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1 Overview

1.1 Product Structure and Composition
The Implantable Vagus Nerve Stimulation Lead consists of VNS therapy Lead and
the tunneling tool. '

The VNS therapy lead assembly (hereinafter referred to as the lead) is composed of

IS-1 connector . silicone tube . anchor tether. electrodes and tie-downs. Structural
diagram is shown in F igure 1,

Note that the tie-down in the diagram is a separate part used for suture fixation of
the lead during the surgical operation. Each lead is packed with 3 tie-downs.

Conducting wires(internal) Anchor Tether

::um/j]mm T 7 /O:H;‘W:TJ
\ N N

1S-1 Connector Tie-down  gutire

Silicone Tube Electrodes

Figure 1 Diagram of VNS therapy lead assembly

The tunneling tool is composed of center shaft. plastic cannula and i:nsertion-tip.
The structural diagram is shown in Fi gure 2.

Center Shaft Plastic cannula Insertion tip

e T 7 N >

Figure2 Structural diagram of the tunneling tool
1.2 Related products

The Implantable Vagus Nerve Stimulation Lead should be used with the following
products from Rishena Medical Co., Ltd..

a) Implantable Vagus Nerve Stimulator: VNS201A, VNS201B
b) Neuromodulation Programmer; VP213A/ VP213B

1.3 Product Scope

The lead combined with specific implantable vagus nerve stimulator 1s used for
drug resistant or intractable epilepsy patients (for 6 years old and above), intended for
adjunctive treatment of refractory and drug-resistant epilepsy. '
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1.4 Package Contents
1.41 Lead Package
VNS Therapy lead
Tie-downs
Instruction Manual
Registration form
Quality Certificate
Product labels
1.42  Tunneling tool Package

Tunneling  tool

2 Technical Specifications

2.1 Lead assem bly

x1
x3
x1
x1

x1

x6

x1

a) Model: VL202; Specification: A; B; C,
b) Specifications and barameters information for the lead is presented in Table 1.

Table 1 Lead dimensions

Specification A , B l C
Length 45¢m '
Diameter 2.2mm

Weight 2.3g

Inner diameter of spiral electrode Imm | 2mm ] 3mm

Note: the size A, B, and C are used to suit different thicknesses of a patient’s vagus

nerve.

¢) The component materials of the lead are presented in Table 2

Table 2 Lead component materials

Component Material
IS-1 connector 316L Stainless Steel
Silicone tube Silicone
Electrode contact Platinum/Iridium Alloy
Suture Polyester
Tie-down Barium sulfate silicone
Electorates

MP35N (MP-35N alloy)

2.2 Tunneling tool

a) Model: ST205
b) Parameters: see Table 3.
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Table 3 Tunneling tool parameters

Parameter Value
Length (mm) 312
Width (mm) 528
Outer diameter of plastic cannula (mm) 55
Outer diameter of insertion tip (mm) 55
Diameter of the center shaft (mm) 3

¢) The tunneling tool materials: see Table 4.

Table 4 materials of the tunneling tool components

Component Center shaft Threading -tip Plastic cannula
Material 304 stainless steel | 304 stainless steel Polyurethane

2.3 Product category

Usage: Sterilized tool, single use only.
Shelf life: 3 years.

2.4 Electrical Properties
Lead resistance: see Table 5.

Table 5 Lead resistance

Connector ring 1 to terminal electrode 170Q

Connector ring 2 to terminal electrode 1700

2.5 Transport and Storage Conditions

Temperature: -10°C ~ + 60°C
Atmospheric Pressure: 500hPa ~ 1060hpa
Relative Humidity: 10% ~ 85%

Keep in a dry and ventilated place.

2.6 Lead Connection

During surgical operation the lead is connected to the stimulator, also from Rishena
Medical Co., Ltd, through a plug-in connector to conduct the stimulus signal to the
vagus nerve. The maximum holding force of the connection is 10N,

3 Operation Instructions

3.1 Preoperative Preparation
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Please make sure that the aseptic packages of the lead and the stimulator are

without any damage before opening. If damage is observed, do not use, please return the
product to Rishena Medical Co., Ltd.

3.2 Implant location

Two incisions are required for the implanting, one for electrodes to be encircled
outo the vagus nerve, and the other for placing the stimulator, A tunnel is created
between these two incisions using the tunneling tool for the electric lead to pass
through.

