ik B 5

CERTIFICATE

*EER&&&&%E%E*R%%
China Council for the Promotion of International Trade is China Chamber of International Commerce

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHWI 1 PETUCTPALIMH MELMLIMHCKUX U3RENM



lina Council for the Promotion of International Trade
0 China Chamber of International Commerce

LU m

CERTIFICATE
NO.  233100B0/001525

THIS IS TO CERTIFY THAT: the seal of Shanghai MicroPort
EP MedTech Co., Ltd. on the annexed INSTRUCTIONS FOR USE
IS genuine.

in

|/ " \u/\\
China Council for the lgj
of International Ijf*e

Authorized

) ZhouV ingfan
Signature;

o~; 202372027090
(Date; Feb. 09, 2023)

Website for verifying the certificate: http://www.rzccpil.com/validate.html
W» w «71l <a» W; ST.. M «V 19 V »

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Shanghai MicroPort EP
CEO

Sun, Yi Yong
(Stamp, Signature)

Date:

INSTRUCTIONS FOR USE
for Medical Device

«PathBuilder transseptal access Kit, in versions»
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Tianxiong Rd., 201318 Shanghai, People's Republic ofChina
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Instructions for use

PathBuilder transseptal access kit
with Transseptal Guiding Introducer

Shanghai MicroPort EP MedTec

[WARNING]
Do not reuse this device. The bil breign bodies attached cannot be
removed thoroughly after use, so' duct may lead to adverse effect of
patients.

The "Use By" date on the device package and the sterile packaging should be inspected prior
to use. Do not use the device if past the "Use By" date or the packaging appears damaged.
Do not alter this device in any way.

Do not use excessive force to advance or withdraw the device when resistance is
encountered.

Procedures present the potential for significant x-ray exposure, which can result in acute
radiation injury as well as increased risk for somatic and genetic effects, to both patients and
physician due to the x-ray beam intensity and duration of the fluoroscopic imaging.
Procedures should only be performed after adequate attention has been given to the potential
radiation exposure associated with the procedure, and steps taken to minimize this exposure.
When used, device shall be disposed of as medical waste according local laws and
regulations.

Only those physicians who are trained in transseptal procedures and catheter delivery
systems should use this device.

If the patient with a history of heparin induced thrombocytopenia (HIT), bivalirudin is a
preferred alternative to heparin fo r anticoagulation during procedures.

[Packing List]
PathBuilder transseptal access kit, in versions:

1. PathBuilder transseptal access kit with Transseptal Guiding Introducer, composed of:
1. Transseptal Guiding Introducer PathBuilder, in versions: diameter 8F(2.67mm);
8.5F(2.83mm), length: 630 mm; curve configuration: LO; LI; L2; L3; L4; RO; RI; R2;
R3; R4 - Ipc.;
2. Dilator in versions: length: 670mm - Ipc.;
Guidewire, length 180cm, diameter 0.81mm- Ipc.;
4. Transseptal needle PathBuilder 18G(1.21mm), inversions: M, L, length 720mm - Ipc.
(if necessary);
5. Stylet- Ipc. (if necessary);
6. Instructions for use

w
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2. PathBuilder transseptal access kit with Transseptal Guiding Introducer, composed of;
1 Transseptal Guiding Introducer PathBuilder, in versions: diameter 8F(2.67mm);
8.5F(2.83mm), length: 810mm; curve configuration: LO; LI; L2; L3; L4; RO; RI; R2;
R3; R4 - lIpc;
2. Dilator in versions: length: 850mm - Ipc.;
Guidewire, length 180cm, diameter 0.81mm - Ipc.;
4. Transseptal needle PathBuilder 18G(1.21mm) invariants: M, L, length 890mm- Ipc. (if
necessary);
5. Stylet - Ipc. (if necessary);
6. Instructions for use

w

[Overview]

Pathbuilder Transseptal Guiding Introducer manufactured by Shanghai MicroPort EP MedTech
Co., Ltd. is designed to introduce various cardiovascular catheters into each heart chamber for
further electrophysiology operation. Different pathways can be built according to various
procedure needs to introduce the electrophysiology catheters into different part of heart
chambers.

Pathbuilder Transseptal Guiding Introducer is comprised of a sheath, a dilator and a guidewire.
On the tip of sheath is a marker band to observe the position of catheter at any time; on the
sheath is provided with valves to provide hemostasis during dilator/catheter exchange dilator; on
its sideport is provided with three-way stopcock that can be used for aspiration, fluid infusion,
blood sampling and pressure monitoring. The dilator inner lumen is also designed with a special
geometry as its distal end to limit the exposure of needle.

[PRODUCT SPECIFICATION]

Pathbuilder Transseptal Guiding Introducer can be classified into different specifications based
on the curve, diameter as well as length of the body. Different color codes are attached near the
sideport of sheath to distinguish tube diameter.

Pathbuilder Transseptal Guiding Introducer has two specifications of 8F(2.67mm) and
8.5F(2.83mm) according to its diameter, which are identified by the white or blue color code
attached near the sideport of sheath (See Fig.1,2.); each specification has ten models of LO, LI,
L2, L3, L4, RO, RI, R2, R3 and R4 according to its curve shape; in each model, there are two
specifications of length that are 63cm and 81cm. Physicians can make choices based on actual
needs.

Table 1: Specification table of Pathbuilder Transseptal Guiding Introducer

Model Curve Radius Color Sheath Dilator Guidewire
of code Length Diameter Length Distal Length Outer

curve (cm/mm) (F/mm) (cm/mm) end (cm) diameter

(mm) (inch/mm)
TS LO63 8 LO 25 White 63/630 8/2.67 67/670 Curved 180 0.032/0.81
TSLI 638 LI 25 63/630 8/2.67 67/670 Curved 180 0.032/0.81
TS L2 63 8 L2 25 63/630 8/2.67 67/670 Curved 180 0.032/0.81
TS L3 638 L3 25 63/630 8/2.67 67/670 Curved 180 0.032/0.81
TS L4 638 L4 25 63/630 8/2.67 67/670 Curved 180 0.032/0.81
TS LO 63 85 LO 25 Blue 63/630 8.5/2.83 67/670 Curved 180 0.032/0.81
TSLI 63 85 LI 25 63/630 8.5/2.83 67/670 Curved 180 0.032/0.81
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TSL2638 L2 25 63/630 8.5/2.83 67/670 Curved 180

TSL3638 L3 25 63/630 8.5/2.83 67/670 Curved 180

TS L4638 L4 25 63/630 8.5/2.83 67/670 Curved 180

TSL0O818 LO 25 White  81/810 8/2.67 85/850 Curved 180 0.0/14
TSLI 818 LI 25 81/810 8/2.67 85/850 Curved 180 0.032/®"
TSL2818 L2 25 81/810 8/2.67 85/850 1  Curved 180 0.032/0.A~
TSL3818 L3 25 81/810 8/2.67 85/850 Curved 180 0.032/0.8\"
TSL4818 L4 25 81/810 8/2.67 85/850 Curved 180 0.032/0.81 V
TS L0818 LO 25 Blue  81/810 8.5/2.83 85/850 Curved 180 0.032/0.81 1
TSLI 8185 LI 25 81/810 8.5/2.83 85/850 Curved 180 0.032/0.81
TS L2818 L2 25 81/810 8.5/2.83 85/850 Curved 180 0.032/0.81
TSL3818 L3 25 81/810 8.5/2.83 85/850 Curved 180 0.032/0.81
TS L4818 L4 25 81/810 8.5/2.83 85/850 Curved 180 0.032/0.81
TSRO638 RO 25 White  63/630 8/2.67 67/670 Straight 180 0.032/0.81
TSR1638 Rl 25 63/630 8/2.67 67/670 Straight 180 0.032/0.81
TSR2638  R2 25 63/630 8/2.67 67/670 Straight 180 0.032/0.81
TSR3638 R3 25 63/630 8/2.67 67/670 Straight 180 0.032/0.81
TSR4638 R4 25 63/630 8/2.67 67/670 Straight 180 0.032/0.81
TS RO63 85 RO 25 Blue  63/630 8.5/2.83 67/670 Straight 180 0.032/0.81
TS R1638 RI 25 63/630 8.5/2.83 67/670 Straight 180 0.032/0.81
TS R2638 R2 25 63/630 8.5/2.83 67/670 Straight 180 0.032/0.81
TSR3 638 R3 25 63/630 8.5/2.83 67/670 Straight 180 0.032/0.81
TS R4638 R4 25 63/630 8.5/2.83 67/670 Straight 180 0.032/0.81
TSR0O818 RO 25 White  81/810 8/2.67 85/850 Straight 180 0.032/0.81
TSR188 RI 25 81/810 8/2.67 85/850 Straight 180 0.032/0.81
TSR2 818 R2 25 81/810 8/2.67 85/850 Straight 180 0.032/0.81
TSR3818  R3 25 81/810 8/2.67 85/850 Straight 180 0.032/0.81
TSR4818 R4 25 81/810 8/2.67 85/850 Straight 180 0.032/0.81
TSRO 81 85 RO 25 Blue  81/810 8.5/2.83 85/850 Straight 180 0.032/0.81
TS R1 818 RI 25 81/810 8.5/2.83 85/850 Straight 180 0.032/0.81
TSR2 81 85 R2 25 81/810 8.5/2.83 85/850 Straight 180 0.032/0.81
TSR3 818 R3 25 81/810 8.5/2.83 85/850 Straight 180 0.032/0.81
TSR4 8185 R4 25 81/810 8.5/2.83 85/850 Straight 180 0.032/0.81

Fig. 1. 8F(2.67mm) white color code attached near the sideport of sheath

Fig. 2: 8.5F(2.83mm) blue color code attached near the sideport of sheath
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[INDICATIONS FOR USE]
PathBuilder Transseptal Guiding Introducer is indicated for introducing various cardiovascular
catheters into the heart via femoral vein, including the left side of the heart through the interatrial
septum, and when used with cardiovascular catheters, for assisting catheters in reaching the
target site.

[INDICATIONS]
Atrial fibrillation

[CONTRAINDICATIONS]
1) Intra-atrial septal patch;
2) Atrial myxoma;
3) Myocardial infarction within the last two weeks;
4) Unstable angina;
5) Cerebral vascular accident (CVA) within the last two weeks;
6) Patients who do not tolerate anticoagulation therapy;
7) Patients with an active infection;
8) Left atrial thrombus which is presence after more than three weeks of anticoagulation

[TARGET GROUP]
18-75 years old adults, men or non-pregnant women

[Risks and Side Effects]

Complications that may occur during use of this device include scratches of endocardium and
vessel wall cause reactions like inflammation or abscess; toxic reaction; complications caused by
vascular puncture (such as pseudoaneurysm, arteriovenous fistula, local hematoma, or
ecchymosis and infection); radiation injury; thrombosis / air embolism; injury to coronary artery;
serious coagulation reactions; pericardial tamponade; cardiac / artery perforation; pericardial
effusion; cerebral embolism / cerebral apoplexy / stroke; thoracotomy to remove foreign body.

[Accessories Required for Using Product]
» Transseptal needle (supplied in kit if necessary or to be purchased as PathBuilder
transseptal access kit with Transseptal Needle)

PathBuilder PathBuilder Transseptal Needle
Transseptal Guiding Model Diameter Length

Introducer
TS LO63 8 TNM7118 18Ga (1.21mm) 710mm
TS LI 63 8 TNL7118 18Ga (1.21mm) 710mm
TS L2 63 8 18Ga (1.21mm) 710mm
TS L3638 18Ga (1.21mm) 710mm
TS L4638 18Ga (1.21mm) 710mm
TS LO63 85 18Ga (1.21mm) 710mm
TS LI 63 85 18Ga (1.21mm) 710mm
TS L2 63 85 18Ga (1.21mm) 710mm
TS L3 63 85 18Ga (1.21mm) 710mm
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TS L4 63 85
TSLOS8L S8
TSLI 818
TS L2818
TS L3818
TS L4818
TS LO 81 85
TSLI 81 85
TSL2 81 85
TS L3 81 85
TS L4 81 85
TS RO 63 8
TS R1 63 8
TSR263 8
TSR3 638
TS R4 638
TS RO 63 85
TS R1 63 85
TS R2 63 85
TS R3 63 85
TS R4 63 85
TSRO 81 8
TSRI 81 8
TSR2 81 8
TSR3 818
TSR4 81 8
TS RO 81 85
TSRI 81 85
TSR2 81 85
TS R3 81 85
TSR4 81 85

TNM8918
TNL8918

TNM7118
TNL7118

TNM8918
TNL8918

18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga(1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1,21mm)
18Ga (1.21mm)

Cardiovascular catheter (to be purchased separately)
Ablation or diagnostic catheters (OD: 7F/2.33mm and 8F/2.67mm)

Syring (to be purchased separately)
Syrings with 6% (Luer) taper lock fitting

[DIRECTIONS FOR USE]
1. Prepare and assemble equipment
Preparing the equipment requires the following items:

One transseptal sheath and dilator,

710mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
710mm
710mm
710mm
710mm
710mm
710mm
7i0mm
710mm
710mm
710mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm

One matching transseptal needle and a stainless steel stylet,
One 0.032”(0.81mm), 180cm guidewire with a 3mm’T4ip,
Syringes for aspiration and flushing,

Sterile heparinized saline

Flush the transseptal sheath and dilator with sterile heparinized saline and insert the
dilator fully into the sheath.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Withdraw the needle assembly until the tip of the stylet is just within the tip of the
dilator.

Advance sheath/dilator assembly into superior vena cava.

Introduce the prepared guidewire from femoral vein (right fern oral preferred) to superior
vena cava. Note: 0.032 inch(0.81mm) is the maximum guidewire diameter that can be
used with the transseptal dilator.

Insert the transseptal sheath/dilator assembly over the guidewire and advance the
assembly into the superior vena cava.

3. Position the needle/stylet assembly inside the sheath/dilator assembly.
Remove the guidewire from the dilator
Aspirate and then flush the dilator with clean heparinized saline, ensuring that no air
enters the bloodstream.
Separate the sheath and dilator by withdrawing the dilator by a distance sufficient to
accommodate the needle curve. This will facilitate passage of the needle curve through
the dilator and sheath hubs.
Insert the needle/stylet assembly into the dilator, letting it rotate freely as it advances.
After the needle curve is advanced beyond the hemostasis valve hub of the sheath,
reconnect the sheath and dilator by sliding the sheath back over the dilator slowly.(do not
advance the dilator)
Advance the needle/stylet assembly and confirm that the needle tip is inside the dilator by
fluoroscopy.
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» After removing the stylet, attach a syringe to the needle hub and aspirate until hw
return is observed. Then discard the syringe.

* Fill the syringe and flush the needle with clean heparinized saline, ensuring that the
syringe is attached to the needle hub and no air enters the bloodstream.

4. Engage the fossa ovalis

* Visualize and identify anatomic landmarks. Set the fluoroscopy unit to an appropriate
angle, parallel to the plane of the mitral valve and orthogonal to the plane of the septum.
This will typically be left anterior oblique (LAO).

« Adjust the needle pointer so that the needle is perpendicular to the fossa ovalis (typically
between 3:00 and 5:00 o ’clock, as viewed from the foot end of the patient). (See Fig.4.
Magnification is 2.9).

12

» Confirm that the needle tip is inside the dilator by fluoroscopy. Then drag the entire
assembly slowly. Prevent any movement ofthe assembly parts relative to each other.
Maintain the previous orientation of the needle pointer.

» Observe the tip of the dilator during the drag for medial (or rightward) movement,
indicating the tip has engaged the fossa ovalis.

5. Puncture the fossa ovalis

* Once the correct location is confirmed, advance the needle across the interatrial septum.

e Under pressure monitoring, entry into the left atrium is confirmed when the pressure
tracing shows a left atrial pressure waveform.

Ifthere is any resistance to needle advancement, re-evaluate the anatomic landmarks.

Caution; if pericardial or aortic entry occurs, do not advance the dilator over the needle. If the

needle has penetrated the pericardium or aorta, it must be withdrawn. Monitor vital signs

closely.

6. Advance the sheath/dilator assembly

* While maintaining a fixed needle position, advance the sheath/dilator assembly over the
needle.
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7. Advance the sheath over the fixed dilator and needle into the left atrium.
Withdraw the needle into the dilator until it isjust inside the tip. Maintain the position of
the dilator across the septum.
With the dilator in a fixed location, advance the sheath over the dilator.

8. Withdraw the needle and the dilator

« Disconnect any attachments to the needle hub
Immediately aspirate blood through the side arm of the sheath after withdrawing the
needle and dila tor slowly at the same time. The blood should be arterial blood.
Under pressure monitoring, the pressure tracing still shows a left atrial pressure
waveform. The sheath is now in place in the left atrium.

9. Advance the catheter
» Insert electrode catheter into the sheath slowly and observe extension length of catheter
by fluoroscopy.

10. Remove the sheath

e After removing the catheter, re-insert the guidewire over the sheath. Then re-insert the
dilator over the guidewire and keep the sheath straight. At last remove the sheath, the
dilator and the guidewire as a whole.

[STERILIZATION]
Pathbuilder~ Transseptal Guiding Introducer has been sterilized by epoxy ethane (ethylene
oxide) before delivery.

[STORAGE & TRANSPORTATION REQUIREMENTS]
The product shall be stored in a shady and cool, dry, clean, and well-ventilated warehouse which
is in natural air circulation environment. In transit, the product shall be protected from heavy
load, direct sunlight and rain or as specified in the ordering contract.

o Ambient Relative air Atmospheric
Situation o
temperature humidity pressure
Transportation -40°C to 55°C 10% to 90% 50kPato 106kPa
Storage 18°C t028°C 10% to 90% SOkPato 106kPa
Working 5°C to 40°C 10% to 80% 70kPa to 106kPa

[PERIOD OF VALIDITY]
The sterilization period of validity is three years under specified storage conditions.

[MANUFACTURING DATA]
See label statement for service life.
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[DISPOSAL]

Dispose the devices according to local environmental requirements.
Environmental Monitoring
Class of hazard for medical wastes by reference to specification of morphological composition

(in accordance with Russian Sanitary Regulations and Standards 2.1.3684-21) Class B

[SYMBOLS DESCRIPTION]

SYMBOL DESCRIPTION

1
DO NOT REUSE
2
@ CONSULT INSTRUCTIONS FOR USE
3. w PROTECT FROM HEAT SOURCE AND RADIATION
SOURCE
4
KEEP DRY
5,
USE BY
0.
LOT BATCH CODE
7
REF CATALOGUE NUMBER
8
STERILEEG  STERILIZED USING ETHYLENE OXIDE
9
@ DO NOT USE IF PACKAGE IS DAMAGED
10. QUANTITY OF PRODUCT CONTAINED 1
&
11.
DATE OF MANUFACTURE
12
i ] MANUFACTURER
13,
. AUTHORISED REPRESENTATIVE IN THE EUROPEAN
H COMMUNITY
14,
I' TEMPERATURE LIMITATION
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[AFTER-SALES SERVICE]
With “providing the medical sector with high quality and efficacy medical products” as its top
operational objective, Shanghai MicroPort EP MedTech Co., Ltd. (hereinafter referred to as
MicroPort EP) guarantees that its products are free of defects in materials or manufacturing
when the clients receive them. For other questions relating to the products, please directly
consult the company.

[SOLEMN STATEMENT]

Shanghai MicroPort EP MedTech Co., Ltd. (hereinafter referred to as MicroPort EP Co.)
expressly states herein that its Pathbuilder Transseptal Guiding Introducer is disposable and
cannot be reused. MicroPort EP Co. will not recommend, indicate and imply in any manner the
reusability of the system, and will not assume the responsibility for any accident or product
damage resulting from reuse.

Pathbuilder Transseptal Guiding Introducer can be connected and used only with the compatible
devices specified herein, and MicroPort EP Co. will not assume the responsibility for damage to
product device, procedure failure and the like resulting from operating mistakes or any other
human factors.

[GENERAL STANDARDS]
Shanghai MicroPort EP MedTech Co., Ltd. declares that PathBuilder transseptal access kit with
Transseptal Guiding Introducer meets the requirements ISO 11070, EN ISO 13485, EN ISO
14971. A complete list of requirements is available upon request.

[MANUFACTURER]
Shanghai MicroPort EP MedTech Co., Ltd.
Address: Building 23&28, Lane 588, Tianxiong Rd., 201318 Shanghai, PEOPLE'S REPUBLIC
OF CHINA
Postcode: 201318
Tel: +86 (21)60969600
Fax: +86 (21)20903925
E-mail: customerservice@everpace.com
Website: www.everpace.com

[Authorized representative IN the European community]
MicroPort Medical B.V.
Address: Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands
Contact person: HH Chang
E-mail: cs@microport-int.com
Tel:+31 (0)20 545 0100-8
Fax: +31(0)205450109

[Authorized representative IN Russian Federation]
Synergy Consulting LLC
Address: Russian Federation, 109548, Moscow, Shosseynaya, 1, bid. 2, suite I, floor 4, office 26
E-mail: Info@svnergyc.ru
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The copyright of this document is owned by Shanghai MicroPort EP MedTech Co., L.
Copying is not allowed without its consent.

