEOYETCsl CUTHAN TPAIULMOHHOTO
JaTuuKa apTepUaIbHOrO JaBlieHus (paauaibHONM apTepuu) WIM CUTHAJ BHEHIHero naBieHusa. Curxan

apTepUaIIbHOTO IABICHUS TOJDKEH IMMOCTYIATh U3 TOUKH, PacIoioKeHHOH BBIIIe KOHYMKa KaTeTepa IAB.

(4) PyuyHoe HanonHeHHe U cAyBaHWe kaTteTepa IAB
MEPBI IPEJJOCTOPOXHOCTH: /Ins npenoreparnienus Tpombo3a katerep IAB He crienyer octaBnsaTs 6e3
WCTIONB30BaHUA (HU B HAAYTOM, HH B CAYTOM cocTosiHUM) O6onee 30 MUHYT.

B cimydae HeMCHIPaBHOCTH BHYTPHAOPTAIBHOrO OaJUIOHHOTO HACOCa, YTOOBI 00eCHednuTh PabOTOCIIOCOOHOCTH

karetepa IAB, ero cinexnyer HagyBaTh U CIyBaTh BPYYHYIO CIIEIYIOIINM 00pa3oM:

OPEAYHOPEXJIEHUE: He nanysaiite karetep IAB BpyuHyIo, eciiy K HEMy MOIKITIOUEHA YIUTHHUTEIbHAS

TpyOKa ISl Tenusl.

1)  OrcoenuHuTe YAIUHUTEIBHYIO TPYOKY JUIS TEIHSA OT HAPY)KHOTO KOHUYECKOro coenuunTerst Luer katetepa IAB.

2) TloncoenuHWTE TPHIIATaeMBIii TPEXXOMOBOM KpaH W INMPHII K BHEITHEMY KOHHYECKOMY COEAMHUTEN0 Luer
katerepa [AB.

NOPEAYHOPEX/JIEHUE: He BBomTE BO3AYX B MOIOCTH LIS IIPOBOAHUKA (BHYTPEHHUH KOHHYECKUI pa3beM

JTronpa).

3) IIpoBomuTcs HauTeKAIIAS ACMUPALHS, YTOOBI IPEIOTBPATUTH OOPATHBII IIOTOK KPOBU B HAPYXKHYIO TPYOKY.
NPEAYHPEXIEHUE: Ecny 13 BHEIHETO KOHUYECKOTO coeqnHEeHMs JIroapa 3KCTpakoprnopabHOTO KaTeTepa
acIMpHpyeTcs KpoBb, HEMEIICHHO yanuTe karerep IAB, Tak kak MemOpaHa 0aJtoHa Moriia ObITh IOBPEXICHA
BO BpeMsI IPOLEAYPHI TYHKINH.

4)  Beenure 40 M Bo3qyxa wim a3ora B karerep [AB, 3aTemM HemeieHHO mpou3BenuTe acnuparuio. [loBropsiite
9Ty NpOLERypy Kaxable 5 MUHYT, korna karerep IAB He ncrions3yercs.

5) CHummuTe TPEXXOAOBOW KpaH U IINPHII, a 3aT€M CHOBA MOJCOCAMHHUTE BHEIIHMN KOHHYecKuit purunr Jlroapa
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KaTreTepa IAB k }’HHHHHTGHLHOﬁ pr6Ke JJIA TCIINA, TIOCJIC Y€ro BO300HOBHTE KOHTPIYJIbCAIUIO.

(5) U3Bneuyenne karerepa IAB

1) Tlepen ymaneHueM CIeAyeT MOCTEICHHO YMEHBIIHUTD 03y aHTUKOATYJISTHTOB HJIH TPEKPATUTD HX MPUEM.

2)  IIpekpaTuTe KOHTPOYIHCALHIO.

3) Korma xarerep IAB wu3BiekaeTcs M3 KOHTPIYIbCAIIMOHHOIO Hacoca, B KaTetep IAB mepen u3BieueHHeM
MOCTYTAET BO3/1YX, U KPOBSHOE JIaBJICHUE MAllMEHTa CKMMaeT MeMOpaHy OaijioHa.