Surgically create a subcutaneous ‘pocket’ for implanting vagus nerve stimulator
just below the clavicle, under the skin of the upper left chest.

Surgically open the skin to expose the left vagus nerve of the neck half-way
between the clavicle and the mastoid. The spiral contact electrode tips on one end of the
lead are wound around the vagus nerve, while the connector end of the lead is tunneled

to the implanting “pocket’ on the chest using a subcutaneous tunneling tool (ST205), see
Figure 3.

Electrode

- (Stabilize on the
Vagus Nerve)

Figure 3: Placement of stimulator and lead

3.3 Implanting steps
3.3.1 Implant the Lead

1) After administering appropriate anesthesia to the patient, expose the left carotid
sheath as it extends along the anterior border of the sternocleidomastoid muscle.

2) Locate and expose at least 3-cm section of the left vagus nerve, approximately
half-way between the clavicle and the mastoid, where it is clear of branches (below
where the superior and inferior cervical cardiac branches separate from the vagus nerve).
The nerve usually lies in a posterior groove between the carotid artery and internal
Jugular vein.

3) Create a subcutaneous pocket in the chest below the clavicle for the stimulator.

Note: Do not expose the lead to dust or other similar particulates, because its
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silicone insulation can easily attract particulate matter.

Note: Do not soak the lead in saline or similar solution before implanting it,
because this may cause the insulated portions of the conuector pin to swell and become
difficult to insert into the stimulator,

3.3.2  Using the Tunneling tool

The lead connector and lead body can be tunneled subcutaneously from the
neck incision site to the stimulator in the chest pocket, after placement of the leads and
anchor tether on the nerve and the placement of strain relief with the tie-downs.

Caution: To maximize system performance and minimize possible mechanical
damage to the nerve or lead, pay careful attention to lead routing, lead stabilization, and
lead placement.

Caution: Never route the lead through muscles.

Caution: Never suture the lead or lead body to muscle tissue,

Caution: Always use the tie-downs,

Caution: Do not place sutures directly on the lead body. Doing so may result in
Insulation damage or wire failure, causing premature failure of the lead.

To pass the tunneling tool, do the following;

1) Place the insertion-tip end of the tunneling tool through the neck incision and
tunnel subcutaneously toward the chest incision, exerting force on the handle end and
directing the tunneling tool as necessary.

2) After the insertion tip has passed from one incision site to the other, unscrew the
tip and withdraw the shaft from the cannula, leaving the cannula extended through both
incisions) .

3) With the cannula in place between the two incisions, carefully insert the lead
connector inside the end of the cannula af the neck incision.

4) Carefully pull the cannula, along with the lead connector, from the chest incision
end until the lead connector completely exit the chest incision.

5) Remove the lead connector from the cannula, leaving the lead electrodes at the
neck incision site.

6) Discard the tunneling tool after use.

3.3.3  Placing the Lead electrodes

It is very important that the surgeon implanting the VNS Therapy System be
familiar with vagus nerve anatomy (see Figure 4), particularly the cardiac branches. The
lead leads must not be placed on either the superior or the inferior cervical cardiac
branches. Place the lead below where the superior and inferior cardiac branches separate
from the vagus nerve, Stimulation of either of these two branches during the System
Diagnostics (Lead Test) may cause bradycardia and/or asystole. Careful dissection
laterally on the vagus nerve should aid the physician in determining proper lead
placement. In most but not all patients, the main vagus nerve is the largest of the three
nerves. The spiral leads and anchor tether are coiled around the nerve, beginning with
the lead that is farthest from the lead bifurcation (with a blue suture) . This lead should
be nearest the patient’s head.

§7_ e ol -l s i s
%%‘7'(”"@ A L. ECF 248

Peructpamnua MU B Pocagpaeranzope

www.nevacert.ru | info@nevacert.ru




Nerve

Auricular Branch of Vagus Nerve

Levator Veli Palatinj

N \Accessory Nerve

© e
Palatoglossus v

Staphylopharyngeus e

%

N

agus Nerve Pharyngeal Ramus(X)

Superior Laryngeal
Nerve(X)

Cephalopharyngeus ==~
Internal Branches of the

Superior Laryngeal Nerve(X)
External Branches of the
Superior Laryngeal Nerve(X)

Pharyngeal Plexus

Common Carotid Artery

Inferior Constrictor . .
Rami Cardiaci(x)