A-C6G01-019, Rev.: A, Revision date: 2023-01
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patients.

¢ The "Use By" date on the device package and the sterile packaging should be inspected
prior to use. Do not use the device if past the "Use By" date or the packaging appears
damaged.

¢ Do not alter this device in any way.

¢ Do not use excessive force to advance or withdraw the device when resistance is
encountered.

» Procedures present the potential for significant x-ray exposure, which can result in acute
radiation injury as well as increased risk for somatic and genetic effects, to both patients
and physician due to the x-ray beam intensity and duration of the fluoroscopic imaging.
Procedures should only be performed after adequate attention has been given to the
potential radiation exposure associated with the procedure, and steps taken to minimize
this exposure.

¢ When used, device shall be disposed of as medical waste according local laws and
regulations.

» Only those physicians who are trained in transseptal procedures and catheter delivery
systems should use this device.

¢ If the patient with a history of heparin induced thrombocytopenia (HIT), bivalirudin is a
preferred alternative to heparin for anticoagulation during procedures.

[Packing List]
PathBuilder transseptal access kit, in variants:

1. PathBuilder transseptal access kit with Transseptal needle, composed of:
¢ Transseptal needle PathBuilder 19G(1.10mm) S, length 560 mm — 1pc;
e Stylet— lpc;
¢ Instructions for use

2. PathBuilder transseptal access kit with Transseptal needle, composed of:
1. Transseptal needle PathBuilder 19G(1.10mm) M, length 560 mm - 1pc;
2. Stylet- lpc;
3. Instructions for use
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3. PathBuilder transseptal access kit with Transseptal needle, composed of: u
1. Transseptal needle PathBuilder 18G(1.21mm) M, length 710 mm; 890 mm; 980 rw>
Ipc;
2. Stylet-lpc;

3. Instructions for use

4. PathBuilder transseptal access kit with Transseptal needle, composed of:
1. Transseptal needle PathBuilder 18G(1.21mm) L, length 710 mm; 890 mm; 980 mm-

Ipc;
2. Stylet-lpc;
3. Instructions for use

[Overview]
Pathbuilder Transseptal Needle manufactured by Shanghai MicroPort EP MedTech Co., Ltd. is
indicated for atrial septal puncture when accessing from femoral vein and to build a pathway
from the right atrium to the left atrium together with the transseptal guiding introducer. The
product structure diagram is as shown below:

Stylet Stylet

Pathbuilder Transseptal Needle is consisted of thin section, curved section, main body, pointer
flange, hub and stylet. The pointer flange indicates the curve orientation of the Pathbuilder
Transseptal Needle. The thin section of the Pathbuilder Transseptal Needle fits well with that of
the dilator which fixes the maximum length of the needle into the dilator.

[PRODUCT SPECIFICATION]

Pathbuilder Transseptal Needle can be classified into different specifications based on curve
shape, diameter as well as length.

Pathbuilder Transseptal Needle has two specifications of 18Ga(1.21mm) and 19Ga(1.10mm)
according to its diameter. The Pathbuilder Transseptal Needle of 18Ga(1.21mm) has two curve
shapes of M and L, the effective length of the M curved type includes three specifications:
710mm, 890MLLL and 980mm, the effective length of the L curved type includes three
specifications: 710mm, 890mm and 980mm; the Pathbuilder Transseptal Needle of
19Ga(1.10mm) has two curved types of S and M, the effective length of both is 560mm.
Physicians can make choices based on actual needs.

Table 1: Specification of Pathbuilder Transseptal Needle

Model Curve Length (mm) Diameter (Ga/mm)
TNS56 19 S 560 19/1.10
TNM56 19 M 560 19/1.10
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[INDICATIONS]
Atrial fibrillation

[CONTRAINDICATIONS]
1) Intra-atrial septal patch;
2) Atrial myxoma;
3) Myocardial infarction within the last two weeks;
4) Unstable angina;
5) Cerebral vascular accident (CVA) within the last two weeks;
6) Patients who do not tolerate anticoagulation therapy;
7) Patients with an active infection;
8) Left atrial thrombus which is presence after more than three weeks of anticoagulation

[TARGET GROUP}
18-75 years old adults, men or non-pregnant women

[ Accessories Required for Using Product]

Steerable introducer
PathBuilder PathBuilder Transseptal Needle
Steerable Introducer Model Diameter Length
SIS7185 :
SIM7185 TNM9818
SIL7185 TNL9818 18Ga(1.21mm) 980mm
SIXL7185
SIS6185 TNM8918
SIM6185 TNL$918 18Ga(1.21mm) §90mm
Transseptal guiding introducer
PathBuilder PathBuilder Transseptal Needle
Transseptal Guiding Model Diameter Length
Introducer
TS L0 63 8 TNM7118 18Ga (1.21mm) 710mm
TSL1638 TNL7118 18Ga (1.21mm) 710mm
TS L2 63 8 18Ga (1.21mm) 710mm
TSL3638 18Ga (1.21mm) 710mm
TS14638 18Ga (1.21mm) 710mm
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TS LO63 85
TS LI 63 85
TS L2 63 85
TS L3 63 85
TS L4 63 85
TSLOB818
TSLI 818
TS L2818
TS L3818
TS L4818
TS LO 81 85
TSLI 81 85
TS L2 81 85
TS L3 81 85
TS L4 81 85
TS RO63 8
TSR1638
TS R2 638
TSR3 638
TS R4 638
TS RO 63 85
TS R1 63 85
TS R2 63 85
TS R363 85
TS R4 63 85
TSRO 81 8
TSR1818
TSR2 81 8
TSR3 81 8
TSR4 81 8
TS RO 81 85
TSRI1 81 85
TSR2 81 85
TS R3 81 85
TSR4 81 85

TNM8918
TNL8918

TNM7118
TNL7118

TNM8918
TNL8918

[Risks and Side Effects]
Complications that may occur during use of this device include scratches of endocardium and
vessel wall cause reactions like inflammation or abscess; toxic reaction; complications caused by

vascular puncture (such as pseudoaneurysm,

18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)
18Ga (1.21mm)

arteriovenous fistula,

710mm
710mm
710mm
710mm
710mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
710mm
710mm
710mm
710mm
710mm
710mm
710mm
710mm
710mm
710mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm
890mm

local

hematoma, or

ecchymosis and infection); radiation injury; thrombosis / air embolism; injury to coronary artery;
serious coagulation reactions; pericardial tamponade; cardiac / artery perforation; pericardial
effusion; cerebral embolism / cerebral apoplexy / stroke; thoracotomy to remove foreign body.

[DIRECTIONS FOR USE]

1 Prepare and assemble equipment

Preparing the equipment requires the following items:
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- One transseptal sheath and dilator,

- One matching transseptal needle and a stainless steel stylet,

- One 0.032”(0-81mm), 180cm guidewire with a 3mm”J’4ip,

- Syringes for aspiration and flushing,

- Sterile heparinized saline

Flush the transseptal sheath and dilator with sterile heparinized saline and insert the dilator
fully into the sheath.

Remove the stylet from the needle and flush the needle with sterile heparinized saline. Re-
insert the stylet into the needle and lock it onto the hub.

Insert the needle assembly into the sheath/dilator. Due to the stop feature of the dilator, there
will be a gap between the dilator hub and the needle pointer flange. (See Fig.l. Magnification
is 2.9).

pointer flange

2. Advance sheath/dilator assembly into superior vena cava.

» Introduce the prepared guidewire from femoral vein (right fern oral preferred) to superior
vena cava. Note: 0.032 inch(0.81mm) is the maximum guidewire diameter that can be used
with the transseptal dilator.

* Insert the transseptal sheath/dilator assembly over the guidewire and advance the assembly
into the superior vena cava.

w

. Position the needle/stylet assembly inside the sheath/dilator assembly.
Remove the guidewire from the dilator

Aspirate and then flush the dilator with clean heparinized saline, ensuring that no air enters
the bloodstream.
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Separate the sheath and dilator by withdrawing the dilator by a distance sufk”
accommodate the needle curve. This will facilitate passage of the needle curve throu*
dilator and sheath hubs.

Insert the needle/stylet assembly into the dilator, letting it rotate freely as it advances.

After the needle curve is advanced beyond the hemostasis valve hub of the sheath, reconnect
the sheath and dilator by sliding the sheath back over the dilator slowly.(do not advance the
dilator)

Advance the needle/stylet assembly and confirm that the needle tip is inside the dilator by
fluoroscopy.

After removing the stylet, attach a syringe to the needle hub and aspirate until blood return is
observed. Then discard the syringe.

Fill the syringe and flush the needle with clean heparinized saline, ensuring that the syringe
is attached to the needle hub and no air enters the bloodstream.

4. Engage the fossa ovalis

» Visualize and identify anatomic landmarks. Set the fluoroscopy unit to an appropriate angle,
parallel to the plane of the mitral valve and orthogonal to the plane of the septum. This will
typically be LAO.

* Adjust the needle pointer so that the needle is perpendicular to the fossa ovalis (typically
between 3:00 and 5:00 o’clock, as viewed from the foot end of the patient). (See Fig.2.
Magpnification is 2.9).

Fig. 2

» Confirm that the needle tip is inside the dilator by fluoroscopy. Then drag the entire
assembly slowly. Prevent any movement of the assembly parts relative to each other.
Maintain the previous orientation of the needle pointer.

» Observe the tip of the dilator during the drag for medial (or rightward) movement, indicating
the tip has engaged the fossa ovalis.

5. Puncture the fossa ovalis

» Once the correct location is confirmed, advance the needle across the interatrial septum.

» Under pressure monitoring, entry into the left atrium is confirmed when the pressure tracing
shows a left atrial pressure waveform.

If there is any resistance to needle advancement, re-evaluate the anatomic landmarks.
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~ nnfinHon: if pericardial or aortic entry occurs, do not advance the dilator over the needle. If the
needle has penetrated the pericardium or aorta, it must be withdrawn. Monitor vital signs closely.

6. Advance the sheath/dilator assembly
While maintaining a fixed needle position, advance the sheath/dilator assembly over the
needle.

7. Advance the sheath over the fixed dilator and needle into the left atrium.

Withdraw the needle into the dilator until it is just inside the tip. Maintain the position of the
dilator across the septum.

With the dilator in a fixed location, advance the sheath over the dilator.

8. Withdraw the needle and the dilator

« Disconnect any attachments to the needle hub

e Immediately aspirate blood through the side arm of the sheath after withdrawing the needle
and dilator slowly at the same time. The blood should be arterial blood.

e Under pressure monitoring, the pressure tracing still shows a left atrial pressure waveform.
The sheath is now in place in the left atrium.

9. Advance the catheter

Insert electrode catheter into the sheath slowly and observe extension length of catheter by
fluoroscopy.

10. Remove the sheath

» After removing the catheter, re-insert the guidewire over the sheath. Then re-insert the dilator
over the guidewire and keep the sheath straight. At last remove the sheath, the dilator and the
guidewire as a whole.

[STERILIZATION]
PathBuilder Transseptal Needle has been sterilized by epoxy ethane (ethylene oxide) before
delivery.

[STORAGE & TRANSPORTATION REQUIREMENTS]
The product shall be stored in a shady and cool, dry, clean, and well-ventilated warehouse which
is in natural air circulation environment.

In transit, the product shall be protected from heavy load, direct sunlight and rain or as specified
in the ordering contract.

o Ambient Relative air Atmospheric
Situation -
temperature humidity pressure
Transportation -40°C to 55°C 10% to 90% 50kPato 106kPa
Storage 18°C to 28°C 10% to 90% 50kPato 106kPa
Working 5°C to 40°C 10% to 80% 70kPato 106kPa

Operation conditions: Contact of the device with the internal environment of the body at a
temperature of 32°C - 42°C and a humidity of 100% (contact with blood).
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[MANUFACTURING DATA]
See label statement for service life.

[PERIOD OF VALIDITY]
The sterilization period of validity is three years under specified storage conditions.

[DISPOSAL]

Dispose the devices according to local environmental requirements.
Environmental Monitoring
Class of hazard for medical wastes by reference to specification of morphological composition

(in accordance with Russian Sanitary Regulations and Standards 2.1.3684-21)

[SYMBOLS DESCRIPTION]

SYMBOL
L

(D
2,

©
3 rSN’
4. 1 .I:
5,
6. LOT
7. REF
8 STERILEED

10. &

1. 1~

12.
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AUTHORISED REPRESENTATIVE IN THE EUROPEAN
COMMUNITY

I EC | RE”I

14. TEMPERATURE LIMITATION

[AFTER-SALES SERVICE]
With “providing the medical sector with high quality and efficacy medical products” as its top
operational objective, Shanghai MicroPort EP MedTech Co., Ltd. (hereinafter referred to as
MicroPort EP) guarantees that its products are free of defects in materials or manufacturing
when the clients receive them. For other questions relating to the products, please directly
consult the company.

[SOLEMN STATEMENT]
The potential adverse event listed in the user manual, collected by Shanghai MicroPort EP
MedTech Co., Ltd. (MicroPort EP), is based on the information, data from clinical trials and
markets of China and other countries or regions instead of real condition occurred. The potential
adverse event is taken as the product features sufficiently warned and explained instead of the
defects or potential risks. Subject to the current scientific level and knowledge of MicroPort EP,
the product may have some undetected or unknown potential risks and that cannot be considered
defects or faults of the product.
MicroPort EP will not responsible for any medical cost or direct and indirect loss caused by the
improper usage (including reuse), improper model choice, maloperation or other accident caused
by human, illegal purchase, risks cannot be detected by current technology or potential adverse
event or risks listed in this user manual, regardless of any guarantee, contract, tort or other
regulations the claim is based on.

[GENERAL STANDARDS]

Shanghai MicroPort EP MedTech Co., Ltd. declares that PathBuilder transseptal access kit with
Transseptal Needle meets the requirements ISO 11070, EN ISO 13485, EN ISO 14971. A complete list of

requirements is available upon request.

[MANUFACTURER]
Shanghai MicroPort EP MedTech Co., Ltd.
Address: Building 23&28, Lane 588, Tianxiong Rd., 201318 Shanghai, PEOPLE’S REPUBLIC
OF CHINA
Postcode: 201318
Tel: +86 (21) 60969600
Fax: +86 (21)20903925
E-mail: customerservice@everpace.com
Website: www .everpace.com

[Authorized representative the European community]
MicroPort Medical B.V.
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Address: Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands
Contact person: HH Chang

E-mail: cs@microport-int.com

Tel: +31 (0)20 545 0100-8 Fax: +31(0)205450109

[Authorized representative IN Russian Federation]

Synergy Consulting LLC

Address: Russian Federation, 109548, Moscow, Shosseynaya, 1, bid. 2, suite I, floor 4, office 26
E-mail: Info@svnergyc.ru

The copyright of this document is owned by Shanghai MicroPort EP MedTech Co., Ltd.
Copying is not allowed without its consent.

A-C6H01-018, Rev.: A, Revision date: 2023-01
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Instructions for use

PathBuilder transseptal access kit
with Steerable Introducer

Shanghai MicroPort EP MedTech Co., Ltd.

[WARNING]
Do not reuse this device. The biological materials and foreign bodies attached cannot be
removed thoroughly after use, so any reuse of this product may lead to adverse effect of
patients.
The "Use By" date on the device package and the sterile packaging should be inspected prior
to use. Do not use the device if past the "Use By" date or the packaging appears damaged.
Do not alter this device in any way.
Do not use excessive force to advance or withdraw the device when resistance is
encountered.
Procedures present the potential for significant x-ray exposure, which can result in acute
radiation injury as well as increased risk for somatic and genetic effects, to both patients and
physician due to the x-ray beam intensity and duration of the fluoroscopic imaging.
Procedures should only be performed after adequate attention has been given to the potential
radiation exposure associated with the procedure, and steps taken to minimize this exposure.
When used, device shall be disposed of as medical waste according local laws and
regulations.
Only those physicians who are trained in transseptal procedures and catheter delivery
systems should use this device.
If the patient with a history of heparin induced thrombocytopenia (HIT), bivalirudin is a
preferred alternative to heparin for anticoagulation during procedures.

[Packing List]

PathBuilder transseptal access Kit, in variants

1. PathBuilder transseptal access kit with Steerable Introducer length 710mm, composed

of:

» Steerable Introducer PathBuilder, in variants: effective length 710 mm, curve diameter
20mm; 30mm; 50mm; 65mm- Ipc.;

» Dilator length 950mm - Ipc..

e Guidewire length 180cm, diameter 0.81mm - lIpc.;

» Instructions for use

2. PathBuilder transseptal access kit with Steerable Introducer length 610mm, composed

» Steerable Introducer PathBuilder, in variants: effective length 610 mm, curve diameter
20mm; 30mm - lpc;
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» Dilator length 850mm - Ipc;
e Guidewire length 180cm, diameter 0.81mm Ipc;
e Instructions for use

[Overview]
PathBuilder™ Steerable Introducer manufactured by Shanghai MicroPort EP MedTech Co., Ltd.
is composed of a steerable sheath, a dilator and a guidewire. PathBuilder**” Steerable Introducer
can be inserted into various cardiovascular catheters, including guiding cardiovascular catheters
into the left side of the heart.
The steerable introducer if fitted with a hemostasis valve to minimize blood loss during catheter
introduction and/or exchange. A sideport with three-way stopcock is provided for air or blood
aspiration, fluid infusion, blood sampling and pressure monitoring. A handle equipped with a
rotating collar to deflect the tip clockwise >180° and counter-clockwise >90°. The steerable
introducer features distal vent holes to facilitate aspiration and minimize cavitation and a
radiopaque tip marker to improve fluoroscopic visualization.

[PRODUCT SPECIFICATION]
PathBuilder™ Steerable Introducer can be classified into different specifications based on the
curve as well as effective length.

Table 1: Specification table ofPathbuilder®” Steerable Introducer

Model S1S7185 SIM 7185 SI1L7185 SDCL7185 S1S6185 SIM6185
Curve S M L XL S M
Diameter of curve (mm) 20 30 50 65 20 30
Steerable Total length 92/920 92/920 92/920 92/920 82/820 82/820
sheath (cm/mm)
E ffective
length 71/710 71/710 71/710 71/710 61/610 61/610
(cm/mm)
Outer
diameter 11.5/3.83 11.5/3.83 11.5/3.83 11.5/3.83 11.5/3.83 11.5/3.83
(F/mm)
Inner
diameter 8.5/2.83 8.5/2.83 8.5/2.83 8.5/2.83 8.5/2.83 8.5/2.83
(F/mm)
Dilator Length 95/950 95/950 95/950 95/950 85/850 85/850
(cm/mm)
Distal end Curved Curved Curved Curved Curved Curved

Guidewi Length
urdewire 9 180/1800  180/1800  180/1800  180/1800  180/1800  180/1800
(cm/mm)

Outer
diameter 0.032/0.81 0.032/0.81 0.032/0.81 0.032/0.81 0.032/0.81 0.032/0.81
(inch/mm)

[INDICATIONS FOR USE]
PathBuilder™ Steerable Introducer is indicated for introducing various cardiovascular catheters
from femoral vein into left atrium through the interatrial septum, and when used with
cardiovascular catheters, for assisting catheters in reaching the target site.
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[INDICATIONS]
Atrial fibrillation

[CONTRAINDICATIONS]
1) Intra-atrial septal patch;
2) Atrial myxoma;
3) Myocardial infarction within the last two weeks;
4) Unstable angina;
5) Cerebral vascular accident (CVA) within the last two weeks;
6) Patients who do not tolerate anticoagulation therapy;
7) Patients with an active infection;
8) Left atrial thrombus which is presence after more than three weeks of anticoagulation

[TARGET GROUP]
For 18-75 years old adults, men or non-pregnant women

[Risks and Side Effects]
Complications that may occur during use of this device include, but are not limited to scratches
of endocardium and vessel wall cause reactions like inflammation or abscess; toxic reaction;
complications caused by vascular puncture (such as pseudoaneurysm, arteriovenous fistula, local
hematoma, or ecchymosis and infection); radiation injury; thrombosis / air embolism; injury to
coronary artery; serious coagulation reactions; pericardial tamponade; cardiac / artery
perforation; pericardial effusion; cerebral embolism / cerebral apoplexy / stroke; thoracotomy to
remove foreign body.