4)  VYhanute Bce (PUKCHUPYIONIME YCTPOWCTBA /UM IIBBI M MOBSI3KH.

MEPBI NPEJOCTOPOXHOCTMU: YtoOsl He moBpeauTh KaTerep IAB win mpOBOXHUKOBEIA KaTeTep, HE
UCTIONB3YHTE HOKHUIIBI [UISl YIaJCHUs BHEITHEH YIaKOBKU

5) Usenekute katetep [AB.

OPEAYHOPEX/IEHUE: a) Ilpu wucnonb30BaHMM HHTPOABIOCEpA: OCIa0bTe My()Ty HHTpOIBIOCEpa Ha
coeauHuUTene, mporaumre karerep IAB uepe3 uHTpoabtocep 10 MOSIBICHUS CONPOTUBIICHUS, 3aTE€M U3BIIEKHUTE
katerep IAB u unTpOnIBIOCep Kak eauHoe Lenoe. Hu B koeM cinydae He mbITaiitecs u3Bneds karerep IAB uepes
unTponpiocep. 6) Ecnu Bo Bpems m3pieueHus: karerepa IAB Bbl OYyBCTBYeTE Ype3MepHOE COMPOTUBIICHHE,
OCTaHOBHUTECh M PACCMOTPUTE BO3MOKHOCTH HCIIONIb30BaHHs apTepPUOTOMUM sl M3BJedeHus: katerepa [AB.
TpyaHoCTH IIpU M3BJIEYEHHH MOTYT OBITh BBI3BaHBI 0Opa30BaHMEM 3aTBEpAEBIIEro TpomOa BHYTpU OajuloHa
HoCJe YTEUKH.

6) Bo Bpems wusBmedeHus katerepa IAB mpmkMuTe maneiamMu obmacTh HibKe MecTta mnpokona. Jlaiite
MPOKCHUMAJIbHOMY KPOBOTEUEHHUIO XJIBIHYTh B TEUEHUE HECKOIBKHUX CEKYHII, 3aTeM MPIKMHUTE MECTO MPOKOIa,
9TOOBI KPOBB TEKJIa 00paTHO B TEUSHHE HECKONBKUX CeKyHA. O0ecrneysTe reMocTas B MecTe IpOoKoJa.

7) BHHMAaTeNBHO OCMOTPUTE KOHEYHOCTb IMCTAJIBHYI0 K MECTy IPOKONA, YTOOBI YOSAMUTHCS B aJCKBATHOM
KPOBOCHAOKEHHUH.

HNPEAYHOPEXJIEHHUE: B ciayuae pa3BUTHS WIIEMHUH KOHEYHOCTH MOcie yhajieHus karerepa IAB crmemyer
paccMOTPETh BOZMOKHOCTD MPOBEACHHSI OIIEPALUH 110 PEKaHAIU3AIUU COCYOB.

MEPBI IPEJOCTOPOKHOCTMH: OcmotpuTe BClO BBOAHYIO 000104Ky 1 Karerep IAB, uToObl yoenuTbes,
4TO BCe 00OPYHAOBAHUE YIAIEHO.

[NPUMEYAHMUE: Ecnu mnocne yhmaneHuss BHYTPHAOPTAIBHOTO OaJJIOHHOIO —Karerepa TpeOyercs
KOHTpAIy/bCallys, ero MOXXHO BBECTU UPECKOXXHO B KOHTpajaTepalibHyl0 OelpeHHyro apreputo. Hu B koem
cllydae He BBIIONHINTE MPOLIEAYPY B TOM K€ MECTE NPOKOIIa.