Recurrent Laryngeal Nerve(X)

Figure 4 Location of the vagus nerve

Depending on the surgeon’s preference, the spirals can alternately be placed by
putting the anchor tether on first (distal to head), next placing the lead closest to the lead
bifurcation (with yellow suture), and then placing the lead farthest from the lead
bifurcation (with blue suture), see Figure 5. For correct pulse polarity, do not reverse the

position of the electrodes,

Electrode
(Blue Suture)

Lead Body
Electrode

(Yellow Suture) Tie-downs

Anchor Tether /

{Blue Suture}

~——

Strain Relief Bend

Figure 5§ Electrode placement position on the vagus nerve
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The spiral electrodes can be placed on the nerve as described below. As an
alternative, each spiral can be placed underneath the nerve before it is spread. Some
tools may be useful to separate the nerve from tissue during the procedure.

Step 1) Coil the first spiral (with blue suture) in the following manner:

a. With forceps, gently pull each end of the spiral to spread the spiral electrode, see
Figure 6.

Helical

Suture
—

Nerve

Figure 6 Spread the spiral electrode

b. Parallel to the exposed nerve, turn the spiral clockwise at a 45 degree angle to
the nerve (see Figure 7).

rm——

e

~ Metal Ribbon

Figure 7 Angle the spiral electrode

¢. Place the turn of the spiral where the lead connects to the spiral (the section with
the metal ribbon) onto the nerve (see Fi gure §).
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Figure 8 Placing the spiral electrode

d. Pass the distal suture under the nerve and b

ack around so that it encircles the
nerve (see Figure 9 and Figure 10).

Figure 10 Pull the sutures out from behind

¢. Pass the proximal suture under the ner ve and back around so tl

1at it encircles the
nerve (see Figure 11).
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Proximal to Head

Figure 11 Spiral electrode encircles the nerve

Step 2) Repeat steps a. through e. for the middle spiral electrode (with yellow
suture),

Step 3) Place the anchor tether (with blue suture) around the nerve, following the
same general steps as for the other two spirals.

Step 4) After all three spirals have been coiled around the nerve, verify that the two
lead branch sections exit each spiral in the same direction and that the two sections are
aligned parallel to each other and to the nerve. The correct placement of the two spiral
lead sections and anchor tether is shown in F 1gure 12.

; Sternocleidomastoid Muscle

s

g Electrode (Blue Suture)

Neck incision Electrode

Strain Relief Bend . (Yellow Suture)
Anchor Tether (Blue Suture)

" "Vagus Nerve

Figure 12 Placement of lead, electrodes and anchor tether
3.3.4  Connect the lead to the stimulator

Step 1) Insert the connector of the lead into the stimulator, and check the
connection between the stimulator and the lead |

a) Ensure that the lead connector pin and the generator socket are clean before
insert the lead connector pin into the stimulator socket.

b) Insert the torque screwdriver through the center of silicone plug into the inner
hexagon groove of the fastening screw. ‘

¢) Insert the lead connector into the stimulator socket, the lead connector must be
fully inserted into the bottom of the stimulator (see Figure 13).
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Figure 13 Insert the lead connector into the stimulator

d) If the fastening screw obstructs the connector from being inserted properly,
loosen the screw counterclockwise with the torque screwdriver until the connector plug
can be easily and fully inserted (Figure 14).

Reminder: sufficiently loosen the fastening screw to ensure that the connector
plug can be smoothly inserted fully into the stimulator socket without obstruction.

Note: Loosen 1~2 turns counterclockwise is usually enough. Avoid too many turns
that may detach the fastening screw from the connector of the stimulator.

Figure 14 Loosen fastening screw with torque screwdriver

Step:2) When the lead connector is fully inserted into the stimulator socket, tighten
the screw as follows:

Tighten the screw by rotate the torque screwdriver clockwise until a "click” sound
is heard, then pull out the torque screwdriver (see Figure 15).

Reminder: The torque screwdriver is a disposable tool, and its performance may
not be guaranteed if used multiple times.

Do not tighten the screw too hard. Excessive tightening may permanently damage
the screw or the socket.

After the torque screwdriver is removed, check the silicone plug hole to ensure that
the silicone plug hole has automatically closed. If the silicone seal is not fully closed,
fluid infiltration may occur, and the patient may be shocked, burned, or stimulated at the
stimulator implant site, it may cause intermittent or lose of stimulation altogether.