[Accessories Required for Using Product]
» Transseptal needle (to be purchased as PathBuilder transseptal access kit with Transseptal

Needle)
PathBuilder Path! Guilder Transseptal Needle
Steerable Introducer Model Diameter Length

SIS7185

SIM7185 TNM9818

SIL7185 TNL9818 18Ga(1.21mm) 980mm

SDCL7185

S1S6185 TNM8918

SIM6185 TNL8918 18Ga(1.21mm) 890mm

Cardiovascular catheter (to be purchased separately)

Ablation or diagnostic catheters (OD: 8F/2.67mm and 8.5F/2.83mm)
Syring (to be purchased separately)

Syrings with 6% (Luer) taper lock fitting

[DIRECTIONS FOR USE]
1. Prepare and assemble equipment
Preparing the equipment requires the following items:
0 One steerable sheath and dilator.
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One matching transseptal needle and a stainless steel stylet,

One 0.032”(0.81mm), 180cm guidewire with a 3mm’T4ip,

Syringes for aspiration and flushing,

Sterile heparinized saline
Flush the steerable sheath and dilator with sterile heparinized saline and insert the dilator
fully into the sheath.
Remove the stylet from the needle and flush the needle with sterile heparinized saline. Re-
insert the stylet into the needle and lock it onto the hub.
Insert the needle assembly into the sheath/dilator. Due to the stop feature of the dilator, there
will be a gap between the dilator hub and the needle pointer flange. (See Fig.l. Magnification
is 2.9).

« Withdraw the needle assembly until the tip of the stylet is just within the tip of the dilator.
Measure the distance from the pointer flange and the dilator hub with length measuring tool.
Record this measurement for use during the procedure. (See Fig.2. Magnification is 2.9).

Caution: it is critical during the procedure to maintain the distance between the pointer flange

and the dilator hub. This ensures that the needle assembly does not extend beyond the dilator tip

until it is deployed for transseptal crossing.
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2. Advance sheath/dilator assembly into superior vena cava.

« Introduce the prepared guidewire from femoral vein (right femoral preferred) to superior
vena cava. Note: 0.032 inch (0.81mm) is the maximum guidewire diameter that can be used
with the transseptal dilator.

» Insert the transseptal sheath/dilator assembly over the guidewire and advance the assembly
into the superior vena cava.

3. Position the needle/stylet assembly inside the sheath/dilator assembly.

« Remove the guidewire from the dilator.

» Agpirate and then flush the dilator with clean heparinized saline, ensuring that no air enters
the bloodstream.

« Separate the sheath and dilator by withdrawing the dilator by a distance sufficient to
accommodate the needle curve. This will facilitate passage of the needle curve through the
dilator and sheath hubs.

» Insert the needle/stylet assembly into the dilator, letting it rotate freely as it advances.

» After the needle curve is advanced beyond the hemostasis valve hub of the sheath, reconnect
the sheath and dilator by sliding the sheath back over the dilator slowly.(do not advance the
dilator)

» Advance the needle/stylet assembly until the distance between pointer flange and hub of the
dilator is slightly larger than d measured in part 1

» After removing the stylet, attach a syringe to the needle hub and aspirate until blood return is
observed. Then discard the syringe.

» Fill the syringe and flush the needle with clean heparinized saline, ensuring that the syringe
is attached to the needle hub and no air enters the bloodstream.

4. Engage the fossa ovalis

* Visualize and identify anatomic landmarks. Set the fluoroscopy unit to an appropriate angle,
parallel to the plane of the mitral valve and orthogonal to the plane ofthe septum. This will
typically be LAO.
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Adjust the needle pointer so that the needle is perpendicular to the fossa ovalis (typico.
between 3:00 and 5:00 o ’clock, as viewed from the foot end of the patient). See Fig.3.

e Confirm that the needle tip is inside the dilator by fluoroscopy and by your previous
measurements. Then drag the entire assembly slowly. Prevent any movement of the assembly
parts relative to each other. Maintain the previous orientation of the needle pointer.

» Observe the tip of the dilator during the drag for medial (or rightward) movement, indicating
the tip has engaged the fossa ovalis.

5. Puncture the fossa ovalis

» Once the correct location is confirmed, advance the needle across the interatrial septum.

» Connect the pressure monitor line with the needle hub. Under pressure monitoring, entry into
the left atrium is confirmed when the pressure tracing shows a left atrial pressure waveform.
Left atrial access can be confirmed under fluoroscopy.

Ifthere is any resistance to needle advancement, re-evaluate the anatomic landmarks.

Caution; if pericardial or aortic entry occurs, do not advance the dilator over the needle. If

the needle has penetrated the pericardium or aorta, it must be withdrawn. Monitor vital

signs closely.

6. Advance the sheath/dilator assembly
* While maintaining a fixed needle position, advance the sheath/dilator assembly over the
needle.

7. Advance the sheath over the fixed dilator and needle into the left atrium.

e Withdraw the needle into the dilator until it isjust inside the tip. Maintain the position of the
dilator across the septum.

« With the dilator in a fixed location, advance the sheath over the dilator.

8. Withdraw the needle and the dilator
» Disconnect any attachments to the needle hub.
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Immediately aspirate blood through the side arm of the sheath after withdrawing the needle
and dilator slowly at the same time. Then flush it with heparinized saline, taking care to
avoid air bubbles.

» The sheath is now in place in the left atrium.

9. Advance the catheter
Insert electrode catheter into the sheath slowly and observe extension length of catheter by
fluoroscopy.
Rotate the knob of sheath handle to assist catheter in reaching the target location.

10. Remove the sheath

» After removing the catheter, re-insert the guidewire over the sheath. Then re-insert the dilator
over the guidewire and keep the sheath straight. At last remove the sheath, the dilator and the
guidewire as a whole.

[STERILIZATION]

Pathbuilder™ Steerable Introducer has been sterilized by epoxy ethane (ethylene oxide) before
delivery.

[STORAGE & TRANSPORTATION REQUIREMENTS]
The product shall be stored in a shady and cool, dry, clean, and well-ventilated warehouse which
is in natural air circulation environment.
In transit, the product shall be protected from heavy load, direct sunlight and rain or as specified
in the ordering contract.

o Ambient Relative air Atmospheric
Situation .
temperature humidity pressure
Transportation -40°C to 55°C 10% to 90% 50kPa to 106kPa
Storage 18°C to 28°C 10% to 90% 50kPa to 106kPa
Working 5°C to 40°C 10% to 80% 70kPa to 106kPa

Operation conditions: Contact of the device with the internal environment of the body at a
temperature of 32°C - 42°C and a humidity of 100% (contact with blood).

[PERIOD OF VALIDITY]
The sterilization period of validity is three years under specified storage conditions.

[MANUFACTURING DATA]
See label statement for service life.

[DISPOSAL]

Dispose the devices according to local environmental requirements.
Environmental Monitoring
Class of hazard for medical wastes by reference to specification of morphological composition

(in accordance with Russian Sanitary Regulations and Standards 2.1.3684-21) Class B
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[SYMBOLS DESCRIPTION]

10.

11.

12.

13.

14.
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[AFTER-SALES SERVICE]
With “providing the medical sector with high quality and efficacy medical products” as its top
operational objective, Shanghai MicroPort EP MedTech Co., Ltd. (hereinafter referred to as
MicroPort EP) guarantees that its products are free of defects in materials or manufacturing
when the clients receive them. For other questions relating to the products, please directly
consult the company.

[SOLEMN STATEMENT]
Shanghai MicroPort EP MedTech Co., Ltd. (hereinafter referred to as MicroPort EP Co.)
expressly states herein that its Pathbuilder™ Steerable Introducer is disposable and cannot be
reused. MicroPort EP Co. will not recommend, indicate and imply in any manner the reusability
of the system, and will not assume the responsibility for any accident or product damage
resulting from reuse. Pathbuilder™ Steerable Introducer can be connected and used only with
the compatible devices specified herein, and MicroPort EP Co. will not assume the responsibility
for damage to product device, procedure failure and the like resulting from operating mistakes or
any other human factors.

[GENERAL STANDARDS]

Shanghai MicroPort EP MedTech Co., Ltd. declares that PathBuilder transseptal access kit with Steerable
Introducer meets the requirements ISO 11070, EN ISO 13485, EN ISO 14971. A complete list of

requirements is available upon request.

[MANUFACTURER]
Shanghai MicroPort EP MedTech Co., Ltd.
Address: Building 23&28, Lane 588, T ianxiong Rd., 201318 Shanghai, PEOPLE’S REPUBLIC
OF CHINA
Postcode: 201318
Tel: 4-86 (21)60969600
Fax: +86 (21)20903925
E-mail: customerservice@everpace.com
Website: www.everpace.com

[Authorized representative IN the European community]
MicroPort Medical B.V.
Address: Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands
Contact person: HH Chang
E-mail: cs@microport-int.com
Tel:+31 (0)20 545 0100-8
Fax: +31(0)205450109

[Authorized representative IN Russian Federation]
Synergy Consulting LLC
Address: Russian Federation, 109548, Moscow, Shosseynaya, 1, bid. 2, suite I, floor 4, office 26
E-mail: Info@svnergvc.ru
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[{Tepeaoo ¢ anznutickozo u KUMACKO20 A361K06 HA PYCCKUT RA36IK]

CBUAETEJILCTBO

[/Tocomun Kumaiickozo Cosema no codeiicmeuio mexcoynapoornou mopzoere (CCPIT)]

KuTaiicknii CoBer e coacicTBUIO MeXAYHapoaHo#t Toproaae ssngerca Kuraiickoii nanaroi
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MEXIYHAPOAHOH TOProBiH




[Ha 6aanke Kumaiickoco cogema no codeicmeuio MexcoynapooHoi mopeoaie u Kumaucrkou
naiamsi veHCOyHapoOHOU mopeoe.iu|

[Caesa no eepmuranu: 01499802]

KuTraiicknii coBet no coaeiicTasuio mexayHapoauoit toprosae (CCPIT)
Kuraiickas naaara mexayHapoaHo# roprosian (CCOIC)

CBHAETEJIBCTBO

[QR-k00]
Ne 233100B0/001525

HACTOSHIUM NMOJATBEPKJIAETCS noaauutocts nevary komnanny «Lllanxaii Maiikpollopr U-ITn
MeaTek Ko.. Jita» (Shanghai MicroPort EP MedTech Co.. Ltd.) Ha npisiaracMbiX HHCTPYKUMAN 110

NPUMEHCHHIO.

[Voocmoesepaiowas newvame Kumatickooo cosema
N0 COOCUCMBUIO MENCOYHAPOOHOU MOP206.e]

KuTaiicknii coBeT no coaeicTBHIO
MeXAyHapoaHO# TOprosJje

[Moanuch, yNoJHOMOYEHHOTrO Hua:  /nodnucs/
Yxcoy [Mundanb

JlaTa: 09 ¢eBpans 2023 r.

[Ha npowuere dokymenma peavegpras yoocmosepaowas newamos Kumauickozo cosema no
COOCUCMBUIO MENCOYHAPOOHOU MOP20ene]

JlaHHOE CBHAETENLCTBO MOXHO MPOBEPHTH Ha caiite: hitp://www.rzccpit.com/validate.html
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[[leyats koMnanun «Lllauxait MaiikpoIlopr H-ITn
MenTex Ko., JIta.»]
«llanxai Maiixpollopt U-I1lu MeaTex Ko., JIta.»

[eHepanbHblii ARPEKTOP
Cyns, H I0u /noanucy/

Hara: 6 despans 2023 r.

Hucrpywnsn no npaMeHeHHIo
AR MEAHIMHCKOTO H3EMHS
«Hab6op naa TpanccenTanabhoro aoctyna PathBuilder, B Bapnanrax Henossnenns»
Odnuuansublit nponssoautens: «lllanxat MatixpoIlopt K-ITn MenTek Ko., JIta.», crpoenue
23 u 28, Jleiin 588, Tauncion Poya, 201318 1llauxait, Kutalickas Haposnas PecnyGiuka

(Shanghai MicroPort EP MedTech Co., Ltd., Building 23&28, Lane 588, Tianxiong Rd.,
201318 Shanghai, People’s Republic of China)
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HHCTPYKLHA 1O MPHMEHEHHIO

o HaG6op ans TpanccenTanbHoro gocryna PathBuilder
¢ HANPABASIOIAM UHTPOABIOCEPOM

«lllanxalt Mafixponopt H-IIn MeaTex Ko., JIra.»
(Shanghai MicroPort EP MedTech Co., Ltd.)

[HPEJIYHPE)K}IEHHH]

3anpeuiaeTcs HOBTOPHO MCMOAL30BATL fAaHHOEe M3fienue. Buonormueckue marepuanel M
WHOPOAHBIC YAaCTHIILI, OCTaBliMecs Ha M3JCTMM [ocne TNPHUMEHEHHA, HE MOryTr OnTh
NOJHOCTHIO YAQleHbl, MO3TOMY MO0OE NMOBTOPHOE HCNOML3OBAHHE MONKET NPHBECTH K
HEXe/IaTe/BHBIM NOCIEACTBUAM JUIN NAIHEHTA.

Ilepen ucnons3oBaHHeM HeobGXoAMMO NMPOBEPHTH YKa3aHHLIH HA YNAKOBKE CPOK MOXHOCTH
u3genns («Mcnonp3oBarh A0»), 8 TAKKE UCJTOCTHOCTh CTEPAIBHON YITAKOBKH. JanpeimacTcs
HCNONB30BATHL H3ACNHE C HCTEKINHM CPOKOM FOXHOCTH MITH C NOBPEXKIECHHON YIIakoBKO#H.
3anpelnaeTca BHOCUTH Kakue-a1ubo HIMEHEHUS B M3ACITHE.

IlpA BO3HMKHOBCHHH COMPOTHBRICHHA NIPH MPOABMXEHHH UM MIBICHCHHH H3JICTHA He
cleayeT NPHIaraTh Ype3MEpHOE YCHIIHE.

IMpoueaypsl CONPOBOXAAIOTCA 3HAYHTEIBHOR BEPOATHOCTLIO PaJMAllMOHHOTO 00NyucHHA,
KOTOPO€ MOXET NPHBECTH K OCTPOMY JIYYEBOMY NOPAXEHHIO, 8 TAKKE K NOBBINCHHOMY
PHCKY COMATHYECKHMX M TeHeTHdecKHX Mp(eKkToB Kak Ans MauMeHTOB, Tak U AA Bpauei,
M3-33  MHTCHCHBHOCTH  PCHITCHOBCKOr0  U3IYYeHMA U NPOAOIKHTEALHOCTH
peEHTreHOoCKONHIecKoM Busyanusauuu. Ilpouexypsl ZOMKHLI BBRINOMHATHECH TONBLKO IPH
yCIOBUY Hajlexalllero yyera CBI3aHHOrO ¢ HUMH NOTEHUHANLHOTO OOIYYEHHS U IPUHATHA
Mep WM €r0 MHHHMH3AIHA.

[Mocne ucNONb30BAHUA HIACAHE NOMICKHT YTHIH3AUAH KAaK MEAMLHMHCKHE OTXOABI B
COOTBETCTBHH ¢ MCCTHBIM 3aKOHOJATEILCTBOM.

Ucnonn3oBaTh AiaHHOE H3ACANE PA3pEIliCHO TONBKO BpayaM, NMpouieAlMM obydeHue mo
NPOBEACHHIO TPAHCCENTANLHAIX MPOLEAYP H paboTe C CHCTEMAMH AOCTABKH KaTeTepa.

YV nanWeHToB ¢ TrenapdH-MHAYUMpoBaHHOH TpomGonmronenueit (HIT) B anamuese
OupanupynMH  4BAfeTCE  NPEANOYTHTENLHOH — albTEpHATHBOA  remapuHy QA
AHTHKOATYJISIMOHHOM TEpanuy BO BpeMs NPOLeTy LI

[KoMAaexT DOCTABKH]
HaGop aas TpanccentTasbrore aoctyna PathBuilder, B sBapHaHTax HCOOJMHEHHR

1. Habop ana Tpauccentansuoro gocryna PathBuilder ¢ nanpasisiomam AHTPOABIOCEPOM
nanHo# 630mMMm, B cocTane:
1. Hanpasastowmit urrpoasiocep PathBuilder, B BapyaHTax HCHONHEHHA: ANAMET]
8F(2,67mm); 8.5F(2,83mmM), mna: 630 mM; xoudurypauus uzruba: LO; L1; L2; L3: L4;
RO; R1; R2; R3; R4 — lmr.;
2. Jlunarartop, B BApMaHTAX HCTIONHCHHUA: ANMKHA: 670MM — 1mT.;
3. Ilposoauuk, amunoit 180cM, anamerpom 0,8 1MM — 1.
4, TpanccentanbHas uria PathBuilder 18G(1.21mm), BapuanTh ucnonHenus: M, L, anvua
710 MM — 1T, (MpU HEOOXOOMMOCTH);
5. Cruner — lwt. (Ipn HeOOXOANMOCTH);
6. HHCTpyKUMA NO NPUMEHEHHIO
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2. Ha6op anm Tpanccentanbioro gocryna PathBuilder ¢ nanpasasiomam nuTpoasiocepom
anunoii 810Mm, B cocTane:
1. Hanpasnmowmii uutpoasiocep PathBuilder, B BapuanTax HCIONHEeHNA: THAMETP

8F(2,67mm); 8.5F(2,83mm), nnunta: 810 mm; xondurypanmus uirn6a: LO; L1; L2; L3; L4;
RO; R1; R2; R3; R4 - lur.;

2. Hunaratop, B BApHAHTaX MCTIOMHEHHA: JHA: 850MM — 1T ;

Iposoaunk, anuHo# 180cM, amamerpom 0,8 1mMm — 1iT.;

4. Tpanccentansbhas urna PathBuilder 18G(1.21Mm) BapnaHTH McnonHeHua: M, L, uuHa
890 MM — 1T, (NpH HEOGXOAKMOCTH);

5. Cruner -~ lwr. (MpH HEOOXOAUMOCTH);

6. HHCTpyKuMs no NpUMEHEHHMIO.

W
.

[Obmee onncaune]

TpanccenTanbHbli Hanpasnsiomuli  unTpoAbiocep Pathbuilder™ npoussoncrsa «lllanxait
Maiixponopr H-Ilu MeaTex Ko., Jita.» npeanasHadeH juis BBSACHHA B KaMephl cepAua
PA3IMUYHLIX  CEPAECYHO-COCY/MCTHIX  KaTeTepoB WIS AaibHeliero - mpoBeJeHHS
IMMEKTPOPUIHONOTHYCCKHUX nponeayp. B 3aBMcHMOCTH OT Pa3IMYHBIX MPOBOAMMBIX TNPOLIECAYP
JANg BBEACHUA 3NEKTPOPHUIHONOTHYECKHX KAaTETEpOB B pasHbiE YacTH KaMep cepaua MoOryT
CO3aBATHCA PA3NIHYHbIE KAHAIKI.

TpanccentansHsii Hanpasasioum’i uuTpombiocep Pathbuilder' ™ umeer B cocrase unTpoabIOCED,
IunaTatop M npoBognuk. Ha KoHuUMKe HHTpOAbIOCEPa HAXOAMTCA PEHTTEHOKOHTpacTHas
NOJIOCKA, TMO3BOJISIOMAA NMOCTOAHHO OTC/IEXKHBATH TONOXKEHHe Karerepa. Ha mATpoamiocepe
NpeAyCMOTPEHB! KIanaHbl RNA MOAAepXaHHa reMocTasa NpH 3aMeHe Juiararopa/Karerepa;
60KOBO# OPT OCHALIEH TPEXXOHNOBHIM 3AITOPHEIM KPAHOM AN aCHHPAUMH, HHPY3HK KHAKOCTA,
3afopa KpoBH H MOHMTOpMHIra jgaBneHus. Ocobas ¢opMa BHYTpPEHHEro MpoCBeTa aMJIATaTOpa
NO3BOJIAET OFPAHWYHBATEL BLIXOA MIJIb HA €r0 JHCTANBHOM KOHYHKE.

[CHELHPHKAIINHN U3AEJINA]
B 3asucuMocTH OT M3ruba, AMamerpa, a Takke MIMHBI KOpIyca TpPaHCCENTATbHBIR

Hanpaensiomuii uHTpoabiocep Pathbuilder’™ nogpainendercs Ha pazTHUHbie cneUMQUKALMM.
Jna obGo3Hauenns AuaMmeTpa TpyOKM paaoM ¢ GOKOBLIM TMOPTOM HHTPOABIOCEpA HAHOCHTCH
pa3sHYHas UBETOBAR KOAUPOBKA.