NOPEAYHOPEX/JIEHUE: JlanHeiii BHYTpHAOPTANbGHBIA OAaJUIOHHBIA KaTeTep MpedHa3Ha4eH HCKIIOYUTETHHO
JUTSL OMHOKPATHOT'O MCITOIB30BaHMS U 3((EKTUBEH TONBKO B TUEHHE OIHOTO LUK/Ia MpUMeHeHUsI. OTCYTCTBYIOT
JIOKa3aTeNIbCTBA BO3MOKHOCTH TTOBTOPHOT'O MCIOJIB30BAHUS JAHHOTO M3/IENNs, HE3aBUCUMO OT TOrO, OBLIO JIH
OHO CTEPIIBHBIM; B MPOTUBHOM CIy4ae MOTYT BOSHHKHYTH MpoOiIeMbl (Hampumep, mepdoparmst MeMOpaHbl
6amnona). Hecobmronenrne HHCTPYKIWH NP BBEICHUH U YIAJICHIH BHYTPHAOPTAIFHOTO OAUIOHHOTO Karerepa

MOXKET HAHECTH BpeJl MAIMEHTY (HaIpuMep, paccilIoeHUe coCyna, HHPEKIIHS).

(6) Ilocsie ucnonb30BaHUA 000PYI0BAHUS YTHIN3HPYHTE €r0 B COOTBETCTBUH €O CTAHIAPTHBIMHU MPOLEAYPAMHU
00JILHHUIIBI

MEPBI IPEJOCTOPOXKHOCTH
Ecnm naBnenne KOHTPIy/IbCAIMU HE TOBBIMIAETCS 1O ONTHMAIBHOTO AMANa30Ha I0cie Hayajla KOHTPIYIbCAIUH, 3TO
MOXXET CBHJICTEIECTBOBATH O CIEAYIONINX MpodiIeMax:
1) Mewmbpana GamioHa ele He MOJTHOCTHIO BBIABHHYIACH U3 HHTPOAbiocepa. OTOABHHETE HHTPOABIOCED HA3a[ 10

TEX IMOp, MOKa M€M6paHa OajuioHa He BBIABUHETCA U3 HETO ITIOJIHOCTBIO.
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2)
3)

4)

5)

MewmbOpana 0aIoHa He PacKpbLIACh IMTOTHOCTBIO.

Bo3MmoxHO, perynatop AaBieHUs KOHTpoyiabcanuu Ha IABP ycTaHOBIEH Ha CHMIIKOM HHU3KOE 3Hau€HMUE.
Otperynupyiite perynarop AaBlIeHUs KOHTpIynascanuu Ha IABP.

Karerep IAB BBemeH B nyry aopThl, MOAKIIOYUYHYIO apTEpUI0 WIH APYrYI0 HEMOIXOSIIYI0 apTepHIo.
BasnoHHbI KareTep KOHTPOIUPYETCs ¢ IoMoNIbio (uroopockonyeckor anruorpadun. Ecinu pacrnonoxenue
KaTeTepa HEBEpHOE, CHUMAeTcs My(dTa BBOMHON OOOJIOYKH WUTH YHAJSIOTCS INBBI, Mocie 4ero karerep IAB
BBOJIUTCSI 3aHOBO.

Karetep IAB pasmelieH B JIOKHOM IIPOCBETE: CIEAYIHTE IPUBEACHHBIM HI)KE HHCTPYKIMSAM, YTOOBI IPOBEPUTH
NIOJIOKEHHEe KoH4YKKa Karerepa [AB BHyTpH npocBeTa ¢ HoMOIIbI0 (DIII00POCKONMYECKON aHTnorpaduu.

a: 3abepure 3 MJI KpOBH M3 IPOCBETA IPOBOAHUKA KaTeTepa IAB (BHyTpeHHUI koHMYeckuid pazbeM Jlroapa).
b : TlomnepkuBaiiTe koHTpHyibcanuio katerepa IAB u BBemute 10-20 M KOHTpacTHOrO BelecTBa uepel

MIPOCBET MPOBOJHUKA KareTepa [AB.