B Forres
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Figure 15 Tighten screw with torque screwdriver

Step 3 ) Place the stimulator in the subcu
RISHENA logo facing the skin. Place the stim
not distort significantly (Figure 16) .

Reminder:

taneous pocket with the side of the
ulator carefully to ensure that the lead do

to reduce the possibility of skeletal muscle stimulation, place the
stimulator away from bone tissue and skeletal muscle tissye.

Figure 16 Place stimulator into pocket

Reminder: Do not wrap the lead around the front or back of the stimulator. Slack
the excess lead around the outside edge of the stimulator. This can avoid increasing the

depth of the subcutaneous pocket, reducing the potential risk of product replacement
surgery and the possibility of lead distortion (Figure 17).

Figure 17 Wrapping lead
Step-4) Secure the stimulator in the sub

of the stimulator connector.
Reminder: failure to fully immobilize th
increases the risk of device movement or rotatior

skin erosion, and accidental movement of the stin
Step 5) Check tl

cutaneous pocket utilizing the suture hole

¢ stimulator through the suture hole

1, which may result in device damage,
1lator or lead .

1e functioning of the stimulator with the external programmer.
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Refer to the next section: "verifying impedance and stitching pockets."

3.3.5  Verifying impedance and stitching pockets

Step 1) Diagnose the stimulator system and check the output impedance before

stitching the pocket.

Reminder: It is necessary to check before stitching the pocket. Read the resistance
of stimulator with the external programmer. If the test resistance is around 3k ohm, the
electrical integrity of the system is verified.

Caution:

If the external programmer finds abnormal impedance, the lead should be pulled
out, replace it with the resistance rod Inserted into the stimulator, Reread the resistance
from the stimulator, A display of around 3k ohm indicates that the stimulator is

functioning normally,
itself. Reconnect the 1

and the possible problem is with the lead connection or the lead
ead and check the electrode placements. If problem persists, the

lead may have to be replaced.
® Confirm that the stimulator is secured to the subcutaneous pocket through
the suture hole of the connector.
® Suture and bandage the incision.
Step 20 After the incision is bandaged, re-check the resistance of the system before
the patient leaves the room. This precautious step further verifies the electrical
connectivity of the lead to the stimulator after all surgical procedures.

4 Safety Precautions

The warning signs and legends shown in the manual are intended to enable you to
use the product safely and correctly, and to prevent injury to you and others.
Warning signs, legends and their meanings:

Warning sign Meanings
AContraindication Risk of injury or serious injury if used incorrectly
AWarnin g Possibility of injury or serious injury if used incorrectly
A Cautions Possibility of injury or product damage if used incorrectly
Legends Meanings
O Mandatory
® Forbidden
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AContraindication

1+ Electrotherapy: patients implanted with the vagus nerve
stimulator system shall not use short-wave electrotherapy, microwave
electrotherapy or ultrasonic electrotherapy (collectively referred as N
electrotherapy). Because electrotherapy can heat the stimulator seal
housing and damage the tissue near the implant site.

2+ Anticoagulant therapy: patients with anticoagulant therapy may S
have a greater risk of postoperative complications, such as hematoma.

3. Electrocoagulation hemostasis:

Electrocoagulation hemostasis may damage the lead or the stimulator,
temporarily suppress the output of the stimulator or may reset the
stimulator parameters (output amplitude =0 V), which requires the
clinician to reprogram the stimulator. Electrocoagulation may also
induce current in the lead of the stimulator system, which may cause
harm  or further injury to the human body. When using
electrocoagulation, please follow the following warning: turn off the O
stimulator before electrocoagulation, do not put the lead in contact
with the electrocoagulation device, only a bipolar electrocautery is
recommended, if a unipolar electrocautery must be used, do not use
high voltage mode. Set the electricity as low as possible, keep the
current path (ground plane) as far away from the stimulator and lead
as possible, and confirm whether the stimulator function is normal
after electrocoagulation.

4. Radiotherapy: do not face the vagus nerve stimulation system to a
source of radiation, such as cobalt 60 or gamma rays. If radiation
therapy is needed near the vagus nerve stimulation system, shield the
nerve stimulation device to prevent radiation damage.

5-High gain output ultrasonic/lithotripsy: it is not recommended to
use high gain output ultrasonic devices such as electro-hydraulic
lithotripsy for patients with implantable vagal nerve stimulation ©

system. If lithotripsy is necessary, keep the focus at least 15 cm from
the stimulator.