B 3aBECHMOCTH OT €ro JHaMeTpa TPaHCCeNTaIBHBIH HanpaBiouuit naTpoabtocep Pathbuilder™
MOXHO NOApAa3AeNMTh Ha ABA BapuaHTa cnenuduxanmii: 8F (2,67 mm) u 8,5F (2,83 Mm), uro
ofo3nauaeTca ¢ noMotnpio Genoli HH cuHelt 1BeTOBOM KOAUPOBKA paaAoM ¢ GOKOBBIM NOPTOM
(Cm. Puc.1,2);. Kaxnas cneumdukaiis B cOOTBETCTBHE ¢ dopmoil H3ruba BKmMOYaET JECATDH
moaeneit LO, L1, L2, L3, L4, RO, R1, R2, R3 u R4. JIna kaxnolt Moaenu npeaycMOTPEHBI ABA
BapuanTa JuMHB: 63 cM u 81 cM. Bpauy moxer caenate BbGOp, HCX0AR U3 (AKTHYECKHX

notpeSnocTeii.
Tabmuua 1: Tabauua cnenudpuxannii TPAHCCENTAALHOI0 HANPABIMIONEr 0 RHTPoOAbIOCEPA
Pathbuilder™
Hurpoasiocep Amnararop Tponoasink
Paauye Uperonas Buewnnii

Moaens [H3rnb nzruba JAnuua meTp Jnuns | Aucrannubiéi Manua
() [P R erman) (Fraam) |(eomm) | womunic | (ewmn) | SR

TSLO638| LO 25 63/630 | 8/2,67 | 67/670 | C warnbom 180/1800 | 0,032/0,81
TSL1638| LI 25 Beamit | 63/630| 8/2,67 | 67/670 | C warubom 180/1800 | 0,032/0,81
TS12638 L2 25 63/630 | 8/2,67 | 67/670 | C mrnGom 180/1800 | 0,032/0,81
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Mogaenb

TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
TS
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L3 63 8
L4 63 8
LO 63 85
L1 63 85
L2 63 85
L3 63 85
L4 63 85
LO 81 8
L1 81 8
L2 81 8
L3 81 8
L4 81 8
LO 81 85
LI 81 85
L2 81 85
L3 81 85
L4 81 85
RO 63 8
R1 63 8
R2 63 8
R3 63 8
R4 63 8
RO 63 85
R1 63 85
R2 63 85
R3 63 85
R4 63 85
RO 81 8
R1 81 8
R2 818
R3 81 8
R4 81 8
RO 81 85
R1 81 85
R2 81 85
R3 81 85
R4 81 85

Pagunyc
MN3rn6 mnsrmba
(Mm)
L3 25
L4 25
LO 25
L! 25
L2 25
L3 25
L4 25
LO 25
L1 25
L2 25
L3 25
L4 25
LO 25
L1 25
L2 25
L3 25
L4 25
RO 25
R1 25
R2 25
R3 25
R4 25
RO 25
R] 25
R2 25
R3 25
R4 25
RO 25
R1 25
R2 25
R3 25
R4 25
RO 25
R1 25
R2 25
R3 25
R4 25

LiBeToBas

KOAMPOBKa

CuHnmn

Benbliii

CuHu

Benbii

CuHuit

Benbliii

CuHUM’

MHTpoablocep

AwvnaTtaTtop

OnunHa Ouametp [OnnHa

(cm/mmMm]

63/630
63/630
63/630
63/630
63/630
63/630
63/630
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810
63/630
63/630
63/630
63/630
63/630
63/630
63/630
63/630
63/630
63/630
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810
81/810

(r/mm)

8/2,67
8/2,67
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83
8/2,67
8/2,67
8/2,67
8/2,67
8/2,67
8,5/2,83
8,56/2,83
8,5/2,83
8,56/2,83
8,56/2,83
8/2,67
8/2,67
8/2,67
8/2,67
8/2,67
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83
8/2,67
8/2,67
8/2,67
8/2,67
8/2,67
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83
8,5/2,83

(cm/mm)

67/670
67/670
67/670
67/670
67/670
67/670
67/670
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850
67/670
67/670
67/670
67/670
67/670
67/670
67/670
67/670
67/670
67/670
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850
85/850

AvcTanbHbl A
KOHUYMK

C n3rnéom
C usrnéom
C usrnéom
C uarnéom
C usrnéom
C naruéom
C usruéom
C usrubom
C usruéom
C usrnéom
C usruéom
C usruéom
C usrueom
C usruéom
C usru6om
C usruéom
C uzrnéom
Mpsamoii
Mpsamoii
Mpsamoii
Mpsamoii
Mpamoii
Mpamoii
Mpsamoii
Mpamoii
Mpsamoii
Mpamoii
Mpamoii
Mpamon
Mpamoii
Mpamoii
Mpamon
Mpsmoi
Mpsamoii
Mpsamoii
Mpsmoi
Mpawvon

MpoBOoAHUK

AnvHa
(cm/mm)

180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
18071800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
180/1800
18071800
180/1800
18071800
180/1800
18071800
180/1800
180/1800
180/1800
180/1800
18071800
180/1800
180/1800
18071800
180/1800

BHeWHUNR
avameTp
(groim/mm)
0,032/0,81
0,032/0.81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0.81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0.032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81
0,032/0,81

Puc. 1 benas usetoBas Kogmposka ana 8P(2.67mMM) paLoM ¢ 60KOBbIM MOPTOM



Fig. 2: CuHada uBeToBasa koanposka 414 8.5F(2.83mm) pagom ¢ 60KOBLIM NOPTOM

[LENEBOE HA3BHAYEHUWE!

Hab6opsbl 4na TpaHccenTanbHoro goctyna PathBuilder npegHa3HayveHbl 415 BBEAEHUSA Pa3INUHbIX
Cepfle4yHO-COCYANCTbIX KaTeTepoB U3 OGeApeHHON BeHbl B /leBOE Npejcephue  yepes
MeXnpeacepAHYH0 NeperopoAky v npu UCMonb3oBaHUM C CepLeyvyHO-CoCyAMUCTbIMU KaTeTepamu
415 NOMOLLM KaTeTepaM B LOCTVUXKEHUMN LeNeBOro yyacTka.

[MOKA3AHWA K MPUMEHEHWIO]
dunbpunnauunsa npeacepani

[MPOTMBOMOKA3AHNA]

1) 3akpbITblli NOCKYTOM e eKT MexXnpeacepaHol Neperopoaku;

2) [lpepacepaHas MUKCOMA,;

3) WHpapKT Mrokapfa B TeYeHMe NpeALecTBYOWNX ABYX HefeNb;

4) HectabunbHaa cTeHOKapAuS;

5) OcTpoe HapylweHne Mo03rosoro KposoobpauweHns (OHMK) B TeyeHue npefLllecTBYHOLWNX
LOBYX Hefenb;

6) MauneHTbl C HENEPEHOCUMOCTbIO aHTUKOArysALMOHHON Tepanuu;

7) MayueHTbl C aKTUBHON MH(EKLMEN;

8) Tpom6 neBoro npegcepaus, KOTOPbIA NPUCYTCTBYeT NO NpPOLECTBUM 6onee Tpex Henenb
aHTUKoarynauum.

[LENEBAA nMonynayunal
B3pocnble nayneHTe B Bo3pacTe 0T 18 A0 75 neT, MY>XUMHbI U HEGEPEMEHHbIE XXEHLLUHBI.

[PcKu 1 noboyHble adhheKTbl]

OCNOXHEHNA, KOTOPble MOTYT BO3HUKHYTb NPW WCMONb30BAaHUMW 3TOr0 M3AENWsA, BKAOYAKOT
MOBPEXAEHMNA 3HAO0KapAa U CTEHOK COCY/ 0B, Bbl3blBatoLLMe TaKNe peacymmn, Kak BocnaneHne nam
abcuecc; TOKCMYECKME peakuMn; OCNOXHEHWS, Bbi3BaHHble MNYyHKUMeW cocyfa (Takume Kak
ncesfoaHeBpM3Ma, apTePUOBEHO3HAA (PUCTyNa, MecTHas remMaToma WA 3KXMMO3 U UHBDeKLNA);
ny4yeBoe MnopaxeHune; TPOM603/BO3AYLIHYIO 3MO0MMIO; MOBPEXAEeHWE KOPOHApHOW apTepuu;
cepbe3Hble peakuuy CO CTOPOHbI CBEPTHLIBAEMOCTU KPOBW; TaMMoHaZy MNOMOCTU MNepukapaa;
nepgopauunio  cepaua/apTepun; nNepuKapauvanbHblii  BbINOT;  UepebpanbHyd  am6onuto/
LepebpanbHYt0 anonneKCUO/MHCYNbT; TOPaKOTOMUIO ANS yAaNeHUs MHOPOAHOrO Tena.
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[H3nenns Heobxoammbie 138 HCMOAL3IOBAHNN]

e TpanccenTanbHas WA (MOCTaBIAETCA B KOMIUIEKTE NPpH HEOOX0AMMOCTH Wi
MpHOOpeTacTCs Kak KOMIICKT JUIA TpaHccemranbHoro roctyna PathBuilder ¢

TpaHccenTaIbHOH uriok)
Tpanccenranthbil Ranpasagionmil HHTpoaLIOCEp TpanccenTanLHAs WA Pathbuilder' ™
Pathbuilder™ Moaens KannbGp/anamerp Anuna
TS LO63 8 18 G (1,21 mm) 710 MM
TS LI 638 18 G (1,21 MM) 710 Mm
TSL2638 18 G (1,21 Mmm) 710 MM
TS L3 63 8 18 G (1,21 Mm) 710 MM
TS L4638 TNM7118 18G (1,21 mm) 710 MM
TS LO 63 85 TNL7118 18 G (1,21 M) 710 MM
TS L1 63 85 18 G (1,21 MM) 710 MM
TS L2 63 85 18G (1,21 mm) 710 MM
TS L3 63 85 18 G (1,21 mm) 710 Mm
TS L4 63 85 18 G (1,21 Mm) 710 mm
TSLO8! 8 18 G (1,21 mm) 890 MM
TSL1818 18 G (1,21 mm) 890 mm
TSL2818 18 G (1,21 mm) 890 MM
TSL3818 18 G (1,21 Mm) 890 MM
TS L4818 TNM8918 18 G (1,21 mm) 890 MM
TS L0 81 85 TNL8918 18 G (1,21 mm) 890 mm
TS L1 8185 18 G (1,21 Mm) 890 Mm
TS L2 81 85 18 G (1,21 Mm) 890 MM
TS L3 8185 18 G (1,2) MM) 890 MM
TS L4 81 85 18 G (1,21 Mm) 890 Mm
TSR0O63 8 18 G (1,21 Mm) 710 Mm
TSR1638 18 G (1,21 mmM) 710 Mm
TS R263 8 18 G (1,21 mm) 710 MM
TSR363 8 18 G (1,21 Mm) 710 MM
TSR4638 TNM7118 18 G (1,21 Mm) 710 mm
TS RO 63 85 TNL7118 18 G (1,21 Mm) 710 MM
TS R1 63 85 18 G (1,21 mm) 710 mM
TS R2 63 85 18 G (1,21 mm) 710 MM
TS R3 63 85 18 G (1,21 mM) 710 MM
TS R4 63 85 18 G (1,21 mm) 710 mMm
TS RO 81 8 18G (1,21 mm) 890 mm
TSRI 818 18 G (1,21 Mm) 890 MM
TSR2818 18 G (1,21 mm) 890 mm
TSR3 818 18 G (1,21 mm) 890 MM
TSR4 818 TNMB918 1€ G (1,21 Mm) 890 mm
TS RO 81 85 TNLESI18 18 G (1,21 Mm) 890 mm
TS R1 81 85 18 G (1,21 Mm) 890 mm
TS R2 81 85 18 G (1,21 MM) 890 mm
TS R3 81 85 18 G (1,21 Mm) 890 MM
TS R4 81 85 18 G (1,21 mm) 890 Mm

e Cepueuno-cocyancThili KaTeTep (DPHOOPETAIOTCA OTACABHO)

AGNAIMOHHBIE WIM AHATHOCTHYECKHE KaTeTepsl (BHeiuuit uamerp: 7F/2,33 mm u 8F/2,67 mm).

o [linpuy (npuobperaoTcs OTACNBHO)

Lnpuues ¢ 6% KOHUMECKUM (JIO3POBCKHM) HAKOHCTHHKOM.

[MHCTPYKIIHHA MO IIPUMEHEHHIO]

1. MoaroToexa H c6opka ycrpoiicTaa

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Tpebyerca NOAroTOBKA CJICAYIOIIETO HHBCHTAPA:

e OnaMH TPaHCCENTANBHLIA AHTPOABIOCESP U ANJIATATOD;
Oxna coBMecTHMas TPaHCCENTANbHAA MIJIa M OAUH CTHUIET H3 HepikaseloweH cranm;

o Opun npoBoaHrK auamerpom 0,032"(0,81 mm), mausuoht 180 cm, ¢ J-obpasHeM
KOHYMKOM 3 MM;

o lllnpuum Ans acnupaliy W MPOMBIBAHKA,

o CrepwIbHBI renapHEU3MPOBaHHbIR PHA3NONIOTRYECCKUH pPacTBOp.

¢ TIpoMEITH TPAHCCENTANbHBIH HHTPOABIOCED u AHNATATOP CTEPHIBHBIM
renapyHH3MPOBAHHLIM QH3HONIOTHYECKHM PAacTBOPOM H MONHOCTLIO BCTABUTHL AWIIATATOP B

BHTPOABIOCED.
e MHssneur cTHIET H3 MMM M [OPOMBITE HIY CTEPHIBHBEIM TeNapAHUIMPOBAHHEIM
$pu3HONOrHYECKHM PacTBOpOM. BeraBuTh cTHRET 06pAaTHO B UITY U 3adHUKCHPOBATH €ro Ha
paspeme.
¢ Bcrasuth Hray B cO0Ope BHYTpb HHTPOABIOCEpA/ muiataTopa. Mexily pasbeMOM QHIATATOPA U
yKasaTenbHBIM (aaHneM Hrabl Gyfer npucyTcTBOBaThH 3a3op, obpasytoumiica us-3a
CTOMOPHOTO JIeMEHTa B KOHCTpYKIMK awiararopa. {(CM. PucyHok 1 ¢ ysenuyenueMm B 2,9

pa3a).

yYKa3aTeIbHbl daanen

palbeM JH1aTatops —
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Pucynok 1

¢ Brumarusats urny B c6ope, moKa KOHUHK CTWICTA HE OK&XETCA HEMOCPEACTBCHHO BHYTPH
KOHYMKA JMIaTaropa.

2. IpoaemxeHHe HHTPOALIOCEPA/ARAATATOPA B cGope B BEPXHIOI MOTYIO BEHY.
e Bpectd NOAroTORIEHHLHT NPOBOAHHK 0T OenpeHHON BeH®I (NMPEANOYTUTENHHO NpPABOH
GeapeHHoH BeHbI) MO HaUpaBleHHIO K BepxHe#t nonoll sene. [Ipameyanue: MakcuManbHbiH

ITHAMETP MIPOBOAHHUKA, KOTOPHIH MOXET HCIIONb30BaThCH ¢ TPAHCCENITANIBHEIM JHMATATOPOM
cocrasngert 0,032 mofima (0,81 Mm).

e VYCTaHOBHTH TPAHCCENTANbHBIN HHTPOALIOCEP/AMNATATOP B cOOpe Ha NPOBOAHHK H IIPOBECTH
c6OpKY B BEpXHIOIO NNOJNYIO BEHY.

3. PasMemexHe HrABLY/CTHACTA B cGope BHYTPH HHTPOALIOCEPRA/AHAATATOPA B chope.

¢ CHATHL NPOBOJHUK C NUIATATOPA.
o IIpoBecTH acnupanmio, a 3aTeM NMPOMBLIBAHHE HUIATATOPA YHCTHIM reNapHHH3HPOBAHHBIM
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(UIMONOrHMECKHM PACTROPOM, HE [ONycKad NMonaJaHHe BO3AyXa B KPOBOTOK.

o Pa3tneAuHHTh HHTPOABIOCEp W JRWUNATATOp, OTBEAA JHIIATATOP HA3aj] Ha pacCTOAHHE,
COOTBETCTBYIOLEE H3rNOY MLl 3T0 OGNETHHT NPOXOKACHHE HIrHGA MITIHI Yepe3 pasbheMbl
AHNATATOPA H HHTPOABIOCEPA.

e BcraBuths uray/ctuner B cbope 8 AMnaraTtop Tak, 4ToObl ofecneyuTs MX cBoGoAHOE
BpaUICHHUE NPH NPOABHKEHHH.

o [locne npoxoxaeHHa u3rnGOM HIIbl pa3beMa NeMOCTATHYCCKOro KjianaHa MHTpoAblocepa
NIOBTOPHO COCAHHHTH HHTPOALIOCEP H JAW/IATATOD, MEIUICHHO CIBMTas HHTPOABIOCEp 00paTHO
NOBEpX AUnaTaTopa (MpH 3T0 He NPOJBUTaTL AUIATATOP).

e [Ipogeurars urny/cruser 8 cGope 1 ¢ NOMOIBIO PEHTTEHOCKONHH YOSAUTHCA, YTO KOHYHK
UIJIB HAXOAMTCA BHYTPH AHAATATOpA.

e [locne ylancHHA CTHICTA NPHKPENNTD IINPHI K PA3bEMY HIAIbl ¥ BEINOMHATL aCUPALAIO AC
TeX Nop, Noxa He OyaeT HaOMOAATECA BO3BPAT KPOBH. 3aTeM CHATEL LINPHIL,

¢ HanonHuTs WNpHI M MPOMBLITH MIMY YUCTHIM FENAPHHH3MPOBAHHBIM (PU3HONOTHYCCKHM
PacTBOPOM, YOCIHBIMKCDH, YTO WNPHL COSAHHCH C Pa3heMOM HITIH H BO3NYX HE NONAAJeT B
KPOBOTOK.

4. [locTRXeHHe OBANLHOH IMKH

o BusyanusupoBath W HICHTHOHUHPOBATH AHATOMUYECKHE OPHUEHTHpPHl.. YCTaHOBHTH
PEHTTEHOCKOIHYECKHI anmapar noj COOTBETCTBYIOUWMM YIJIOM, NApaIeNbHO ILTOCKOCTH
MHTPAJIBHOIO KJallaHa M NEPHEHAMKYISPHO NIAOCKOCTH neperopofku. O6LiuHO 3T0 nesad
nepenHas xocas npoexuus (LAO).

e OTperynHpoBaTh ykasaTeJbHbiM ¢naHel Mriabl Tak, 4ToObl Hrna ObuUta nHepneHaUKYNApHa
oBanbLHOMK AMke (06LMHO B HanpasneHun Mexay 3:00 u 5:00 wacamu Ha BoOGpaXkacMOM
yacoBoM UuepOiare, ecu cMOTpeTh OT HOT nauuenta). (Cm. PucyHok 2 ¢ yBennueHueM B

2,9 pa3a). 2

6
Pucysox 2

e C NOMOWIBIO PEHTTEHOCKONMHH YOSAMTHCA B TOM, YTO KOHYHK MI/IkI HAXOAMTCA BHYTPH
JunataTopa. 3aTeM MEIJIEHHO MPOABHHYTH Belo c6opky. KomnoxenTnl B chope He AOMKHMLI
JBHraTLCA APYr OTHOCHTEJIbHO Apyra. HeobxoauMo yAepXHBATh MCXOAHOE HAllpaBicHHE
yKa3aTeNbHOTO (nanua Kbl

¢ KoHTponupoBaTh MONOXKEHHE KOHYAKA JMIIATATOpA BO BpeMd MepeMellleHHS Ha MpeaMer
CMEIHEHHS K EHTPY (MITH BIIPABO), YTO YKA3bIBAET HA KOHTAKT KOHYHKA C OBAIBHON AMKOIA,

5. IIynxknus oBAALHOH AMKH
e YOeaMBIIHCh B OPABWILHOCTH IOJOXCHMA, TMPOBECTH MIAy Yepe3 MEXNpeAcCepArylo
NeperopoaKy.
e [Ipy MOHHTOpPHHTE AABICHHA BXOA B IEBOE NpeAcepue NOATBEPKAAETCH NPH NOABICHHY HA
rpapuKe AaBICHHS KPUBOH NEBONPEACEPAHONO NABNCHHA.
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[lpn HaNHYHU CONPOTHBICHHA NPOABHXCHHIO HIMbHl HeoOXOAMMO NOBTOPHO ONEHHTDH
AHATOMHYCCKHE OPACHTHPBI.

Bunmanmne: ecaR NPOoH30MI0 NPOHHKHOBEHHE B NEPHKApPA HJAH A0OPTY, 3anpeimaercn
NPOABHIaATh AWIATATOD NOBEPX Briabl. Ecim uraa npoHHKia B nEepHKapA HIH aopTy, €¢
neobxoaqumo u3Bjeub. Heolxoaum  THATENBHBIT  MOHMTOPHHIr  mokazaTenedl
AHIRCACHTCABHOCTA,

6. IlpoapuxeHHe HHTPOALIOCEPA/ARIATATOPA B cOope
o VYaepxupas (PHUKCHPOBAHHOE NOJOKCHHE HIJIH, NPOABHHYTH HHTPORBIOCEP/IHIATATOP B
cbope noBepxX HIbL

7. IlpoaBHXeHHe HHTPOALIOCEPA 10 3APHKCHPOBAHHOMY AURATATOPY B MIJE B JeBoe

npeacepane

e BrarMBarTk HrNy B AWNATATOpP, NOKA OHA HE OKaXeTcd BHYTpH KoHuHka. Heobxoaumo
COXPaHATD MOJ0XKECHHE IIIATATOPA OTHOCHTENIBHO NEPErOPOAKH.

o VYpaepxupas AunaTaTop B (QUKCHPOBAHHOM NONOKCHHM, NOJBUHYTH HHTPOABLIOCEP MO
JUNATATOPY.