NPEAYHNPEXIEHUE: He npunaraiite ype3MepHOro YCHJIMS TPU BBEISHUN KOHTPACTHOTO BELIECTBA Yepe3
MpOCBeT NMpoBogHUKA. HU B KoeM ciiydae He MCIOIb3yHTe HHKEKTOP BBICOKOTO JaBiIeHUs. Bricokoe naBieHue,
co3ZlaBaeMoe MHXKEKTOPOM, MOKET ITOBPEIUTH IPOCBET poBoAHMKA. Hu B koeM ciiydae He UCIOIb3yHTe IIIpHUI]
obobemoM Menee 20 M Juisl BBEJICHHUS Yepe3 MPOCBET NPOBOAHMKA. ECi omyiaercs CONpoTHBIEHUE, TPOCBET

NPOBOJIHUKA MOXET OBITh 3a0JOKMPOBaH U TPEOYeT MOCTOSHHOTO 3aKPBITHSL.
a : Ecnu xonunk karerepa [AB pacrnonoxeH B aprepun npaBUIbHO, TEHb OT KOHTPACTHOT'O BEIIECTBA UCUE3HET

B TEUCHHE JIBYX-TPEX CEPACUHBIX COKPAILLICHUH.

b: Eciu xonuuk karerepa IAB pacnonoxeH B mpocBeTe HENPaBUILHO, BOKPYT HEro Oy#eT COXpaHATHCS TEHb OT
KOHTPAcTHOro BeulecTBa. Eciu BbiAcHUTCS, uTo KateTep IAB HaxoauTcs B JIO)KHOM HPOCBETE, €r0 CICAYyeT
yIAJUTh U3 OpraHM3Ma MarueHTa. MOXXHO paccMOTpeTh BO3MOXKHOCTh BBEACHHUS HOBOro karerepa IAB B

KOHTpaJlaTepaibHyI0 OEAPEHHYIO apTEPHIO.

Ilomumo BBILICYIIOMAHYTBIX cmyaum"l, CHHIKCHUE 3q)q)eKTl’IBHOCTPl KOHTPIYJbCAIUU MOKET ObITH BHI3BAHO

TaKIKE (l)ﬂSHOJIOFl(l'—leCKI/lMI/l coctostHuAMHU. K HUM oTHOcsATCS:

1)
2)
3)

CpenHee apTepHanbHOE AaBIECHHUE MAIMEHTA CIUIIKOM HU3KOE.
CucteMHO€E COCYIUCTOE CONPOTHUBIEHUE ALMEHTA CIMIIKOM HHU3KOE.
CrumKoM BBICOKAs 4aCTOTa CEPICYHBIX COKPAIICHUH Y MMAlleHTa, YTO BIMSICT Ha HAllOJTHEHUE U OIIOPOKHEHNE

KEITYZOIKOB.

10. OcHoBHBIE XapaKTEePUCTUKH 0€30IaCHOCTH H3/1eJus

Kiaccndukanus o THITY 3aIUTHI OT IIOPAKEHHS AEKTPUIECKIM TOKOM: HE IPHMEHUMO

Knaccudrkanms mo creneHn 3amuThl OT MOPAKESHUS JMEKTPHIECKIM TOKOM: HE IPIMEHUMO

Knaccudrkanms no crenenn 6e30macHOCTH NP UCIIOIB30BaHUH B TPUCYTCTBUH TOPIOYNX AHECTETUIECKUX Ta30B,
CMEIIaHHBIX C BO3LyXOM, HJIM TOPIOYNX aHECTETHUECKHIX ra30B, CMEIIAHHBIX C KHCIOPOAOM MITH 3aKHCHIO a30Ta!
HE MIPUMEHUMO

Knaccudukamms mo pexxumy paboThl: He IPUMEHIMO

HomunansHOe HanpspKeHNE W 9acToTa 000pYIOBaHMUS: HE MPUMEHHUMO.

Bxonnas momHOCTE 060pynoBanus: He npumeHnmo.