6. Defibrillation/cardioversion: when the patient is in ventricular or
atrial fibrillation, the first consideration is the safety of the patient's
life. External defibrillation or cardioversion may cause permanent
damage to the nerve stimulation system. Use of defibrillation or
cardioverter near the stimulator is not recommended. If it is necessary
for external defibrillation or after cardioversion, minimize the current
flowed through stimulator and conduit system as possible, the
following operations: locating rod as far as possible away from
stimulator, locating rod with nerve stimulation system in vertical
position, with minimal power output (watts seconds) for clinical

>
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dysfunction, etc.

7. The lead can only be used in conjunction with the stimulator and 0
brogrammer specified in this manual

8. Treatment-grade ionizing radiation may cause damage to the
electronic components of the vagus nerve stimulator, and damage to (1)
the stimulator may not be immediately noticeable.

9 Recommended precautions should be taken to prevent the harmfu] 0
effects of changes in the performance of stimulator.

10+ Preventive measures should be taken to avoid harmfy] effects of
certain adverse circumstances (¢.g., electromagnetic interference, O
extreme temperature, pressure changes) on the patient.

11, Medical advice should be sought before entering an environment o
that may adversely affect the functioning of the VNS therapy system.

12 If the lead has been implanted in another patient before, it must
not be reused.

©

ACauti ons

L'\ Before use, please check the sterile packaging of the lead. If the

seal or packaging is damaged, do not use and contact the after-sale
service unit.

2+ Medical staff shall be trained before the first operation.

3. When using sharp tools near the lead, special care should be taken
to avoid puncturing the insulation layer of the lead. '

4. Do not use salt water or other ionic liquids at the joints, as this may
lead to a short circuit.

e Qo ©

5+ During the transportation, storage and use of the lead, collision and
vibration should be avoided as far as possible. In addition,
temperature, humidity and air pressure requirements specified in this
manual should be ensured.

@

5 Troubleshooting

Fault phenomenon Possible Cause Analysis

Check whether the lead connector is fully inserted into the

The stimulator detects stimulator socket.

abnormal impedance

Check whether the stimulator fastening screw is tightened.

.
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Check whether the spiral electrodes of the lead properly
encircled to the vagus nerve,

Check whether the stimulator impedance is normal with a
resistance bar, and if 80, check the lead,

If problems persist, please contact service department of Rishena Medical Co.,
Ltd..

6 Possible Complications

In addition to the risks of surgery, implantation and usage of the vagus nerve
stimulator may result in the following adverse reactions. Some adverse symptoms may
require surgery.

Nausea, vomiting

Hoarse voice and uncomfortable throat

Allergies or adverse immune reactions

Change in sensitivity to a stimulus, or what some patients call discomfort (tremor
or shock).

Infection

Newly occurred pain

Pain at system implants (stimulators and leads)

Hematomas, bleeding, hematomas and/or strokes

The position of the stimulator or lead may move or corrode

Possible nerve damage

Possible equipment technical problems

Instantaneous shock

If necessary, the implanted vagus stimulator system should be removed.

7  Service life

The lead has a service life of at least 10 years. A lead would require replacement if

a lead discontinuity were suspected, accompanied by increased symptoms (Such ag
increased seizures).

Events that can shorten the useful life of the lead are as follows:

® Blunt trauma to the neck and/or any area of the body.

® Patient’s excessive twisting or stretching at either the implanted lead or the pulse
generator.

® Improper surgical implantation of the VNS Therapy System, such as strain relief

loop is inadequate, placing sutures directly on the lead body, not using the
tie-downs, etc.

L g /5/7,% FKE.CF 2624
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8 Product scrap treatment

If the product cannot be used or rep

laced due to faults, it shall be scrapped in
accordance with local laws and regulations.
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MRI Safety Conditions Declaration for
Implantable Vagus Nerve Stimulator (VNS)

To Whom It May Concern,
This document serves as an official

examination.

declaration of the safety conditions under which a patient with an
Implantable Vagus Nerve Stimulation (VNS) system may undergo a Magnetic Resonance Imaging (MRI)

Implantable vagus nerve stimulator magnetic resonance environmental conditions

safety information

conditions.