8. Hipaewenne Hribl H ARIATATOPA

e OTCOECAUHHUTH BCE KPEIUICHNS K PaTheMy HITIH.

e [Ilocne MEANCHHOrO OAHOBPEMEHHOTO H3BACYCHMA WIJI M JWJIATATOPA HEMELIEHHO
acnMMpHpoOBaTh KpOBb 4uepes Ookopodi mopT uHTpoabiocepa. KpoBe ZJomkHa OmITh
apTepuanbHOi.

e IIpx MOHMTOpMHre JaRneHus Ha rpaduke mo-npexHeMy oToOpaXkaeTcs KpuBas
nesonpeAcepaHoro aasicHus. MuTpoapiocep ceityac HaXOAKTCA B NEBOM MpeACEpAUH.

9. IlpoaBmaxenHe KaTeTepa
e MemIeHHO BBECTH SMEKTPOAHLIR KaTeTep B HHTPOABIOCED H MPOBEPHTE JUTHHY NPOTKEHHSA
KaTeTepa ¢ NOMOLIBLIO PEHTTCHOCKOTIHH.

10. Yaanenne HUTPOABLIOCEPa

e Tlocne yaaneHua katerepa HeoGX0AUMO NOBTOPHO YCTAHOBHTD MPOBOAHHK HA HHTPOABIOCEP.
3areM MOBTOPHO YCTAHOBHTH AMATATOP HA MPOBOAHHK M YACPKHBATH MHTPOABIOCEDP B
npaMoM nosnoxeHnu. [MocneAHHM ITanoM BMeECTe YyAQIHTeE KHTPOABLIOCEP, AWIATATOP M
NPOBOAHKK.

[CTEPHJIH3ALIUA] -
flepes mocTaBkoit TpaHccenTanbHbif HampaBnsouMit HHTpoabtocep Pathbuilder’™ npowsen
CTEPHIH3ALMIO ITHACHOKCHAOM.

[TPEBOBAHHUA K XPAHEHHIO H TPARCIIOPTHPOBKE]

Uznenue cneayer XpaHMTh B 3aTCHEHHOM H MOPOXJAAgHOM, CYXOM, 4YHCTOM H XOpOLlIO
BEHTHNUPYEMOM CKJIALCKOM TIOMEIICHHH ¢ ECTECTBSHHON LMpKynauueii Bo3ayxa.

Bo BpeMs TPaHCMOPTHPOBKH H3NENHE JOIKHO OBITh 3AIMIIEHO OT CHILHBIX HArpy30K, NpPAMbIX
COTHEYHLIX Jydel H /I0KAA, HNH €ro MEPEBO3Ka JOMKHA OCYUIECTBIATECA B COOTBETCTBHH C
YCNOBHSIMH KOHTPAKTa Ha NOCTABKY.
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Temueparypa OTtHocurenbuas
Catyanus oxpyxalomel BJIAXKHOCTD ATMocgepHoe
AapleHHe
cpean BOIAYIR
TpaHcnopTHpOBKa -40°C no 55°C 10% no 90% 50 xI1a ao 106 xI1a
XpaHnenne 18°C no 28°C 10% no 90% 50 xI1a zo 106 klla
Yenosna paboTsl 5°C no 40°C 10% no 80% 70 xI1a no 106 klla

YenoBus 3kcrutyaranuy: KOHTaxkT u3aenus ¢ BHyTpeHHEH cpeoiil opranuiMa npx teMnepatype
32°C - 42°C u Bnaxsoctd 100% (KOHTaKT C KPOBbIO).

[CPOK TOAHOCTH]
CpoK BanuOHOCTH CTEPHAN3AIAM COCTABIAET TPH roJa NPH COOMOACHAM YKa3aHHBIX YCJIOBHH
XpaHEeHH4.

[AHOOPMALIHMA 11O H3IrOTOBJIEHHIO)
Cpox cnyx6bl yKa3aH Ha 3THKETKE.

[YTuanzanus]
VTHIH3RPOBATh M3ACIMA CNREAYET B COOTBETCTBHM € MCCTHHIMH TpeOOBaHMAMH 1O OXpaHE
OKpy*atowweH cpeabl.

MoHRTOpHHI OKpYXaomell cpeabl

Knacc onacHOCTH IUIA MEIMUMHCKHX OTXOZOB COINIACHO crneuumkaunu Mopdogorndeckoro
cocTaBa (B COOTBETCTBAH ¢ POCCHICKHMH CaHMTapHBIMY MpaBMNaMi M HopMaMH 2.1.3684-21):
Knacc b

[PACILIM®POBKA CHMBOJIOB]
1. HE UCTIOJIb30BATD ITOBTOPHO

2, COBMIOJATh HHCTPYKLIHIO ITO ITPUMEHEHHUIO

3. '.’Zf\‘ BEPEUYb OT UCTOYHHKOB TEIUTA U U3JTYYEHHA
4, BEPEUb OT BJIAIH

5. UCIIONb30BATh 10

6. |LOT| xoanartum
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7. |REF| HOMEP IO KATAJIOTY

8. muE CTEPHJIU30OBAHO C ITOMOILBIO 3TUNEHOKCH/TA

9. HE UCTIONB3OBATS INPU NMOBPEXIEHHON YIIAKOBKE
10. 1 KOJIMYECTBO U3JIEJIUI B YIIAKOBKE: 1
11 JATA ITPOU3IBOACTBA

12 J INPOU3BOAUTEIIb

13 m YTNIOJIHOMOYEHHbIN NPEACTABUTEJIb B EBPOITEHCKOM
COOBILECTBE

14. OI'PAHUYEHHA 110 TEMIIEPATYPE

[MOCIAENMPOAAXKHOE OBCJIYXHBAHHUE]

CornacHo 3asBneHHOM oOCHOBHON  omepaTMBHON LEMM  KOMNAHHH  «IPEROCTABUTH
BBICOKOKAYECCTBECHHEIC H 3¢¢emnnue MCAHOWHCKHE H3ACIHA INA MCANLHWHCKOIO CCKTOpa»,
«Wlanxaii Matikpollopr H-ITu MeaTek Ko., JIta.» (zanee «Maiikpollopr U-Iln») rapantupyer,
YTO U3/l ee MPOH3BOACTRA HE UMEIOT Ae(eKTOB MaTEPHAIOB UK N3TOTOBNCHHA HA MOMEHT HX
nonydyeHHs 3axasuukamu. [lo apyrM BompocaM, CBA3aHHBIM C H3AENuAMH, oOpamalitecs
HENOCPECTBEHHO B KOMINAHHIO,

[OOULMAJILHOE 3ASIBJIEHHE)

B nactosieM AokyMeHTe Komnanua «[llanxait Maiixponopr U-ITu MexTex Ko., JIta.», (rasee
— «Maiikponopr U-Iln») B npamoii ¢opme 3aspnser, 4T0 NpOH3BOAMMBIA €10 HaGop ¢
TPAHCCENTaNbHBIM HANpaBIAlomWUM HHTpoAbiocepoM Pathbuilder npeanasnaven Tombko ans
OJIHOKPATHONO MPUMEHECHUS B HE MOXET OHTH HCMoNb30BaH NoBTOpHO. «Matixponopt U-TTu» ne
PEKOMEHIYET, HE MPENYCMATPHBAET M HE MPEANOAracT BOIMOXKHOCTb ITOBTOPHOrO NPHMEHEHHS
yCTpolicTBa H HE HeCeT OTBETCTBEHHOCTH 3a Kakne-THOO BBI3BAHHBIC TOBTOPHBIM PUMEHEHHEM
MPOHCLIECTBHA WIH NOBPEKACHNA H3JCTHA.

TpauccenTaNbHei# HanpaBnmiowait  uutTpoabiocep Pathbuilder wMoxno coemmnate u
HCIMOJB30BATEL TOJNBKO C COBMECTHMBIMH YCTPOUCTBAMH, YKa3aHHBLIMH B HACTOSIIEM AOKYMEHTE,
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npu 3toM «Maiikponiopr H-Ilu» #He HeceT OTBETCTBEHHOCTH 3a MOBPEXKACHHA YyCTpOicTBa,
NPOLEAYPHBIE HEYAAYH M APYTHE NPOUCINECTBUA, Bbi3BaHHbIC OLIMOKAMM SKCIUIyaTalMM WIIH
molBIMH APYTHMH HeoBeUeCKIMH (PakTOpaMu.

[OBIIME CTAHAAPTHI)

«1llanxati Maiixponopt U-Ilu MeanTex Ko., Jita.» (Shanghai MicroPort EP MedTech Co., Ltd.).
3aasiseT uTo Haaeaue «Habop ana TpanccentansHoro aoctyna PathBuilder

¢ HANPaBIAIOUWHM HHTPOABIOCCPOM» COOTBETCTBYET TpeboBauam cranaapros 1SO 11070, EN
ISO 13485, EN 1SO 14971. INonusiit cnucok TpeGoBaHMii NPEIOCTABIACTCA MO 3ANPOCY.

[MPOU3IBOAHUTEJIb)

«1llanxait Maiixpollopr Y-I1u MeaTek Ko., JIta.»

Aapec: crpoeHne 23 u 28, Jlelin 588, Tamscion Poya, 201318 Illauxaii, KUTAUCKAS
HAPOJHAS PECTTYBJIMKA

(Building 23&28, Lane 588, Tianxiong Rd., 201318 Shanghai, PEOPLE’S REPUBLIC OF
CHINA)

HouroBmit uHACKC: 201318

Tenedon: +86 (21) 38954600

Ddaxc: +86 (21) 20903925

E-mail: customerservice@microport.com

BeGcaiiT: www.microport.com

[Vnoanomouennniii npeacrasurens B EC)

«Maiikpollopr Meaukan B.B.»

(MicroPort Medical B.V.)

Anpec: [Macx&penser 25, 1105BP Amcrepaam, Hugepnanau
(Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands)
Konraxktaoe muno: X.X. YUxan

E-mail: cs@microport-int.com

Tenedon: +31 (0)20 545 0100-8

®daxce: +31(0)205450109

[ Ynoanomouennsiit npeacrasurens B Poceuiickoil ®eaepamun)
000 «Cunepmiu KoHcanTaHr»
Aapec: 109548, r. Mockea, ya. Llocceitnad, aom 1, kopnyc 2, noMemensue I, srax 4, kabuner 26

E-mail: Info@synergyc.ru

ABTOpPCKNe NPaBa HA AaHALIH oxyMenT npaaasiekar «lllanxaii Malikponopr H-Iln
MeaTex Ko., JiTa.» Konunponanse 6e3 paspemenus 3anpeieHo.

A-C6G01-019, Pen.: A, gata peaakumy: aHsaps 2023 r.
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HHCTpyKius 10 IPUMEHEHHIO

Habop aan Tpanccentansuoro aoctyna PathBuilder

¢ Tpanccenrannnoii wraod

«lllanxait Maitxponopr H-IIn MeaTex Ko., JITa.»
(Shanghai MicroPort EP MedTech Co., Ltd.)

[NPEAYIIPEXIEHHE]

3anpemaercs NOBTOPHO MCNONL30BaTh AaHHOE H3ZenHe. Buonornueckwe MarepHannl H
HHOPOJHbIE YacTHIbl, OCTABIOMECK Ha H3ACHHM NOCIEe APHMEHCHHSA, HE MOryT OhITh
MONHOCTHIO YAANCHb, NMO3TOMY M000e MOBTOPHOE MHCNONL30BAHHE MOXKET NPHUBECTH K
HEXENATENBHLIM NOCACACTBHAM JUTA NAIIHEHTA.

[Tepen ucnonb3oBanHeM HEOOXOOWMO NMPOBEPHTH YKA3AHHBINH HA YNMAKOBKE CPOK NOJHOCTH
nagenun («McnoneaoBars A0»), 2 TAKXKE OEJOCTHOCTE CTCPHILHON YNAaKOBKH. 3anpemaeTcs
MCMONB30BATE W3ENIHE C HCTEKLIHM CPOKOM FOAHOCTH HJIH ¢ NOBPSKACHHOMR ynakoBKo#.
3anpelnaeTcs BHOCHTH KakHe-TH00 H3IMEHEHUA B H3ACIHE.

[Ipu BOIHMKHOBEHHWHM CONMPOTHBJICHUA TPH NPOABHXXKCHHMM WJIH M3BICHCHHUU H3JC/IUA HE
CeyeT NPHAAraTh Ype3MEpHOE YCHITHE.

Iponeaypsl CONPOBONAAIOTCA 3HAYHTENLHON BEPOATHOCTBLIO PANMALHOHHOTO OOMydYeHHS,
KOTOpPOE€ MOXKET MPHUBECTH K OCTPOMY JIyHMeBOMY MOPaXCHHIO, 4 TAKXKe K TOBBINECHHOMY
PHCKY COMATHYECKHX M NeHETHYCCKHX 2P PCKTOB KaK Ui HAUHCHTOB, TaK ¥ AT BpaycH, H3-
33 HHTEHCHBHOCTH PCHITCHOBCKOIO H3NYYEeRUs H IPOJOIDKMTENLHOCTH
PEeHTreHoCKONHIecKoH BH3yammsauuu. Ilpoueaypsl AOMKHH BRMOMHATHECA TOMLKO MpH
YCIOBHH HAUICHKAILErO y4eTa CBA3AHHOrO C HHMH NOTEHIHMANLHOTrO 00NyYeHns i NPUAKTHA
Mep AJA €10 MHHHMH3AINH,

TMocne WCNONBL3IOBAHHMA H3ZC/THE MOMANCKHMT YTHAH3IAUMM KAaK MEAHIMHCKHE OTXOAbLI B
COOTBETCTBHM C MECTHBLIM 3aKOHOJATENBCTBOM.

Ucnonb30BaTh HAHHOE H3ACNHE PaspemicHO TONBKO BpavaM, fpoleniuuM obydenHne no
MPOBEAECHHUIO TPAHCCENTANLHBIX NpoleAyp B paboTe ¢ CHCTEMaMH JOCTaBKU KaTeTepa.

Y nauHeHTOB ¢ renapuH-HHAYUHpoBaHHOM TtpoMGouutonenueit (HIT) B anamnuese
OMBATHpYOMH  ABJISNCTCH  NpeANOYTATEAbHON  aNTbTEPHATHBON  TemapHHy A
AHTHKOATYJALHOHHOH TCpanui BO BPEMA NPOLEAYPHL.

[Komnaext nocrasku)
HaGop ans TpanccenTaabHoro Aoctyna PathBuilder, B BapHaHTAX HCDOIHEHHS:

1. HaGop anst TpanccenvambHoro zocryna PathBuilder ¢ TpasccenTaabHol uriaoi
19G(1,10Mm) S, B cocTase:

1. Tpauccenransaas nrina PathBuilder 19G(1,10MM) S, anuna 560 MM — L.
2. Cruner — 1.
3. HHCcTpyKumA MO 3KCIUTYATaly
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2. HaGop ans vpanccemraastoro aocryna PathBuilder ¢ tpancecentannuoli nraoit
19G(1,10MMm) M, B cocTane:

1. TpaHnccenransHas urna PathBuilder 19G(1,10mMMm) M, anuna 560 MM — 1iT.

2. Crunert — lwir.

3. HHcTpyKuHs 1o KCInyaTaluuy

3. HaGop ana TpanccenraabHore gocryna PathBuilder ¢ TpanccenTaanHoit uraol
18G(1.21Mmm) M, B cocTabe:

1. Tpauccentanshan urna PathBuilder 18G(1.21mM) M, anuna 710 mm; 890 Mm; 980 mm —
lmr.
2. Cruner ~ luwr.

3. HHCTpYKUMS 1O NPAMEHEHHUIO

4. HaGop ana TpanccenTaabnoro gocryna PathBuilder ¢ rpanceentambroi urioi
18G(1.21mM) L, B cocTaBe:
1. Tpauccenranpaas urna PathBuilder 18G(1.21mm) L., anuna 710 Mmm; 890 Mm; 980 mm —
L.
2. Cruner — lmr.

3. HHcTpykKuus no NPpHMEHCHHIO

[O6mee onucanne)

Tpasccenranbhas uraa PathbuilderTM npomssonctsa «lllanxait Matikpomopr U-ITu MeaTek
Ko., Jita.» mpH HCNOAb30BAHHM C TPAHCCENTANbHRIM HANPABIAIOIIKM HHTPOALIOCEPOM
npeaHasHayucHa LA CO3NAHUA KaHala W3 NpaBoOro B JICBOE NpEACEpAHE Yepe3 MYHKUMIO
npeacepanoii neperopoiku. CxeMaTHuecKoe #306pakeHue yCTpoiicTsa peACTaBIeHO HHXKeE.

Craner Crvner

Pasbem Yxazarensumii gnasenn  OcHosHON Kopyc HaorwyTtoiii cerMmeHT  TOHKHA cermenT

TpaHccenTaneHas uria Pathbuilder™ udMeeT 8 cocTaBe TOHKHH CErMEHT, H3OTHYTbIA CEIMEHT,
OCHOBHO# KOPIYC, yKazaTelbHeli QaHell, paybeM M CTUNET. YKasaTenbHelii Gaanen no3ponser
OmpenesHTsL HanpaBaeHue ni3ruba TpaHccenTansHol urast Pathbuilder™. Tonkuit cermMeHT Urib!
XOPOUIO COBMECTHM € AHJIATATOPOM, YTO MO3BOSET HHKCHPOBATh MAKCUMAILHYIO JUIMHY MIIIbI
B AW1aTaTope.
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[CNELTHO®NKALIHH W3JEIHA)

B 3aBuCHMOCTH OT u3ruba, nMaMeTpa, a TaK¥ke JUIMHEHI TpaHCcenTanbHad uraa PathbuilderTM
noapasAENseTCA wHa pavimudbie  cneuuduxaumn. B zaBAcuMocTH oT ee  kanuGpa
TpaHccentansayio urny Pathbuilder™ moxHo noapasaemmTs Ha Ase cneundukauuu: 18G (1,21
mMM) B 19 G (1,10 mm). Ina TpanccenTanbhoit urast Pathbuilder™ xanubpom 18 G (1,21 mMm)
npexycMoTpeHsl ase gopmel uarunba M u L. Lin dopmel m3rnb6a M BO3MOXKHE TpH BapHauTa
cneundukauun ana 3dbexrnsroii anuabr: 710 MM, 890 MM 1 980 MM. [Jlns dopmbr u3ruba L
BO3MOXHE TPH BapHaHTa cneuudpuxauun ana 3ddexrusHol ammHsl: 710 MM, 890 MM u 980 mm.
Jdna TpanccentambHON Hram Pathbuilder™ xamibpom 19 G (1,10 MM) npeaycMoTpeHE aBe
¢opmul u3rnda S 1 M. DddexTaBHa MHA B 000HX caydasx cocTapageT S60 MM. Bpau Moxer
cAenaTh BHOOp, HCXOAR H3 PaKTHYCCKHX NOTPeOHOCTEH,

Tabnana 1: Cnenaguxaunn TpasccenTaabioil aras Pathbuilder

Mogaens Hsrub Jnnua (Mm) Jinamerp (xanubp/mm)
TN S 56 19 S 360 19/1.10
TNM 5619 M 560 19/1.10
TNM7118 M 710 18/1.21
TNM 8918 M 890 18/1.21
TNM98 18 M 980 18/1.21
TNL7118 L 710 18/1.21
TNL9818 L 980 18/1.21
TNL8918 L 890 18/1.21
(LEJEBOE HA3HAYEHHE]

Ha6opst ia TpalccenTansHore gocryna PathBuilder npeanasnadeHsl 1ns BBACHNA PAsIAUHBIX
CEPACUHO-COCYAMCTBIX KaTeTepoB W3 OeapeHHONM BeHn B Jesoe MpeacepaAHe uepes
MEXTIPEACEPAHYIO [IEPEropoAKy M NPH UCHONLIOBAHHH C CEPACUHO-COCYAHCTHIME KaTeTepamH
AAR NOMOIUM KATETCPAM B JOCTHXCHAM LIENIEBOTO YHACTKA.

[MOKA3AHHA]
OuEpunsaLua mpeacepau

[(MPOTHUBONOKA3AHUA)

1) 3axpriThiif NocKYTOM AepeKT MEKNpeaCepaAHOH NEPEropoaAKH;

2) TlpencepaHas MHKCOMa;

3) UndapkT MHOKapaa B TEYEHHE MPSALISCTBYIOWMX ABYX HeAENb,

4) Hecrabunpnast cTeHORapAKA;

5) Octpoe napymenne Mosrosoro kposooGpamenua (OHMK) B TeucHHe npemuecTBYIOUMX
ABYX HEACHTE;

6) TMauueHTHI ¢ HENEPEHOCHMOCTHIO AHTHKOAT YJIALIHOHHOM Teparku;

7) TMaumeHTsl ¢ aKkTEBHON HHpEKUMEi;

8) Tpom6 nemoro npeacepans, KOTOpHUE apHCYTCTBYET mocne Gosee 4eM Tpex Hexenb
AHTHKOAT YA HH.