Nmeer nu 060pynoBaHHe TPHUKOCHOBEHHYIO YacTh, 3aLIMIIEHHYIO OT BO3IEHCTBHS pa3psaaoB AepuOprmisamm:
He npumenumo.

Nmeet mu 060pynoBaHie BEIXOAHYIO WM BXOJHYIO YacTh cuTHana: He nmpumennmo.

CrannonapHoe 000pyroBaHNE WIN HECTallMOHapHOe o0opyaoBanue: He npumenumo.
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Crepwnuzanyist: JaHHBIA TNPOAYKT OBUT CTEPHIM30BAaH OSTHICHOKCHIOM TIepe]] OTIpaBKOW ¢ 3aBoma M
MIpeAHa3HAYEH UCKIIIOUUTENBHO AT OMHOKPATHOIO UCTIOIb30BaHHUS.
(B coorBerctBum ¢ GB 9706.1-2020 mpukiaqHON YacThi0 BHYTPHAOPTAIHHOIO OAJUIOHHOTO KaTeTepa SIBISETCs

karetep [AB)

11. YcioBusi XxpaHeHHUsI, TPAHCIOPTHPOBKHU M IKCIIIyaTAUH
VYcnoBust TpaHcnopTUPOBKU: Temiieparypa oT -35 °C go 50 °C, BnaxHocTh <90 % OTHOCHUTENHHOM BIa>KHOCTH,
arMmocepHoe naBnenue ot 62 klla mo 106 xIla.
OOpamaiiTech ¢ M3JEIMEM OCTOPOKHO BO BpeMsl TPAHCIHOPTHPOBKH M IOTPY3KW/Pa3rpy3KH, YKIaIbIBalTe €ro
HaJIeKHO, U30eraiiTe CUIIBHOTO AaBJICHHs, TIOaJaHus IPSIMBIX COTHEUHBIX JIYdeH U JOXKIsl, @ TAKXKE YKJIaIbIBaiiTe
Y IIPUHUMANTE MEPBI 3alUThI B CTPOTOM COOTBETCTBHH C TpaMYeCKUMH CUMBOJIaMHU Ha YIaKOBKE M3JEITHSL.
VYenoBust akcmyatanuu: Temmneparypa or 5 °C mo 40 °C, oTHocuTenbHasi BIAXHOCTh OT 5 % 1m0 95 %,
arMmocepHoe naBnenue ot 62 klla no 106 xIla.
XpaHHUTh IPH KOMHATHOH TEMITEpaType B CyXoM MecTte (BIaxxHOCTh <80 % OTHOCHUTENBHON BIIQXKHOCTH).
12. DnexkTpoMarHuTHasi COBMeCTHMOCTb
BHyTpHaopraibHbIii OaJIOHHBIH KaTeTep JODKEH COOTBETCTBOBATh TpeOoBaHMsM miaBbl 202 cranaaptoB Y'Y
9706.102-2021 u YY 9706.234-2021.
ba3oBble KCIUTYaTallMOHHBIE XapaKTEPUCTUKH BHYTPHAOPTaIbHOIO OAIJIOHHOIO KaTreTepa: MpH UCIIONb30BaHUH
C OCHOBHBIM OJIOKOM BHyTpHaopTasbHOro 0ajsIOHHOrO Hacoca BHYTPHAOPTAIbHBIN OAJJIOHHBI Karerep He
JOJIKEH Pa3pblBaThCsl UJIM AaBaTh YTEUKY.
Ilonp3oBaTenu IaHHOTO W3MENUsl JOJKHBI HCIONb30BaTh €ro B 3JIEKTPOMArHUTHOM cpeie, YKa3aHHOH B
HACTOSIIIEM pa3Jielic; B IPOTUBHOM CIIy4ae 3TO MOXKET IIPUBECTH K HEMCIPABHOCTH U3JIEIHSL.
HNPEAYNIPEXIEHUS:
Hcnonb30Banue akceccyapoB WiIn Kabenel, OTIMYHBIX OT YKa3aHHBIX MPOU3BOIUTEIEM, MOKET IPUBECTH K
YBEITMYEHUIO U3TYUYCHUS UM CHIYKEHHIO TOMEXOYCTOMYMBOCTH CUCTEMBI KOHTPITY/IbCALINH, COCTOSIIEH 13
BHYTPHAOPTAJIBHOIO OAIJIOHHOTO KaTeTepa U BHYTPHAOPTAILHOI0 OaJJIOHHOTO Hacoca.
BHyTpHaopranbHble OaTJIOHHBIE KaTeTephl He CIeAyeT UCIIONb30BaTh BOJIM3U APYTHX YCTPOICTB MM pa3MeIaTh NX
B InTabelne ¢ ApyruMHu ycrpolctBamu. Ecin ux HEoOX0nMMO UCIIONB30BaTh BOIU3H APYTHX YCTPOUCTB WIH
pa3mMerars B mrabese, cienyeT HabIIogaTh 32 UX IPABWIBHEIM (DyHKIIHOHUPOBAHHUEM B HCIIONB3yeMON