The Implantable vagus nerve stimulation system shall be scanned by MRI under the following

Nerve Stimulator

Model and specification of Implantable Vagus

VNS201A, VNS201B

Nerve Stimulation Lead

Model and specification of Implantable Vagus

VL202A, VL202B, VL202C

Maxinmum number of matching electrode wires

|

System integrity

No open circuit or short circuit

Device setup

Stimulus output off

Type of magnetic resonance equipment ggrl:;]s;‘g;]y superconducting - magnet  placed
Multinuclear imaging /

Static magnetic field strength 3.0T

RF frequency 128MHz+5%

Maximum spatial field gradient <19T/m

Maximum gradient switching rate <180T/m/s, per axle

RF transmitting coil Body coil

RF receiving coil Unlimited

Running mode of magnetic resonance
equipment type

Normal operation mode

RF safety limits

Whole body SAR value should be <1.58W/kg

Continuous scan time limit

< 30 minutes

Scanning area

Whole body scan

Image artifact

The product is expected to be Implantable into the

patient's chest, which may lead to image artifacts.

Address: Suite D3006-D3008, No.26, Huashan Mi
T 3 Website: www.rishena.com
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Production license No.: NO.SSYJXSCX20200033

Product registration certificate No.: NO.GXZZ720203120084

Product technical requirement No.: NO.GXZ720203120084

Manufacturer: Rishena Medical Co., Ltd.

Production address: Suite D3006 - D3008 No.26 Huashan Middle Road Xinbei District
Changzhou Jiangsu, China

Tel.: +86- 519-6998 9503

Registrant: Rishena Medical Co., Ltd.

Address: Suite D3006 - D3008 No.26 Huashan Middle Road Xinbei District
Changzhou Jiangsu, China

Tel.: +86- 519-6998 9503

After sales service unit: Rishena Medical Co., Ltd.

Chinese manual Version infonnation:Revision date: 20190505 Edition C/0
IFU-202-001 ,
This manual Version information:Revision date: 20221123 Edition A/0
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Komnanust RISHENA/PUILIEHA
Kar. nomep: IFU-202-001.EN

Onexrpon VL202A
VL202B
VL202C

Unctpyment s tynuen HUPOBaHUs ST205

VMruanTipy eMblit anekTpox ais CTUMYJISILIMK OJTy K Jal0LIEro HepBa

/moanucano/
Ieuars: [Rishena Medical Co., Ltd./Puiena Memxan Ko., JItn.*3204115222306]

MucTpyknus no npumenenuio

Peructpamnua MU B Pocagpaeranzope
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Ornpenesnenne cUMBOIOB MapKUPOBKH M YIIAKOBKH

CM. HHCTPYKUMIO 110
NMPUMEHEHHIO

BHumanue

[ToBTOpHOE
UCNONb30BaHKe
3aMpeLeHo

OTkpbIBaTh 318Ch

Temnepatypubiit
JManason

Karanoxubiii nomep

Coaepxumoe
CTePUNH30BAHO ITHIICH
OKCHAOM

Kon napruu

Hnanason sBnaxuoctu

Cepuiinbiii Homep

He ucnions3opars, eciu
yNaKoBKa oBpex/eHa,
CM. HHCTPYKLHIO N0
NDHMEHEHHIO

lIaTa H3rOoTOBICHHMS

XpaHuTh B CyXoM MecTe

Henonssosats o
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1. O630p

1.1 KoneTpykuust usgesust u cocras

Hmrinantupyembiii anextpon as CTUMYJIALMK BNy 1AI0LLEro HEpBa BKIIOYACT B cebs IEKTPOJL JUIst
CTUMYJIALMH 61y aIOLIEero HepBa 1 MHCTPYMEHT 1115l TYHHEJHpOBaHHS,

Onekrpon ans VNS-tepanun (ctumynsunu Oayxnaiomero nepsa) B coope (nanee uMenyemblii
JNICKTPOJIOM) COCTOMT M3 pasbema IS-1, CHIMKOHOBO TPYOKM, OOMOTKH, H7EKTPOIOB 1 KiinIic.
Crpykrypuas cxema npeacrasnena na pucynke 1.

O6paTuTe BHMMaHHUE, 4YTO KuIca Ha CXeMe npeacrapaser coboit OTACNLHYIO HETalb, KOTOpas
HCnoab3yeres s (])MKCBHI/H/I JIEKTpOJAa UIOBHOM HHUTBLIO BO BpeMst XHpYypruueckoi ofnepatmm. B
KOMIVICKTE C KaXKJIbIM ANEKTPOAOM IOCTaBIISIETCS 3 KJIMTICBI.