[MEJEBAS NONYJIALMA]

B3pocnbie natueHTe B Bo3pacTe oT 18 10 75 ntet, MyXIHHB H HeOepEeMEHHBIE JKEHIHHBIL.
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[N3penna HeobxoaMMbIe ANSE UCMO/b30BaHNS]

YnpaBnsiemblit UHTpoAbOCCP

Ynpasnsemblit TpaHccenTanbHasa urna Pathbuilder
NHTpOAblOCEP
Pathbuilder Mogent Anametp Annva
SIS7185
SIM7185 TNM98I8
SIL7185 TNL9818 18Ga(1.2IMM) 980MM
SIXL7185
S1S6185 TNM8918
SIM6185 TNL8918 18Ca(1.21mm) 890MM

TpaHccenTanbnblii HaNPaBAAOLWMIA HHrpoablocep

TpaHccenTasbHbIN TpaHccenTanbnas urna Pat ibuilder
HanpaBASAoLW Ui
MHTpoOAbOCEpP Mogenb OnameTtp OnnHa
Pathbuilder
TS L0638 TNM7118 18Ga(1.2IMM) 710mm
TS L1638 TNL7118 18Ga (1.21mm) 710mm
TS L2 63 8 18Ga(1.21mm) 710mm
TS L3638 18Ga (1 ,21mm) 710mm
TS L4 63 8 18Ga (1 .21mm) 710mm
TS LO63 85 18Ga (1.21mm) 710mm
TSLI 63 85 18Ga (1.21mm) 710mm
TS L2 63 85 18Ga (1.21mm) 710mm
TS L3 63 85 18Ga(1.21mm) 710mm
TS L4 63 85 18Ga(1.21mm) 710mm
TS LO 81 8 TNM8918 18Ga (1 .21mm) 890mm
TSLI 818 TNL8918 18Ga(1.21mm) 890mm
TS L2 81 8 18Ga (1.21mm) 890mm
TS L3 81 8 18Ga (1.21mm) 890mm
TS L4818 18Ga(1.2IMM) 890mm
TS LO 81 85 18Ga (1.21mm) 890mm
TSLI 81 85 18Ga (1.21mm) 890mm
TS L2 81 85 18Ga (1.21mm) 890mm
TS L3 81 85 18Ga (1.21mm) 890mm
TS L4 81 85 18Ga (1.21mm) 890mm
TS RO 63 8 TNM7118 18Ga (1.21mm) 710mm
TS R1 63 8 TNL7118 18Ga (1.21mm) 710mm
TS R2 63 8 18Ga(1.21mm) 710mm
TS R3 63 8 18Ga(1.21mm) 710mm
I SR4638 18Ga (1.21mm) 710mm
TS RO 63 85 18Ga (1.21mm) 710mm
TS R1 63 85 18Ga(1.2IMM) 710mm
TS R2 63 85 18Ga(1.2IMM) 710mm
TS R3 63 85 18Ga (1.21mm) 710mm
TS R4 63 85 18Ga (1.21mm) 710mm
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TS RO 81 8 TNM8918 18Ga (1.21mm) 890Mm
TS R1 818 TNL8918 18Ga (1.21MM) 890MM
TS R2 81 8 18Ga (1.21MM) 890MM
TSR3 81 8 18Ga (1.21mmM) 890mM
TSR4 818 18Ga (1.21MmM) 890MM
TS RO 81 85 18Ga (1.21MM) 890MM
TS R1 81 85 18Ga (1.21MM) 890mM
TS R2 81 85 18Ga (1.21MM) 890MM
TS R3 81 85 18Ga (1.21MM) 890mmM
TS R4 81 85 18Ga (1.21mm) 890mm
[ Pucxu n noGoanoe >ddextni)

OCNOXHCHHSA, KOTOpPhIE MOTYT BO3HMKHYTh NPH MCIOAL30BAHMM 3TOrO H3JENMA, BKIOYAIOT
NOBPEXKACHUA HAOKApAa M CTEHOK COCYAOB, BHI3LIBAIONIME TAKHE PEaKlMH, KaK BOCIAICHHE
MM aBclece; TOKCHYECKHE PeakiMH; OCNOXHEHMS, BbI3BAHHBIE NYHKLHeNH cocyaa (Takue Kak
NCEBA0AHEBPH3MA, aPTEPHOBEHO3HAA GHCTYNA, MECTHAd TeMaToMa HIH 9KXHMO3 M MHbeKuua);
Ay4eBoe mopaxeHne; TpoMGo3/Bo3AynIHY0 3MOOMHIO; NOBPEXIACHHE KOpPOHapHOH apTepHu;
CEepbe3HbIE PEaKIMH CO CTOPOHBI CBEPTHBAEMOCTH KPOBM; TAMIIOHAZY MOJNOCTH IEpHUKapaa;
neppopauMio  cepANa/apTepHH; [EPHKApAMANbHEI BeNOT; iepeGparbHyio  3mGonmio/
nepeSpanbHyIo ANOIIEKCUIO/HHCYIIBT; TOPAKOTOMMIO UL YAAJCHHA HHOPOAHOTO TeNa..

[MHCTPYKILIHA N0 MPHMEHEHHIO]

1. TNoaroroska u cGopka ycTpoiicTs
TpeOyeTcsa NOArOTOBKA CEAYIOLWIETO HHBCHTAPA:
— Onun ynpaBnaeMsbiii HHTPOALIOCEP ¥ AUNATATOP,
— Opna COBMECTRMas TPAHCCEIITAIEHAA HIIA M CTHIIET U3 HepXKaBeloLel cTanu,
— Opuu nposoanmx muamerpom 0,032" (0,81 mm), amuuofi 180 cM, ¢ J-ofpasHemM
KOHUYMKOM 3 MM,
~ LInpuue! 218 acCIHPanHH ¥ TPOMBIBAHHA,
— Crepunsuuiii renapuHU3HpOBaHHbIH Pu3HONOrHYecKuit pacTBop.

s [IpomuiTs TpaHccenTanbRbid HMHTPOABIOCED H AHAATATOD CTCPUIbHBIM
renapuHH3UPOBAHHRIM (PHIHONOTHYECKHM PACTBOPOM H ITOJIHOCTRIO BCTABHTH AHNATATOD B
HHTPOABIOCED.

e H3pneup CTHNET M3 MMV M [POMBITD HITY CTEPUILHEIM TeNapHHH3HPOBAHHBIM
$u3HONOrHYECKUM pacTBOpoM. BeTaBuTs crinietT o6paTHO B uray B 3adEKCHPOBATH €ro Ha
pasbeMe.

e Bcrasuth By B c6ope BHYTph HHTpOIAbIOCEpA/ IHIATATOPA. MeXay paiseMoM Annararopa
H yKkasaTenbHeIM (uaHueM Hrabl GyaeT NPHCYTCTBOBATH 3a30p, obpasylomuiica H3-3a
CTOTIOPHOTO JJIEMEHTa B KOHCTPYKHuH aunaratopa. (Cm. Pucynok 1 ¢ ysenuyenuem B 2,9

paza).
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2.

Pucynok 1

Botrarusars ROy B c60pe 10 TEX NMOP, MOKA KOHYMK CTHICTA HE OKAXKETCA HEMOCPEACTBCHHO
BHYTPH KOHYHKaA AWIATATOpA.

[poasmwikenne HATPOALIOCEPA/ARJIATATOPA B cOope B BEPXHIOIO NOAY IO BEHY.

BBecTH NOArOTORNCHHHI MPOBOAHMK OT OeApeHHOH BeHB! (NPEANOYTHTENLHO NpPaBOi
Oenpennoft BeHbl) 10 HANPABREHHIO K BEpXHEH noaoil Bere. [Ipumeyanne: MakCHMaIbHbIH
JHaMETp MPOBOAHNKA, KOTOPbI MOXET HCMONL30BATECA ¢ TPAHCCENTANBHBEIM JHAATATOPOM
coctapiser 0,032 moiima (0,81 mm).

YCTaHOBUTh MHTPOARIOCED/ANNATATOp B cOOpe Ha NMPOBOAHHK H MPOBECTH €r0 B BEPXHIOIO

NONYIO BEHY.

3. Pazmemenne RIVIbY/CTHACTA B clope BHYTPH HHTPOALIOCEPR/AHIATATOPS B cbope.

CHSTB NPOBOAHMK C AUNATATOPA.

IpoBecTH acnMpanHio, a 3aTeM NMPOMBIBAHHE AHJATATOPA YHCTHIM IeNapMHH3HPOBAHHBIM
$H3MONOrHYECKHM PacTBOPOM, He Jomyckas NnonajiaHue Bo3AyXa B KPOBOTOK.

Pa3beMHHTL HHTPOALIOCEP ¥ JHJIATATOp, OTBEAA AMNATATOP HAa3ajJl Ha pAacCTOAHHE,
COOTBETCTBYIOMIEE HArHOY ALl DTO O6NErYHT NPoXoKAEHHE H3rHGa HIIb Yepes pasbeMbl
JAWJaTaTopa H HHTPOABIOCEpa.

Berasuth urny/cruner B cGope B manaratop Tak, uToObl ofecnedntes HX cBoGOAHOE
BpallieHHe NPH NPOABHKEHHH.

Iocne npoxoxAenns U3riGOM MBI PA3bhEMa TEMOCTATHYECKOTO KNAllaHa HHTpOALIOCEpa
MOBTOPHO COSAHHHTL HHTPOABIOCEP H JMIIATATOP, MEUIEHHO CABHTAA UHTPOALIOCEP 0OpaTHO
noBepX AWIATATOPA (NP 3TOM HE NPOABHraThL AHNATATOP)

TTpoapurate UOTy/cTHiET B cOOpe H C MOMOILIO PEHTTCHOCKONMH YOEIUTHCA, YTO KOHUHK
HITbl HAXOANTCA BHYTPH JIMNATaTOpA.

INocne yaaneHHs CTHAETA NPHKPENNTD MNPHIL K pa3beMy HIVIN H BHTONHATL aCIHPALHIO 10
Tex nop, noxa He Gyaet Habnonarsca BOIBPaT KPOBH. 3aTeM CHATH MIMPHLL.
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o HanonHurts WNpHMIl M TIPOMBITH MFIY YHCTHIM IeNapHHH3HPOBAHHBIM (UIHONOTHMECKHM
pacTBOpOM, YOSAHBIUIMCE, YTO LINPHI] COEAHHEH C PA3heMOM MBI H BO3AYX HE NONajacT B
KPOBOTOK.

4. JocTHoxeHHE OBAJIbHOMH SMKR

¢ BusyanuzupoBaThb M HACHTHQHUUPOBATL AHATOMHYESCKHE OPHEHTHPH. YCTaHOBMTH
PEHTTeHOCKONHYECKHI{ annapar Nnoj COOTBETCTBYIOLIMM YTJIOM, MAPAUIENLHO TIOCKOCTH
MHTPAIbHOrO KJIAlaHa H NMEPNCHARKY/MPHO IIOCKOCTH neperoponkn. O6bvHO 3TO seBas
nepexHas kocas npoekuus (LAO).

e OrperymupoBaTh yKazaTenbHblll ¢ianeu Mrau Tak, 4robsl Mriaa 6pna nEpneHAMKYJISpHa
OBATLHOK sMKe (00bIaHO B HanparneHMM Mexay 3:00 m 5:00 yacamu Ha BoOOpaxxaecMoM
qacoBoM nudepbnare, ecnu cMOTpeTh OT HOT nauuenTa). {Cm. PHcyHOK 2 ¢ yBennueHHeM B

2,9 pasza).

12

6
PucyHok 2

e C NOMOIBIO PEHITEHOCKOIHH YOCAMTBCH B TOM, YTO KOHYMK HI/IEI HAXOAMTCA BHYTpU
AMnaTatopa. 3areM MEUICHHO MPOABHHYTH Beio cOGopky. Komnonentsl B cbope He RO/MKHBI
ABMIATLCA APYT OTHOCHTENbLHO Apyra. HeoOxoauMo yAepKHBaTh MCXOAHOE HAINpPaBICHHE
yKa3aTeNbHOro Qanua urisl.

o KonTponupopaTe NOJOXKEHHEe KOHYMKA AWIATATOPa BO BpeMsl MEpeMELICHHA HA NpeaMeT
CMeELLIEHNA K LIEHTPY (MMM BIIPaBO), YTO YKA3LIBAET Ha KOHTAKT KOHYHAKA ¢ OBAJILHOH AMKOH.

5. IlyHkauas 0BaJILHOH AMKH

e VOeAMBUINCH B NPABWIGHOCTH MOJOXCHMA, IIPOBECTH HIJY Y€pe3 MEXNpPeACEepAHYIO
TIeperopoaxy.

e [lpu MOHHTOpHHTE JABJICHHA BXO/ B JIEBOE MpeJcepAue NOATBEPKAACTCA NPH MOARIECHHN Ha
rpaduke JaBJICHHA KPHBOil JICBOMPEACEPAHOTO NABNIECHHUA,

[Ipd HanWuMH CONPOTMBAEHHA TPOABHXKEHHIO HIJIN HEODXOIMMO [OBTOPHO OLICHHTH
aHATOMHAYECKNE OPREHTHPHL

Buamansie: eCIX NPOH3OLUIO NPOHUKHOBEHHE B NEPHKApA HMAM a0pTy, 3anpeinaercs
NpPOABUTaTh AMNATATOP NoBepX HIMLL ECHH MCiIa NpOHHKNA B NEpPHKApA MM aopTy, ce
HCOOX0aMMO H3BNICYb. HeobxoanM TILATETLHbIH MOHHUTOPUHT nokalareneit
KH3IHENCATENILHOCTH.

6. lpoaBmkcHUE HHTPOALIOCEPA/IHIATATOPA B cOope
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¢ VYaepxkupat (PUKCHPOBAHHOE NOJNOKEHHE MITIbl, MPOABMHYTH MHTPOABIOCEP/AMNATATOP B
c6ope moBepX Uikl

7. NpoABIKeHEe HATPOABIOCEPR NOBEPX 3APUKCHPOBAHHOTO JUAATATOPA W HIVILI B JIeBOE

npeacepane.

¢ DBraruBare MMy B AWIATATOP, NIOKA OHA He OKaXeTcAd BHYTpM KoHuuka. Heofxoaumo
COXPAaHATD ITOJIOKECHHE JMITATATOPA OTHOCHTENIBHO IEPETOPOAKH.

e VYiep:xuBad AMIATATOP B (HKCHUPOBAHHOM NONOXCHHHM, NOABHHYTH MHTPOABIOCEP MO
ARAATATOPY.

8. M3B/1ev9cHEE HIABI H IHAATATOPA

¢ OTCOCANHHTD BCE KPEIUVIEHHA K Pa3heMy MITIELL

e [Jlocne MeMIEHHOrO ONHOBPEMEHHOIO U3BMEYEHHA MINTM U AUNararopa HEMCUICHHO
acMpHMpoBaTh KpoBb Hepe3 OokoBo#l mnopr uHTpoastocepa. KpoBb momkHa OGbiTh
apTepHanbHoOi.

o [Ipu MoOHHTOpHHIe JaBNeHHUA Ha rpaduke mo-npexHeMy orTobOpaxkaerca KpuBas
JesonpeacepaHoro gasneHus. Mutpoasiocep cefiuac HaxoauTCs B 1I€BOM NPEACEPAMH.

9. MpoaBikente KaTeTepa
s MeaneHHo BBECTH MICKTPOAHBIA KaTETEP B MHTPOALIICEP H MPOBEPUTh JUIHHY MPOTHKCHHS
KaTeTepa ¢ MOMOLIBIO PEHTICHOCKOIIHH.

10. Yaanenne HATpOALIOCEPA

o Jlocne yzaneHuWs KareTepa HeoOXoAMMO INOBTOPHO YCTAHOBMTL IIPOBOAHMK Ha
HHTPOABIOCEP. 3aTeM NOBTOPHO YCTAHOBUTH HUJIATATOp Ha IPOBOAHHK H YAEPXKHBATHL
HHTPOABIOCEP B NPAMOM rouiokeHnH. [locieasnM 31anoM BMECTE YAAIUTH MHTPOIABIOCEP,
ANNATATOP ¥ NIPOBOSHKK.

(CTEPHIH3ALINA]
TpanccentanbHas wurna Pathbuilder wepea nocraskodi  NPOXOAHT  CTEPHAH3ALHIO
ITUNCHOKCHIAOM.

[TPEBOBAHHSA K XPAHEHHIO H TPAHCIIOPTHPOBKE]
H3nenne cleAyeT XpaHHTh B 3aTCHEHHOM M NpPOXJIAAHOM, CYXOM, YMHCTOM H XOpOLIO
BEHTHIHPYEMOM CKIAICKOM NOMEIIEHHH C eCTECTBeHHON IMpKyNaunel Bo3ayxa.

Bo BpEeMA TPAHCIOPTHPOBKH H3ACNHEC NOLKHO OLITH 3AMMINEHO OT CHIBHBIX HArpys3ok, npaMbIx
COJIHCYHHBIX JIY‘leﬁ B JI0XAA, WIH €ro nepepo3ka A0JKHE OCYUICCTEIATECA B COOTBETCTBHH €

YCIIOBHAMH KOHTPAKTa Ha NOCTABKY.
TemmepaTypa OTrocuTeILHAR ATmochepnoe
Curyanas oxpyxatomeil BJIRKHOCTH
AaBJIeHHE
cpennl BO3AYXR

TpancnopTaHposka -4(°C no 55°C 10% no 90% 50 xITa no 106 xIla
Xpanenue 18°C no 28°C 10% no 90% 50 xITa xo 106 kl1a
YcnoBus paboTh 5°C no 40°C 10% no 80% 70 xI1a no 106 klla
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Ycnosua akcnnyataumn: KOHTaKT U3genus ¢ BHYTPeHHel cpefoi opraHusma npu Temnepartype
32°C - 42°C v BnaxHocTn 100% (kohtdkt c KPOBbLIO).

[MHPOPMALA MO NIrOTOBJTEHUIO]
CpoK cny»X6bl yKa3aH Ha 3TUKETKE.

[CPOKroagHoCcTH]
CPOK BaIMAHOCTW CTEPUMN3ALMM COCTABNAET TPU rofa Npu COBNOAEHNN YKa3aHHbIX YCOBUA.

[YTununsaunsa]

YTunmsmpoBatb M34enns cnefyet B COOTBETCTBMM C MECTHbIMW TpebOBaHMAMM MO OXpaHe
OKpy>KatoLwen cpedbl.

MOHUTOPUHT OKpY>XatlLen cpesbl

Knacc onacHoCcTU fna MeguUUMHCKUX OTXOA0B COrfacHo creuuukauuy mopgposiormyeckoro
cocTaBa (B COOTBETCTBMM C poccuiickumm CaHUTapHbIMWU NpaBunamum n Hopmamu 2.1.3684-21):
Knacc b

[PACLUN®PPOBKA CMMBOJ/10OB)

1 HE NCMNO/b30OBATb MOBTOPHO

2. O COBMIIOAATL MHCTPYKLMIO MO NMPUMEHEHMIO
3 A BEPEYb OT UCTOYHUWKOB TEMA U U3NYYEHNSA
4, BEPEYb OT BJIATU

5. NCMONb3OBATb [0

6. LOT  Ko4 nmAPTUW

7. REF HOMEP MO KATAJNIOI'Y

8  STERILE EO CTEPU/IN3OBAHO C NMOMOHALIO STUNEHOKCUAA
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9, @ HE UCTIONIb30BATbD I1PH IIOBPEXXIEHHOM YITAKOBKE

10. 1 KOJIMYECTBO U3JIEJIUIA B YITAKOBKE: 1

11 JATA ITPOU3BOACTBA

12 d MPOU3BOAUTEID

VIIOJIHOMOYEHKHBIH MPEICTABHTEJIb B EBPOTEHCKOM
13 | ec | COOBHIECTBE
14. OIPAHUYEHHS [0 TEMIEPATYPE

(NOCJIENPOJANKHOE OBCIYKHBAHUE]
Cornaco 3a4BNEHHOH OCHOBHOM OREPATHBHOH LIEIH KOMIIAHAH  «NPEAOCTABUTL
BHLICOKOKaueCTBEHHBIE M 3(pEKTHBHBIC MEAMLUMHCKAC W3ACTHA JUIN MERHLHMHCKOTO CEKTOopay,
«IIlanxati Maiikpollopt H-Ilu MeaTexk Ko., Jlta.» (manee «Maiikpollopr U-ITn») rapantupyer,
YTO H3IJAENHA €€ MPOU3BOACTBA HE AMEIOT JIe(PEKTOB MAaTEPHANOB MM M3TOTOBNEHHA HA MOMEHT
MX MOAYYEHHA 3aKazunkamm|. [10 ApyraM BompocaM, CEA3aHHBIM C H3ACAHAMM, oOpamalitech
HETIOCPEACTBEHHO B KOMIAHHIO.