KOH(UTYpaIMu U IIPOBEPATH €To.

PeKOMCHI[aL[I/II/I U 3asBJICHUE ITPOU3BOIUTEIISA — BJICKTPOMArHUTHBIC U3TTYYCHUA

BuyrpuaopraneHple  OaJZIOHHBIE — KaTeTepbl  NPUTOAHBI Uil HWCIIONB30BaHUS B
JJIEKTPOMAarHUTHOM cpefe, yka3aHHOW Hmke. llokymarenn WM IONB30BATENN JIOJKHBI
00ecreunTh UCIONb30BaHNE JAHHOTO N3N B TAKOH 3JIEKTPOMAarHUTHOH cperie.

HcnbiTanue npu

CooTBeTCTBHE DIIeKTpOMarHATHAs cpena — OBOJICTBO

3aIycKe P P PyK

BryTtpnaoptanpHbIf  OaNJOHHBIN — KaTeTep

HCTIONB3YyeT PaaroYacTOTHYIO SHEPTHUIO

HCKIIOUNTENBHO IS OOECIEYEHHS CBOETO

PaguouacrorHsie

BHYTpEeHHEr0 (yHKIHOHHpOBaHUA. [loaTomy
M3ITy9ICHUS I'pymma 1 2
GB 4824 YPOBEHb €ro pagrOYacTOTHBIX W3ITyICHUH

HI3KUH H MaJIOBEPOATHO, YTO OHHU MOI'yT
BbBI3BAaTh IIOMCXHU B pa60Te HaxoOA1merocs
MOOJIN30CTH QJICKTPOHHOT'O 060py,Z[OBaHI/I$I.
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PannouacrorHoe
U3IIydeHUe
GB 4824

Kareropus A

I'apmonnueckue
H3ITy4eHus
GB 17625.1

He npumenumo

Konebanus
HarnpspKeHust/
BKITIOUEHHE C

HMITYJILCOM
GB 17625.2

He npumenumo

BuyTtpuaopraneHple  OanOHHBIE — KaTeTephl
NPUTOAHBI s HCIONB30BaHMA BO BCEX
YUPEeXKACHUSIX, 32 MCKIIOYEHHEM  IKHJIBIX
MIOMEIIIEHNH, a TakXke B TeX, KOTOpbIE HE
MOAIKITIOYEHbl HANpsIMyI0 K OOLIECTBEHHOMN
CeTH HHM3KOBOJBTHOI'O 3JIEKTPOCHAOKEHHUS,
MIUTAIOIIEH 3/JaHusl, UCTIONb3yeMbIE B OBITOBBIX
LETsIX.

PYKOBOZ[CTBO " 3a4BJICHUC IIPOU3BOAUTEIA — SHeKTDOMaFHHTHaH HOMeXOVCTOﬁ‘{HBOCTL

BHyTpHraopranbpHbie Oa/UTOHHBIE KaTETePhl MPHUTOIHBI JUIS UCIONB30BAHUS B 3JICKTPOMArHUTHON
cpene, yka3aHHOW Hmke. [IOKymaTeny WiId MOJhb30BATEIH JOMIKHBI 00CCICUUTh UCIOIb30BAHHE
JTAHHOT'O W3JIENIHS B TAKOW DJIGKTPOMATrHUTHOMU Cpeie.