CoennHUTENBHBLIT IPOBOJT (BHYTPIT)

— e [ : /A "/O__

O6MOTKA

\ \ \\‘\ /// )
Pasben IS-1 Rmnea 1 ‘E;Huﬂ b
~ Q S13 & B P .
CHAMKOHOBas TpyGKa T DAKTPObI
MatepHail

Pucynox 1. Cxema 31ekTpoaa st VNS Tepanuu B céope

V]HCprMCHT JJis TYHHCIIHPOBAHUS BKJIHOYAET OCHOBHOMN CTEPIKCHD, MNACTHKOBYK) KaHIOIIO U
BBOJMMBII HAKOHEYHHK., CprKTypHaﬂ CXeMa rnokasaHa Ha pUCYHKe 2.

(.)(ZigBH()I'I CTép){(GHb nﬂleTIf/Kﬁﬁg}ﬂ KaHo BBS'[L“'\“)I“ KOHUMK
/
/ /
/ /
s
e / 3/
(e \ / /
| /
i et B | 7 [t
4

Pucynok 2 Cxema HHCTPYMEHTA 15l TYHHEJHPOBAHUS
1.2 ConyrerByrommue yerpoiicraa

WMmnnantupyemsiit snextpon ans CTUMYJIALMK OJ1y)KIAIOILEr0 HepBa CNCAYET MCIONb30BATL CO
CACAYIOWMMH yCTpoHCTBaMH KoMnanuy Rishena Medical Co., Ltd./ Puwena Mejuxan Ko., JItw/
Puwena Menukan Ko., Jirn:

a) Umnnantupyemsiii crumysisTop Giysxaatoiero Hepea: VNS201A, VNS201B
b) Iporpammarop Helpomoaynsiumu: VP213A/VP213B
1.3 Obaacre npumenenns

Haunpiit anextpon B couetanuy ¢ OMPEICNCHHLIM UMILIAHTHPYEMBIM CTUMYJISITOPOM GI1yIKAAIOLIErO
HEPBA UCIONL3YETCS y MALUMEHTOB ¢ (hapMaKOPE3UCTEHTHON MK HEKYTIMPYEMOH anunencueit (B
BO3pacTe OT 6 JeT M CcTapiie) B KauecTBe AONOIHMTENbHON Tepanuu pedpakrepHoil #
(apmaxopesucrenTHOI snMaencun.
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1.4 Komniexkranus

1.4.1 Komnuiekrayus JIeKTpoaa

DnexTpon s CTUMY IS LMHI Onyxparouero nepga
Knuncel

Pyxosoncrso no skcnnyaranuuy

Perncrpaunonnas dopma
Cepruduxar kauecrna

MapkupoBounbie sTKeTKH ycTpolicTpa

1.4.2 Kommuiekrauns unerpymenra s TYHHEJIHPOBAHUS
HHeTpymenT st Tynuennposanus

2.1 Daextpoa

a) Mogens: VL202; Crneundukauns: A: B; C.

Ta6anua 1. Pasmepsl JJIeKTpoaa

x1

x1
x1
x|

X6

x1

b) TexHuueckue XapaKTCPUCTHKK M NIApaMETPhI 2N1EKTpoja npeicTasieHsl B T

abmmue 1.

Cneundukauus A B f C
Hnuna 45 cm

Jlnamerp 2,2 MM

Bec 23r

Buyrpennnit nuamerp cnimpansroro JUIEKTpoIa 1 Mmm 2 MM 3 MM

Tabauua 2. Marepuansl, u3 KOTOPBIX H3rOTOBJIEH 3/1IEKTPO/L

¢) Marepuaiibl, 13 KOTOPLIX H3FOTOBCH ANECKTPOA, NpeacrasneHsl B Tabnuue 2.

lpumeuanne: pasmepnt A, B u C COOTBETCTBYIOT pasHOH TONILUMHE GIYIKAIOLIEr0 HEpBa I

Komnoneur Marepuan
Paaszbem IS-1 Hepkaselomas crans mapku 316L
CunuxonoBas Tpy6ka Cunukon
Konrakr anekrpona Crnjas nnaTuubl U upnms
llosHast HuTh [Monuacrep
Knunnca Cunnkon Ha ocHose cyabgara 6apus
DNeKTpo bl MP35N (crinas MP-35N)