[O®HUIIUAJIBHOE 3ASIBJIEHHME]
CnHCOK MOTEHIUANbLHLIX HEXeNaTe/lbHBIX SBACHHHA, NPEACTaBJICHHLIH B PYKOBOACTBE
nojL3oBaTend, cocrapiaeH komnanuei «lllanxait Mattkpollopr U-TIlu MeaTex Ko., JIta.» (zanee
«Maiikpollopr H-ITu») Ha ocHoBe nHpoOpMaLUK 1O KIKHUYECKHM HCNBLITAHUAM H NPoJaXaM B
KuTae m ApyrMx crpaHax wid perxoHax. [loTeHunanbHple uexenarenbHble ABICHHA
OLCHMBAIOTCA HA OCHOBAHMH  XApPaKTEPHMCTHK M3AeNHa, WNOAPOOHO OMMUCAHHBIX C
COOTBETCTBYIOIMMH MNPEAYNPEXKACHUAMH, a4 HE Ha OCHOBAHHH HEHCNPABHOCTEH WIH
NOTEHUMANbHEIX puCKOB. COrNacHo TEKYIIEMY YPOBHIO HAyHHONO pa3sBHTHS H OaHHBIM,
HMEIOUIHMCA Ha ceroais y komnanuu «Malikpollopr U-I1ny, H3aenne MoxeT HMETh HEKOTOPHIC
HE BbIABJICHHBIC WIH HEU3BECTHRIE MOTCHUHAILHBIE PHCKH, KOTOPEIC HENL3A PaCCMATPHBATL KaK
AchEKTH AIH HEBCIIPABROCTH H3JETNR.

Komnanus «Maitkpollopr U-IIu» He Hecer OTBETCTBEHHOCTH 3a XakHe-THOO METULHHCKHE
PAcXoiBl WA MPAMBIE WIH KOCBEHHbBIE YOLITKH, CBA3AHHEIEC C HEMPABKUIIBHLIM HCIONb3OBAHHEM
(BKMIOYAR TOBTOPHOE HCMOJIL3OBAHHE), HENPABHABHLIM BLIGOPOM MOJENH, HENPABHILHBIM
obpalieHHeM WX IPYrHMH MPOMCINECTBUSMH, BEI3BAHHLIMH UENOBEYECKHM (akTopoMm,
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HE3aKOHHOH MOKymNKoif, pHCKaMHM, KOTOphle HE MOTYT ObiTh OOHapYXeHLl € NOMOIIbIO
CYMIECTBYIOMIMX TEXHONOIMA, HMNH NOTCHUMANBHEIMM HEXCNATEILHBIMM HARTCHUAMH MM
PHCKAMH, NEPEYHCICHHBIMH B JaHHOM PYKOBOACTRE NOAL30BATENA, HE3ABUCHMO OT KaKMX-n1ubo
rapaHTuii, KOHTPAKTOB, NMPABOHAPYIIAIOMMX NCHCTBHH MNH APYIrMX NONOXKEHHH, HA KOTOPBIX
OCHOBHIBAETCA OPETEH3HA.

{OBIHHE CTAHAAPTBI)
«1llanxait Maiikponopr H-ITu MenTex Ko., Jlta.» (Shanghai MicroPort EP MedTech Co.,
Ltd.). sasmenser uro u3penue «HaGop mns TpanccentanbHoro aoctyna PathBuilder c
TPAHCCENTaNbHOW HINoi» cooTBercTBYET TpeboBanuaM cradaapros ISO 11070, EN ISO 13485,
EN ISO 14971. Tonusi#i cnucox TpeGoBaHUH NIPEAOCTABIACTCH 1O 3ANPOCy.

(NPOM3BOAHTEIIb]
«Illanxait Maitkpollopt U-ITu MeaTex Ko., JITa.» (Shanghai MicroPort EP MedTech Co., Ltd.)
Anpec: ctpoenne 23 m 28, Jlelin 588, Tauncion Poya, 201318 I[llauxai, KHUTANUCKAA
HAPOJHAA PECITYBJIMKA
(Building 23&28, Lane 588, Tianxiong Rd., 201318 Shanghai, PEOPLE’S REPUBLIC OF
CHINA)
[Touroswiii nuaexc: 201318
Tenedon: +86 (21) 60969600
dakc: +86 (21) 20903925
E-mail: customerservice(@everpace.com
BeGcaftT: www.everpace.com

[ Ynosnuomouenneili npeacrasarens s EC]
«Maiixpollopr Meanxan b.B.»
(MicroPort Medical B.V.)
Auxpec: INacxé&senser 25, 1105BP AMcrepaam, Hunepnanast
(Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands)
KontakTtHoe nuuo: X.X. Yxan
E-mail: cs@microport-int.com
Tenedon: +31 (0)20 545 0100-8 daxc: +31(0)205450109

[ Ynoauomouenubiit npeacranurens b Poccwiickoii ®egepaunu)

000 «Cunepmxu Koncantuar»
Axnpec: 109548, r. Mockea, yu. Lllocceinas, aoM 1, xopnyc 2, noMemenue |, atax 4, kabuner
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E-mail: Info@synergyc.ru
ABTopckHe npasa Ha aaunbilh AoxymeHnT npunagaexar «lllanxait Maiixponopr H-Tin

MeaTex Ko., Jita.» Konnporanne 6e3 paspemenns 3anpemeHo.

A-C6HO01-018, Pen.: A, nara penaxunn: 2023-01
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HHCTPpYKIHA MO NPUMEHEHHIO

Habop aaa TpanccentaabHoro aoctyna PathBuilder

¢ YopaBiaseMbiM HHTPOALIOCEPOM

«lllanxa# Maiixponopr B-Ilu MeaTex Ko., Jdta.»
(Shanghai MicroPort EP MedTech Co., Ltd.)

[NPEAYNPEXJIAEHHE]

3anpeniaercs NOBTOPHO KCNONB30BATH JaHHOE U3Aenne. buonoruyeckue MaTepuanst u
WHOPORHBIC YACTHLIbL, OCTABIIHECA Ha W3ICITHH NOCNE NPHMEHEHHS, HE MOTYT ONTE
NONHOCTBIO YAAICHEL, I0ITOMY JIOO0E NOBTOPHOE HCTIONBE30BAHHE MOXKET NPHBECTH K
HeXENaTe/IbHLIM NOCHEACTBHAM Ul NAllHCHTA.

[Mepen ucnosbzoBakueM HEOOXOAMMO NPOBEPHTH YKazaHHLIH Ha YAKOBKE CPOK NOJHOCTH
u3zienna («Mcoons308ath f10%), @ TaKKE UETOCTHOCTb CTEPUIBHON YNAKOBKH. 3anpeinaerca
WCTIONB30BaTh H3JEINE ¢ MCTEKIMM CPOKOM INOIHOCTH MK € NOBPEXACHHOR ynakoBKoi.
3anpeiiaeTca BHOCHTb KakHe-1100 UIMEHEHUS B U3ieNnue.

TIpy BO3HHKHOBEHNM CONPOTHRICHHUA NPH NPOABIXEHHN WIH H3BNCYCHUU M3JICNAN He
clleAyeT NpUNaraTs Ype3MEpPHOE YCHITHE.

IMpoueaypsi COMPOBOXKAAIOTCA 3HATHTENBHON BEPOATHOCTHIO PAZIHALHOHHOTO 00TyueHHS,
KOTOPOE MOXET NPUBECTH K OCTPOMY JTyUEBOMY NOPAKEHHIO, 4 TAKKE K MOBLILLICHHOMY
PHCKY COMATHYECKUX M NeHETHYECKHX 3PeKTOB KaK N MAUHEHTOB, TAK W VIS Bpaucid, u3-
332 MHTEHCHBHOCTH PEHTTEHOBCKOTO H3My4YeHHS H NPOJOKKTEIbHOCTH
PEHTreHOCKonugeckoit Buzyanusaumy. Ilpoueaype! JO/DKHB! BHITOHATHCA TONBKO MPH
YCIOBHM HAUIEXKaUIEro yMeTa CEI3aHHOro ¢ HUMH NOTEHUBANLHOIO O0yHCHHSA ¥ NPHUHATHA
Mep IS €r0 MAHHMH3AUNH.

Moce Henons30BAHKA H3AETHE NMOAISKHT YTHIHIALKKY KAK MEAHLIMHCKHE OTXObI B
COOTBETCTBHM ¢ MECTHLIM 3aKOHOJATEILCTBOM.,

Hcnonk30BaTh JaHHOE H3AEHE PaspelIeHO TONLKO BpavaM, NPpOMISAIUM oOydenue no
NPOBENEHHIO TPAHCCENTANBHBIX PCUCAYD M paboTe ¢ CHCTEMAaMH AOCTAaBKM KaTeTepa.

Y nauMeHToB ¢ renapuH-HHlyuHponatHo# TpombouuTonenuel (HIT) B anamuese
OMBANIMPYIHH ABNACTCA NPEANOMTHTENBHON ANbTEPHATHBOMH IrenapuRy Wi
aHTUKOAry/ALIMOHHOI Tepaniy BO BpeMs NPOLEIypPhi.

[Komnaext nocrasin)

Ha6op an9 TpasccenTambHore aoctyna PathBuilder, 5 Bapuantax nenonnenns:
1. Ha6op ans Tpanccenraashore aoctyna PathBuilder ¢ ynpasagsemMbiM HHTpPOAbIOCEPOM
aaunoll T10MM, B cocrane:

e Vnpannsemsiit nuTpomsiocep PathBuilder, 8 BapuanTax uenonsenus: aphekTusHas
anuna 710 MM, auameTp wirnba 20mm; 30Mm; S0MM; 65MM — 1t

e JMunararop anunoii 950mm — luer.

e [Iposoauuk mnuHo# 180cmM, anamerpoM 0,81mm — L,
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e HHCcTpYKUHS N0 NPHMEHEHHIO

2. Habop nas TpanccentaabHoro aocryna PathBuilder ¢ ynpaBasembiM HHTpoabIOCEepoM
aauHoM 610Mm, B cocTaBe:
e VnpasaseMslii uHTpoabiocep PathBuilder, B BapuanTax ucnonHenus: s¢pdekrusnas
anuHa 610 MM, anamerp u3rnba 20mMm; 30mMm — lwit.;
e Jlunatatop minHoH 850MM — lwiT.
e [IpoBoanuk nnuxoit 180cm, rnamerpom 0,8 1mMMm — 1t
e  HHcTpykuus 1o npuMeHeHHUI0

[O6mee onncanue)

Ynpasnsembiii uHTpoabtocep Pathbuilder™ npoussoactsa «lllawxait Maiikpollopt H-ITn
MeaTek Ko., JIta.» umeer B cocTaBe ynpaBliS€eMblii HHTPOABIOCEp, AMJIATATOP H MPOBOAHHK.
YnpasaseMmsbiit uHTpoabtocep PathBuilderTM npennazHauyeH nans BBeJEHMA  pa3iiMuHbIX
CEpAEYHO- COCYAMCTBIX KaTeTepoB, BKJIIOYas HaIpaBisfiollHe CEpACHHO-COCYAUCTbIC KaTETEPDI,
B JIEBbl€ OTAE/bI cEpANa.

YnpaBnsemblii MHTPOABIOCEP OCHALUEH TeMOCTATHYECKMM KJIalmaHoM [UIS MHHHUMH3aUWUU
KPOBOIIOTEPH NpPH BBEJECHUHM M/WIM 3aMEHe KaTteTepa. BokoBo# MoOpT ¢ TPeXXOAOBbIM 3aMOPHBIM
KpaHOM MpeaHa3Ha4eH IS acnUpallMM BO3AyXa HIH KPOBH, HHQY3HH KHAKOCTH, 3a60pa KpoBH
M MOHMTOPHMHra JaBiieHHA. PyKosTKa OCHalleHa BpallateJlbHOH MaHXKETOH IS OTKJIOHCHMA
KOHYMKa Ha >180° no wacoBoii cTpeike U Ha >90° npoTuB 4acoBo# CTpejku. YnpasisieMbli
MHTPOABIOCEP HMEET AMCTANbHbIE BEHTHIALMOHHBIE OTBEPCTUA JUIA OOAErYyeHUs acnUpauuu M
MHUHHMH3ALHH KaBHUTALIMH, @ TAKXKE PEHTIeHOKOHTPACTHBIH MapKep Ha KOHYMKe Ui yJy4llIeHUs
PEHTTEHOCKONMUYECKOH BU3yaJIH3aLUMHH.

[CNEUUOUKALUU U3AEJIHA)
VYnpasnsemblii  uHTpompiocep PathBuilder™ MoxHO noapasaenuT Ha  pasiH4HbIe
cneuuUKalK B 3aBUCUMOCTH OT opMbl H3rnba, a Takxke PPEKTHBHONH JUTHHBI.

Tabauya 1: Cneyugpuxayuu ynpagnnemozo unmpoosiocepa PathBuilder™

Mozenb SIS7185 | SIM7185 | SIL7185 | SIXL7185 | SIS6185 | SIM6185
Harnb S M L XL S M
JnameTtp nsru6a (Mm) 20 30 50 65 20 30
Ynpamnsem | Obwas ammba | o5 95 92/920 | 92/920 92/620 82/820 82/820
wi (cM/MM)
MHTPOZRIOC | DbgexTusHas | 5,9, U710 | 71/710 71/710 61/610 | 61/610
ep ITHHA (CM/MM)
Buewinnii
AMaMeTp 11.5/3.83 | 11.5/383 | 11.5/3.83 | 11.5/3.83 | 11.5/3.83 | 11.5/3.83
(F/mmM)
BHyTpeHHHii
AMaMeTp 85283 | 85283 | 85283 | 85/:.83 | 85283 | 8.5/2.83
(F/mm)
Junatarop | Jimuna 95/950 | 95/950 | 95/950 | 95/950 | 85/850 | 85/850
(cM/MM)
ﬁ"::::nbm" C uirnb6om | C narubom | C narnbom C wu3ribom C u3rnbom | C uirubom
Tposoanuk | Juinxa 18071800 | 180/1800 | 180/1800 | 180/1800 | 180/1800 | 180/1800
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(cm/MM)
Bueumnit |
AHaMeTp 0.032/0.81 0.032/0.81 | 0.032/0.81 0.032/0.81 0.032/0.81 0.032/0.81
(uoiise/Mm)
[UEJIEBOE HASHAYEHHE)]

HaGopni ans TpanccentansHoro gocryna PathBuilder npenHasHayeHsl Juia BBEACHHA pa3IHYHbIX
CEpACYHO-COCYAMCTBIX KaTeTepoB M3 OenpeHHolt BeHbl B JI€BOEC NPEACEpAME uYepes
MEXTIPEACEPAHYIO NEPEropoAKY H NMPH HCNONB30BAHHE C CEPAECHHO-COCYAMCTHIMH KaTETEpaMH
JU1A NOMOUHK KATEeTEPaM B JOCTHXEHUH 1EIEBOTO ydacTKa.

[MOKA3AHMS K TPUMEHEHMUIO)
Oubpunnauus npeacepauit

[MPOTHBOMOKA3AHMA)
1) 3akphIThilt 10CKYTOM Ae(eKT MeXnpeAcepAHO NeperopoaKH;
2) Ilpeacepanas MHKCOMa;
3) UudapkT MHOKapaa B TEUCHHE NPEIIUECTBYIOMMX JABYX HEAENb;
4) HecraOunsHas CTCHOKapANS,
5) OcTpoe HapymeHne Mo3roeore kpoBoobpawmenus (OHMK) B Teuenne npeatecTsyommx
ABYX HeJelb;
6) INauueHTH ¢ HEMePEeHOCUMOCTRIO AHTHKOATYINHTHOH Tepalum;
7) MNMauneHTs ¢ aKTHBHON MHpekuveli;
8) TpoMG nieBoro npeacepana, KOTOPHIA NPHCYTCTBYET NO NpollecTBHA Goee Tpex Hedenb
AHTUKOATYALMH.

[LEJEBAA NONYAAIIHA])
B3pociibie nauMeHTs B Bospacte oT 18 ;10 75 net, My*uHHbI M HebepeMEHHbIE XKEHIIHHbI

[Pucxn 1 noGounsie 3pexrni)

OCNOXHEHUA, KOTOPHIE MOrYT BOSHUXHYTH IIPDH HCNOJNL30OBAHHH 3TOr0 H3ZACHHA, BKMIOYAIOT,
NOMHMO RPOYEro, NOBPEXRACHUA SHAOKAP/A N CTEHKH COCYAOB, BbI3HIBAIOLINE TAKHE PCAKUHA,
KaK BoCDa/JicHAe MM abcuece; TOKCHYECKYIO peakiHiO; OCMOXKHEHHSA, BbI3PAHHBIC NYHKUMCH
cocyna (HanpHMep, NCEBLOAHEBPU3IMA, APTCPHOBEHO3HAA QHCTYNIA, MECTHAA IeMaToOMa WITH
3KXHMO3 M HH(QEKIHA); JIyyeBoe mopaxkeHKe; TpomGo3/BoIAYIIHYI0 IMO0HIO; NOBPEKICHHE
KOpOHApPHOI apTEpHH; CEPHE3HbIC PeaKlMH CO CTOPOHBI CBEPTLIBACMOCTH KPOBH; TaMMOHamy
NONOCTH NepUKapaa; nepdopaunio cepaALa/apTepHH; NepUKapaHANLHEIA BLIMOT; HEPeOPATbHYIO
amGonHI0/uepepanbHyIo ANOIUIEKCHK/HHCYIILT, TOPAKOTOMUIO IS YAANEHHS WHOPOAHOIO
TeNa.

[M3zeans neoGxoanmbie A% HCROALIOBARNHS])

o TpanccentansHas Hraa (MOCTaBjseTCS B KOMIJIEKTE NPH  HEoOXOAMMOCTH HAH
npuoOperaeTcs Kak KOMIUIEKT /A8 TpaHccenTanbHoro jgoctyma PathBuilder ¢
TpaHccenTaNbLHOH Urioil)

[ VYnpasasemsit | TpauccenTaasnas nraa PathBuilder |
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WHTPOAbIOCEP

PathBuilclcr Mogenb AvameTp [nvHa
S1S7185
SIM7185 TNMO9818
SIL7185 TNL9818 18Ca(1.21mm) 980MM
SIXL7185
S1S6185 TNM8918
SIM6185 TNL8918 18Ca(1.21mm) 890MM

e CeppevyHo-cocyaucTbli KaTeTep
AGNSALNOHHbIE NN ANATrHOCTMYECKMNE KaTeTepbl (BHeEWHUR anameTp: 8F/2,67 mm n 8,5F/2,83 mMm)

- Wnpwuy,
Wnpuuybl ¢ 6% KOHMYECKUM (NIO3POBCKUM) HAKOHEYHWKOM [ANA acnupayuyv U NPpoMbiBaHWA BO Bpems
npouenyp.

[MHCTPYKLUWNW MO NMPUMEHEHWIO]
1. MoparoTtoBKa 1 c6opKa yCTpPOKCTB
TpebyeTcs NOLTOTOBKA CeYHOLWEro MHBEHTapS:
0 OfuH ynpaBniseMblii MHTPOAbIOCEP W AunaTaTop,
0 OgpHa coBMecTMMan TpaHCcCcenTanbHaa Urna v CTUeT U3 HepXXaBeroLw e cTanu,
0 OpauH npoBogHWK auameTtpom 0,032" (0,81 mm), gnmHoil 180 cm. ¢ J-06pasHbiM
KOHYMKOM 3 MM,
0 LWnpuubl ong acnupauumn n NnpombiBaHus,
0 CTepunbHbI renapMHNU3NpPOBaHHbIA PU3NONOTNYECKNIA pacTBoOp

e T[lpoMbITb ynpaBnsieMblil UHTPOAbIOCEP W AWUNATATOP CTEPU/IbHBIM FEeNnapuHU3NPOBAHHbLIM
(hM3M0NOrMYeCKMM pacTBOPOM M MOJIHOCTbIO BCTaBUTb AM1aTaTop B MHTPOAbIOCEP.

* W3Bneuyb cCcTUNET M3 UMbl W MNPOMbITb WUIAY CTEPUIbHBIM  TE€NapUHU3MPOBAHHBIM
(hn3monornyeckMm pactBopom. BcTaBuTb CTUNET 06paTHO B UMy U 3aMKCMPOBaTb ero Ha
pasbeme.