HcnbiTanue Ha YpOBHM HCIIBITAHUH 11O CooTBeTcTBHE DeKTpOMarHuTHas
nomexoycroituuBocts | cranpapry IEC 60601 YPOBHIO cpena — PYKOBOZACTBO
[lon nmpeanodTUTEnbHO
JIOJKEH OBITH
JCPEBSAHHBIM,
OeTOHHBIM Wi
N KonrakTHbIl pazpsin KoHTakTHBIN mMTouHbM. Ecnu non
ONeKTpoCTaTUIECKUN
paspat +6 kB } pas3psin £6 kB _ | TOKpBIT
GBIT 17626.2 +8 kB BO3mymIHBII +8 kB BO3AYLIHBI | CHHTETHYECKHM
paspsan paspan MaTepHasoM,
OTHOCHTEJIbHAsS
BJIaYKHOCTh JIOJIKHA
COCTaBISITh HE MEHee
30 %.

BricTpele
JJIEKTPUUYECKUE
NIepEX OJIHbIE
TIPOLIECCHI
I'pynna nmnynscoB
GBIT 17626.4

+2 kB mns muanit

INEKTPOTTUTAHUS

+1 kB mna muanit
BBOJa/BBIBOJA

He nmpumennmo He npumenumo

+1 kB Mexay dazamu

TIepeHATIPSHKEHIE . N
GB/T 17626.5 2 xB »gz;}dcjzj[gfﬁ(pa:;on u He nmpumennmo He npumenumo
<5%UT,
MIPOJOKUTENBEHOCTBIO
0,5 nmkna

ITanenus
HaNpsDKeHUS,
KpaTKOBPEMEHHBIE
riepebon 1 KoebaHus
HaNpsDKeHUS Ha
JIMHUY TTUTAHAS

GB/T 17626.11

(>95% manerns U 1)
40 % U 1 B Teuenue 5
LIMKIIOB
60% manenve U )
70 % U 1 B Teuenue 25
LIMKIIOB
30% manenve U )
<5% U
(T),IPOIOIDKUTEIBHOCTh
5¢
>95% manenne U 1)

He npumennmo He npumenumo
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MaruutHoe noie
MIPOMBIIIJICHHON
MarnuTHOe 1mose YacTOTHI JIOJKHO
TIPOMBIIIICHHON COOTBETCTBOBATh
YaCTOTbI 3 A 3 A YPOBHSIM, XapaKTEPHbIM
(50 Tw/60 I'm) JUTS. THIMYHOT'O MECTa B
GB/T 17626.8 TUITYHOU
KOMMEpYECKOH UIH
OOJIEHUYHOM cperie.

HpI/IMe‘{aHI/IeI UT obo3nauaer HalpsKEHUE CCTU NIEPEMEHHOI'O TOKa A0 IoJa4u UCIIBITATCIBbHOI'O
HalpsKECHUA.

PexoMeHnyeMoe paccTosiHue M30JSIIUM MEKIAYy NMOPTATUBHBIMHM M MOOWJILHBIMH
YCTpOiicTBAaMHU PaIMOCBSI3M U BHYTPHAOPTAJBHBIM 0a/JIOHHBIM KaTeTepoM Lifetech
Cardio