* BcTaButb urny B c6ope BHYTPb WH rpofbtocepa/gunaratopa. Mesedy pasbemMoMm gunaratopa
W yKaszaTeNbHbIM (naHueM wurabl 6yfeT NpuUCyTCTBOBATb 3a30p, ob6pasyrowuiics u3-3a
CTOMOPHOro 3fieMeHTa B KOHCTpyKuun amnatatopa. (Cm. PucyHok 1 ¢ yBennyeHuem B 2,9
pasa).
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YRalaTeannndii draven

e BriTsrubars urity 8 c6ope 10 Tex nop, NoKa KOHYHK CTHIETA HE OKAKETCA HENIOCPEACTBEHHO
BHYTPH KOHUYHKa aunataTtopa. H3MepuTh pacCToOsHHE OT YKa3aTeNbHOro (naHua 1o pasbeMa
AMIATATOPA C MOMOIbIO HHCTPYMEHTa H3MEPEHHA JUTHHEL. 3aperncTpUpOBaTh >T0
H3MEpeHHUe 1A fanbHeiiilero HCNo/b308aHus BO Bpems nipoeaypsl. (Cm. Pucynok 2 ¢
yBeaIHveHUeM B 2,9 pasa).

Bunmanue: BO BpeMs NpoLeaypbl BAXKHO YACPAKHUBATH PACCTOAHAE MEXAY YKa3aTebHLIM
drannem U paLeMOM JWIATATOpa. ITO NOIBONUT FAPAHTHPORAT, YTO UINa B c6ope He BLIACT
34 fipeiesihl KOHYHKA AWIATATOpA I0 TEX NOp, NoKa oH He Oyaet Joctasnen B Heobxonumoe

NONOXCHHUE A ‘Ipanccemanmoﬁ NNYHKIIHH.
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2. [IpoaBkenue HHTPOALIOCEPR/AHIATATOPA B cfope B BepXHIOIO MOJTYIO BEHY

BBecTH NORroTOBNEHHEIZ NPOBOAHHK OT GeApeHHOM BeHB! (NPEANOYTHTENBLHO NpPaBoOi
Oegpennoii BeHR!) MO HANpaBNeHUIO K BepxHelt nonoii Bexe. Ipumeyanne: MakcUMaIbHbIH
OHAMETP BPOBOAHNKA, KOTOPHIH MOXET HCIIONBL3OBATHCA C TPAHCCENTTANBHBIM AHIATATOPOM,
cocTtasnsger 0,032 moiima (0,81 Mm).

YcTaHOBHTL TPAHCCENTAIBLHLIA HHTpOABIOCEP/ AMAATATOP B COOpe Ha MPOBOAHHUK U MPOBECTH
€10 B BEPXHIOIO MONYIO BEHY.

3. Paamemenne urast/cTuiers B cbope BuyTpn nHTpOALIOCEpa/aniaTaTopa B cbope.

CHRTb NPOBOAHHK C ANATATOPA.

IlpoBecTH acnHpaI(Mio, a 3aTeM NPOMBLIBAaHUC AMIATATOPA YHCTHIM TenapuHW3HPORAHHAIM
¢u3HONOrHYECKMM pacTBOPOM, HE AOMTyCKkas nonasaHue BO3AyXa B KPOBOTOK.

PasheAMHUTS, HHTPOABIOCEP M [OMIATATOP, OTBEJA AMNATATOP Ha3al HA pPacCTOSHHE,
COOTBETCTBYIOWICE H3rAOY MIvIK. 210 OGNEryuT npoXoxacHue H3ruGa Uikl yepes passeMsl
AKATATOPA H HHTPOABIOCEPA.

BcTasuTh uray/ctunier B cOope B munaratop Tak, uTobm obecneumth MX cBoGoanoe
BPALLEHHUE MPH NPOABHKCHHH.

[Mocne npoxoxacHUS M3THOOM UL PasheMa IEMOCTATHHECKOTO KiallaHa KHTpOAbIOCcEpa
NOBTOPHO COCAMHHTB HHTPOABIOCEP M JUIATATOP, MEANICHHO CABUTad HHTpoAblocep oOpaTHO
NoBepXx RHUNATATOPA (MpH 3TO HE NPOJABKIaThL ANNATATOP).

Mpoasrrares uray/cTuier B c6ope A0 TeX NOp, MOKAa PACCTOAHHE MEXKAY yKasaTelbHbIM
bnanueM U pazeMOM JWIATATOPA HE CTAHET HEMHOTO Gosbilte paccTosHUA d, H3IMEPEeHHOro
Ha JTane 1.

[Mocne yaateHys CTUISTa HPUKPENUTH INPALL K patheMy UL H BRITIONHATD aCHPalNIo 10
TeX nop, noka He 6yaer HabmoaaTLCA BO3BPAT KPOBH. 3aTeM BHOPOCHTD INPHMIL.

HanoasuTh WINPHO H HPOMBITE HIVIy YHCTHIM FENApHEN3HPOBAHHBIM (HIHONOTHYECKHM
pacTBOpoM, YOeauBuiuch, YTO IOTIPHII COCOWREH C DPA3BLEMOM HMINIBI WC/bI W BO3AYX HE
NORaJaeT B KPOBOTOK.

4, JocTHaeHHe OBANLHOK SMKH

BusyammsupoBar H HMIACHTHPHUMPOBATH AHATOMMYECKHE OPHEHTHpLL. YCTaHOBHTH
PEHTreHOCKONWYECKHH alfapaT oA COOTBETCTBYIOIIMM YT/IOM, NMapajieNbHO MAOCKOCTH
MHTPAIBLHOTO KNANaHa W NEPNEeHAMKYIAPHO TUIOCKOCTH meperopoaxn. OO6LIMHO 3TO JieBas
nepeaHas xocas nmpoekuns (LAO).

OTperyiMpoBaTh yKasaTenbHbil duianel HIvtht TaK, 4ToOLI HIa Obuia NEPNCHANRKYNApHA
oBaibHOl AMKe (06bruHO B HampapieHUH Mexay 3:00 u 5:00 yacamu Ha BooGpaxaeMoM
yacopoM LHpepGaaTe, ecli CMOTPETH OT HOT naunenTa). CM. Prcynok 3.
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o C noMOLIbIO PEHTTCHOCKONAM H BLITIOJHEHHBIX paHee W3MepeHnHi yOeaAuThes, YTO KOHYHK
MCIIB HAXOAMTCA BHYTPHM JANATATOpPA. 3areM MEUIEHHO I[IPOABHHYTb BCIO COOpKY.
KomnioHeHTH B cOope He HO/DKHBI ABHraThCi APYT OTHOCHMTENbHO Apyra. Heobxoaumo
YAEPXHUBATH HCXOHOE HANIPABICHWE YKA3aTeNbHOTO ¢IaHiia UMbl

» KoHTpomupoeaTh NOJOXKEHHE KOHYMKA AMIATATOP2 BO BpeMA NepeMelleHds Ha NpeaMeT
CMELICHUA K LEHTPY (WM BIPaABO), YTO YKA3LBAET KOHTAKT KOHYHKA C OBAILHOH AMKOM.

S. Ilynxkuns oBaabHOH AMKH

e V0eauBuIHch B NPaBHIBHOCTH HOJNIOXKEHHA, NPOBECTH UINIY Uepe3 MEXKNPEACEPAHYIO
TIEPErOPOAKY.

¢ [lofcoeAMHUTH JMHMIO MOHMTOPHHIa JAaBJICHHA K pasbeMy Hrael. Ilpw MoHHTOpHHIre
JaBfeHHs BXOJl B JIeBOE NpeAcepane TNOATBEPXKIACTCA MNMPH MOARIEHUM Ha rpaduke
DaBJIeHHA KpHBOH JIEBONpEACEPAHOIO AaBncHHA. Bxoa B nesoe npeacepauwe MOXET ObITh
NOATBEPAJICH ¢ MOMOMBIO PEHTTEHOCKOMHU.

[Ipy HAATMMUM COTMPOTUBNACHHA NPOABHXEHUIO HINIBH HEOOXOAMMO NOBTOPHO OLCHHTH

AHATOMHMYECKHE OPHEHTHPHI.

BuuMaHHe: €C/IH NPOH3OMIO DPOHHKHOBEHHE B MEPHKAPA HAM AOPTY, 3ANpelIaeTcA

NPOABHIaTH AHJAATATOP NOBEPX HIAL. EcIH Mraa nponxia B nepuxkapa HiaR aopry, ee

Heobxoaumo  m3Baeub. Heobxoaum TmaTennHbii  MOHHTOPHHr — noOKa3aTene

KHIHEAEATEIALHOCTH,

6. IlpoaBKeHMe HHTPOALIOCEPA/ARAATATOPA B cbope.
s ViepxkuBat (PHKCHPOBAHHOE MOJOXKCHHE MIVIbI, NPOABHHYTH HHTPOALIOCEP/AMNATATOP B
cOope NoBepx Mkl

7. MpoaskenAe MHTPOALIOCEPA MO 3APHKCHPOBAHAOMY AH/IATATOPY M MIIE B JIeBOE

npeacepaue.

e Brarusare My B AMAATATOP, NMOKA OHA He OKaxercs BHYTpH koHuuka. HeoOxoaumo
COXPaHATh HOJOXECHHE AUIATATOPa OTHOCHTEILHO MEPEropoaKy.

e VYiepxkupas aunaratop B GUKCHPOBAHHOM NONOXKEHHUH, MPOABHHYTh HHTPOALIOCEP MO
AWNATATOPY.

8. Hapi1e9enne MOIbI H JH/IATATOPA.

¢ OTCOCAMHHATL BCE KPEIUICHNS K pasbeMy HIJIBL

e Jlocne MeANeHHOro OAHOBPEMEHHOrO H3BJICYCHHMA HIVIBI H JHIATATOPA HEMENICHHO
ACTIUPHPOBATh KPOBb epe3 OOKOBOH mNOPT HMHTPOABIOCEpPA. 3aTéM INpPOMBITH €ro
renapHHUIKPOBAHHBIM (GH3IHONOrHICCKHM PacTBOPOM, CTAPAACh HE JIONYCKaTh MOABICHHUA

My3bIPbKOB BO3/lyXa.
e Ceiiuac MHTPOALICCEP HAXOMUTCA B JICBOM NMPEACSPANH.

9. IlpoaBH:XEeHHE KATCTEPA.
e MeICHHO BBECTH 3MEKTPOAHDIA KaTeTep B HHTPOABIOCED B NPOBEPUTH THHY MPOTAXCHHS
Karerepa ¢ NOMOIWIBKO PEHTI€HOCKONUH.,
e TloBepHyTh pYYKY PYKOATKH HHTPOAbKICEpa, 4TOOBI KATETEp MOr AOCTHYb UENSBOro
y4acTKa.

10. Yaanenue HETpoALIOCEPA.
e Tlocie yjaneHmsi xarerepa HeoOXONHMO MOBTOPHO YCTAHOBHTh OPOBOAHHUK Ha
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HHTpOAbIOCEp. 3aTeM NOBTOPHO /CTAHOBMTH AHJIATATOP Ha NPOBOAHMK M YAEPXKHBATh
MHTPOABIOCEP B OpaMoM nonokeHuH. IlocneaHuM 3TanoM BMecTe yAalUTh MHHTPOABLIOCED,
AWIATATOP H MPOBOJHHK.

[CTEPHIIM3ALMA]
Ilepen nocraekoii ynpasnsemeiii muTpoasiocep Pathbuilder npowen crepumanzauumio
IMOKCHITAHOM.

[TPEBOBAHHSA K XPAHEHMIO H TPAHCIIOPTHPOBKE)
l/lznenue CNCAYET XPaHHTL B 3ATCHCHHOM H IIPOXJIAOHOM, CYXOM, YHCTOM H XOpOoLIO
BCHTUNHPYEMOM CKJIAACKOM MOMEIMEHWH ¢ €CTeCTBCHHOH NMpKynaiuuKeil Bo3ayxa.
Bo BpeMs TPAHCIOPTHPOBKH H3ACTHE JODKHO OLITH 3alIHINEHO OT CHABHBIX Harpy3oK, MPAMbIX
CONMHECYHBIX nyqeﬁ H AOXKIA, HIH €ro INEPeBO3KaA A0/DKHA OCYLICCTBIATECH B COOTBCTCTBHH €
YCIOBHAMH KOHTPAKTA Ha NOCTaBKY.

Temneparypa OTHOCHTEILAAR ATh —
CuTtyauus oxpyxaomeik BJRKHOCTD :
AaBACHHE
cpeanbl BO3AYXA
TpancnopTHpoBKa -40°C no 55°C 10% go 90% 50 xIla ao 106 xIla
Xpanenue 18°C no 28°C 10% go 90% 50 xI1a ao 106 x[1a
YcnoBua paGoThi 5°C no 40°C 10% no 80% 70 xI1a mo 106 xIla

Ycenopus skcrutyataudd: KOHTAaKT W3AIRA ¢ BHYTPEHHEH cpeioil opranM3Ma NpH TeMnepaType
32°C - 42°C n snaxHocTH 100% (KOHTaKT ¢ KPOBBIO).

[CPOK TrOJHOCTH)
Cpox BAIHAHOCTH CTEPHAN3ALMM COCTARIRET TPH rojia NpH COOMIOACHAN YKa3aHHLIX YCIOBHH
XpaHCHHA,

[HH®OPMAIIHS 11O M3rOTOBJIEHHIO]
Cpok cnyx0bi CM. Ha ITHKETKE.

[YTrumzamma)
VTWIM3NpoBaTh M3NEMHA CEAYET B COOTBETCTBHH C MECTHHIMH TpeGOBAHHAMH 110 OXpaHe

OKpyxatoliei cpeanl.

MOHHTOpPHHT oKpYXalomel cpeanl

Knacc onacHOCTH A8 MEAMIMHCKHX OTXOJOB COrjiacHo cnenudukanup Mopgonoruueckoro
cocTaBa (B COOTBETCTBUM ¢ poccuiickiuvn CaHHTApHBIMH NpaBuiaMy H HOpMaMu 2.1.3684-21):
Knacc b
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[PACLULNDPPOBKA CMBOMOB]
CMBO/1 OMNMMCAHWE

1 HE NCIMOJIb3OBATb NMOBTOPHO

2. @ COBNMOAATL MHCTPYKLUWIKO MO MPUMEHEHWIO

3. BEPEYb OT MCTOYHWNKOB TEMNNA N NU3NTYUYEHUNA
4, BEPEYb OT BJTIATI
5. MCMNOJZIbBOBATbL A0

6. LOT  KOA NAPTUM

7. REF  HOMEP MO KATANOIY

8 STERILE EO CTEPW/IM3OBAHO C NMOMOLWbLKO STUNEHOKCUAA

9. HE MCMNO/Ib3OBATb MPU MOBPEXAEHHOW YMAKOBKE
10. / KOJIMYECTBO N3JEJTNN B YITAKOBKE: 1
n OATA NMPOM3BOACTBA

12 rnJ MPOV3BOANTENb

YMNOMHOMOUYEHHbLIN MPEACTABUTENb B EBPOMENCKOM

13 Ec COOBLECTBE
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14. OIPAHHYEHUA I10 TEMIIEPATYPE

[NOCJENPOJAXKHOE OFCJIY)KHBAHME])
CornacHo  3asBneHHON  OCHOBHON  OMEPAaTHBHON LEMM KOMOAHHHW  «IIPEAOCTABHTH
BbICOKOKaYecTBeHHbIE B pdexrupHbic MEAMUMHCKHE M3ACNUA NS MEAMLUMHHCKOTO CeKTopay,
«lllanxait Maiixpollopt U-IIn MeaTek Ko., JIta.» (aanee «Maiixpollopr U-I1n») rapantupyer,
YTO M3JIeNHA ee MPOH3BOACTBA HE UMEIOT Ae(leKTOB MaTepHaOB MM H3FOTOBNCHHUA HA MOMEHT
MX TMony4yeHus kmmMeHTamu. [To ApyrMM BompocaM, CBA3aHHBIM C NpoAykuueit, obpamaiitecs
HEMOCPEACTBEHHO B KOMNAHNIO.

[O®HLMAILHOE 3AABJIEHHE]
B HacTosieM aokyMeHnTe koMnanans «1llanxait Maiikpollopr U-TIu MeaTexk Ko., Jlta.» (aanee
«Maiixpollopr H-ITu») B npsamoii ¢opme 3aganser, YTO0 NPOHIBOAUMBIR €10 ynpaBnseMbiil
uHTpoAbtocep Pathbuilder™ amnserca mifenuem ANt ONHOKPATHOrO MPHMEHEHUA M HE MOXET
OMTE MCIONB30BAH MOBTOpHO. «Maiikponopt H-IIn» He pexkoMeHayeT, He npeaycCMaTpuBaeT W
HE MpEANONaraeT BOIMOXKHOCTD MNOBTOPHOrO NPHUMEHEHMS YCTPOHCTBA H HE Hecer
OTBETCTBEHHOCTH 32 Kakue-THOO BbI3BAHHHIE NOBTOPHBIM NMPHMCHEHHEM NPOUCIICCTBHA WIIH
NOBPEXICHHA H3enud. YnpasnseMmbiil uutpompiocep PathbuilderTM moxno coenmuats u
HCMONB3IOBATE TOJNBKO ¢ COBMECTHMBIMH YCTPOACTBAMHU, YKa3aHHBIMH B HacTOAIIEM NOKYMEHTE,
npn 3toM «MaiikpolTopr H-Ilu» He HECET OTBETCTBEHHOCTH 3a NOBPEXAEHHE YCTpolicTsa,
NpoueAypHEie HEYAAYH W APYTHE NPOUCLIECTBHSA, BLI3BAHHLIC OMMOKAMM IKCIUIyaTallH¥ WiH

MOCHIME APYTHMH YeNOBeYECKHMH (hakTopaMH.

[OBIIME CTAHAAPTBI)
«lllanxaii Maiikponopt U-Ilm MeaTex Ko., Jita.» (Shanghai MicroPort EP MedTech Co.,
Ltd.). sasmaser uro wu3genme «HaGop ans TpanccentansHoro jpocryna PathBuilder ¢
ynNpaBiAseMbIM HHTPORBIOCCPOM» COOTBETCTBYET TpeGobanuaM cranaapros ISO 11070, EN ISO
13485, EN ISO 14971. INonueii cnucok TpeGosanutii NpexocTaBAMETCA M0 3anpocy.

[[IPOH3BOAMTEJIb)
1anxai Matixpollopt U-ITu MeaTek Ko., Jita.» (Shanghai MicroPort EP MedTech Co., Ltd.)
Azpec: crpoende 23 u 28, Jleiin 588, Tsupcion Poya, 201318 Lllanxait, KHTAHCKAS
HAPOAHAA PECITYBJIMKA
(Building 23&28, Lane 588, Tianxiong Rd.. 201318 Shanghai, PEOPLE’S REPUBLIC OF
CHINA)
[Moyrossiii manexc: 201318
Tenedon: +86 (21) 60969600
dakc: +86 (21) 20903925
E-mail: customerservicef@ieverpace.com
BebcaiiT: www.everpace.com
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[ Ynonuomouennsik npexcrasarens 8 EC)
«Maitxpollopr Meauxan B.B.»
(MicroPort Medical B.V.)
Anpec: INacxépenser 25, 1105BP Amcrepaam, Huzepnanam
(Paasheuvelweg 25, 1105BP Amsterdam, The Netherlands)
KoxTakTHOe muno: X.X. Yman
E-mail: cs@microport-int.com
Tenedon: +31 (0)20 545 0100-8 dakc: +31(0)205450109

[ Ynonnomouenusii npeacranutens B Poceniiexolt deaepanun)

000 «Cunepaxu Koncantuury
Aspec: 109548, r. Mocksa, yn. Llloccetinas, aom 1, kopryc 2, nomemenne I, stax 4, xaGuser

26

E-mail: Info@synergye.ru

ABTOpPCKNHE NpaBa Ha AsHABIE AokyMenT npunaaiexaT «lllauxsii Malixponopr H-ITn
MeaTex Ko., JITa» Konuponauue Se3 paspemeHnd 3anpeiReno.

A-C6K01-012, Pea.: A, Jara pepaxiuu: 2023-01
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MepeBof AanHYT MeKCTa BbiNONHEH MHOI, NepeBogUYNnKOM HeTennHoii AHacTacueit MuxaknosHOoii

Poccuiickas depepayma
Nopog MockBa

[BaguaTb AeBATOro MapTta fiBe ThicAUM ABajLLaTh TPeTbEro roga

A, KButko ®enop AnekcaHgposud, HoTapuyc ropoga Mocksbl*Tar*enbCcTb ™
NOANMHHOCTbL NoANUCKU nepeBoavnka HetennHoin AHactacum MuxalOow|iP »

Mognuceb caenaHa B MOEM MPUCYTCTBUMN. A
JInyHOCTbL NognucaBLUEro JOKYMEHT yCTaHOB/EHA. f H:
3aperucTpupoBaHo B peectpe; Ne 62/137-H/77-2023-

YnnayeHo 3a COBepLUEHNe HOoTapuanbHoOro aelctems: 400
43D

Bcero npoLwHypoBaHo, NPOHYMEPOBAHO U CKPEN/IeHO nevaTbio NNCTOB

HoTapuyc Ujo
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