He npumenumo

13. JlaTa u3roroBjieHus
JlaTa U3rOTOBICHUS JaHHOTO U3/IEHs yKa3aHa Ha ITHKETKE.
14. Cpox xpaHeHust
3 rona.
15. Iocaenpoga:kHoe 00cIy:KMBAHHE
: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd. rapantupyer, 4to e€ nponykuusi He umeeT 1e(eKToB
MaTepHalioB WM U3roToBIeHuU. 1o ApyruMm Bompocam, CBSI3aHHBIM C IPOLYKIUEH, IPOCUM 00paIaThCs
HETIOCPEIICTBEHHO B KOMITAHHIO.
16. Top:kecTBeHHOe 3asiBJIeHHE
: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd. He HeceT HUKaKoil 00S3aHHOCTH U HE NMPUHUMAET Ha
ce0sl HUKAaKUX 0053aTeNbCTB B CIIydae IMOBPEKICHHUS W3S, HEYIaYHOTO XUPYPIrHIECKOro BMEIaTeNbCTBa W
HHBIX HECYACTHBIX CIydaeB U ymiepOa, BEI3BAHHBIX IPSMO WIIM KOCBEHHO IIOBTOPHBIM HCIIONB30BAHUEM H3IENHUS,
HETPaBHJIBHBIM BBIOOPOM TEXHHYECKHX XapaKTEPUCTUK M3MEIHS, OIIMOKAMH IPU KCIUTYaTalluy WM JIOOBIMHU
JPYTUMHU HECYACTHBIMH CIIy4asiMH, BBI3BAHHBIMH YEJIOBEYECKUM (DaKTOPOM.
B ciyyae BO3SHMKHOBEHHS KaKHX-THOO HEXKENATENbHBIX SBJICHHN IOCIE HCIIONB30BAHUS H3IEIHSA IIPOCHM
He3aMe[UTUTENIbHO YBEAOMHUTH 00 3TOM mpou3Boxurens. KoHTakTHas MH(pOpManus npuBeneHa B paszgene 17

«VH(bopManus o IpOU3BOAUTENE.

17. Nudopmanus o npousBoauTeIe

Peructpant/nponssonutens: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd.

Anpec peructpanra: 1401, 3smaane D1, Harpmans IT-ITapk, Ne 1001, mpocniexr Crostoans, ynuna TaoroaHs, paiioH
Hanpmans, I3Hpu%3Hb, npoBuHLMS ['yanayH, Kurai

KonTakTHas nHpOpMamus perucrpanta/mponsponurens: +86 755 23251894, WWW.LTCARDIO.COM

HocraBomwk mocnenponaxaoro oocnyxuBaams: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd.

Topstaas muaMS ocaenponaxkHoro oocmyxuBanaus: 400-803-5503

Mecro npomsBoxctea: 701, 3manue C4, Ne 459, ymuma Ilsokaii, mukpopaiion ®3uxyaH, ynmuna d3HxyaH, paioH

I'yanmun, [I>Hp9wK3Hb, npoBuHIM I'yannys, Kurait
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18. IlosicHeHHe K CHMBOJIaM HA dTHKETKE

Cpok rogHocT! CepuiiHblif HOMeEp

- __}‘+’<__ XpaHuTh BAAJIX OT

POHU3BOAUTEID /.\\ COJTHEYHOI'O CBETA

! | Hata g XpaHUTb B CyXOM
MIPOU3BO/ICTBA I I MeCTe

He ucnons3osats
LOT Koxn maprun

MTOBTOPHO

]
m
T

He nonseprars noBTOpHON CM. UHCTPYKIINH

Homep no xarasnory M be3 nuporenos

CTCpHUIM3allun IO NPpUMEHCHUIO

CTepuiin30BaHo ¢
He ucnonb30Bath, €y ynakoBKa
STERILE HUCMOJIb30BAHUEM

® &

MOBPEKICHA
STUJIEHOKCH/T
[IpenenbHbIi
80% 300
[IpenensHOe 3HaueHKUE BaakHocTH (0— /ﬂ/ L JAana3oH
o 80 % oTHOCHUTEIHHON BIAKHOCTH) 10°¢C temnepatyp (10—
30 °C)

Homep noxkymenta / Bepcus / lata nepecmorpa: LTC/TS/0041-03 01.00 26.03.2026
Homep netaau uHcTpyKuuu no npumerenuro: 305006016
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