2.2 Unctpymenr aas TYHHEJIUPOBAHUSA
a) Mozens: ST205

b) Mapametper: cm. Tabnuuy 3.
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TaGamna 3 Mapamerpe HHCTPYMEHTa LISl TYHHEINPOBAHHSI

[Tapamerp 3HaueHue
Ilnuna (Mm) 312
Mupuna (Mm) 52,8
Hapysxuelii anamerp nnacrukopoii kanionu (Mm) 55
Hapysxuslit anamerp BBOMMOro KoHYHKa (Mm) 5.5 )
JlnameTp ocHOBHOrO CTEPIKHA (MM) 3

¢) Marepuanbl, 13 KOTOPBIX H3FOTOBINCH HHCTPYMEHT JUI TYHHENMpoBaHus: cm. Tabnuuy 4.

Tabnuna 4. Marepnaint, wus KOTOPBIX H3IrOTOBJIEHLI KOMIIOHEHTBI HHCTPYMEHTA

TYHHEJIHPOBAHMS
Komnounenr OcHoBHOIt cTepikenb| BBoAMMbIH KOHUYMK IlnactukoBas kanwons
Hepsxagserowmas Hepoxagerowas -
Marepuan [Tonnyperan
P cranb Mapku 304 cTanb Mapku 304 MA

2.3 Kareropus ycrpoiicTsa

HpHMGHCHHﬁI CTCpHﬂbelﬁ HHCTPYMEHT OJHOPAa30BOro UCIONL30BAHUS.

Cpox roatocru: 3 ropa.

2.4 JyleKTPHYECKHE NapaMeTphl

Conpotusnenne snexrpoa: cm. Tabanuy 5.

Tabnuua 5. Conporupnenne 3J1eKTpoaa

CoenrHuTeNbHOE KOMBLO | K TEPMUHANBLHOMY 3JEKTPO/LY

170

CoenuuurenbHoe KOJIbLIO 2 K TCpMHHAJILHOMY dNIEKTpO Ay

170€2

2.5 YenoBusi TpaHCIOPTHPOBKH H XPAHEHHSI U3j1eHst

Temneparypa: ot -10°C o +60°C.

Atmocdeproe fasnenue: ot 50 kI1a 1o 106 k1a.
OtHocutenbHas BiaxHocTs: o1 10% 10 85%.
XPaHHTb B CYXOM, IPOBETPUBAEMOM MOMEILCHHH.
2.6 Tloaxmoyenne a1eKTpoga

Bo Bpemsi xupypruueckoi OTEpaLMK DIIEKTPOL MOAKMIOUAETCS K CTUMYJISTOPY,
Komnanuei Rishena Medical Co., Ltd/ Puinena Meankan Ko., Jlta,

COE€IMHEeHuUs cocTagnsier 10 H.

3 Muctpykuuu no skenayaraunu
3.1 HoaroToka nepexn onepauyei
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YOenuTecn, uTo acenTHueckas ynakopka DNICKTpOAA U cTUMYJIATOpaA He ToBpexacHa. [Tpu Hanuumum

MOBPOIICHAI HE UCMIONB3YHTE M3NEHNE M BepHUTE ero B KomMaHnio Rishena Medical Co., Ltd./
Puwena Meaukan Ko., Jitn

3.2 Mecro uMnianranuu

Hns umnnantaumn tpebyiores nsa paspesa: OMH 1S HaMaTbIBAHMS DACKTPOIOB Ha OJydicAAI0 LM
HEPB, a ApYrod juis yCTAaHOBKM CTUMYNSTOpa. Mesily dTHMM ABYMsI paspesamu ¢ [OMOLLbIO
MHCTPYMEHTA 115l TY HHEMPOBAHMS CO3/1A€TCA TYHHEI b IS POXOIKACHUS DIEKTPHUECKOTO 1POBOJA.

CO3113171T8 XUPYypruyeckum NYTEeM  [MOAKOMXKHbI «KapMmah» anst  uMIlJiaHTaumu CTHMYJISITOpA
6ny>l<1lalou1ero HEPpBa 4yTh HHIKE KIIHOYHLBL, NOA, KOXY JieBoi BerHGlTi HacTu rpyau.

XUpyprudeckum myTem cjenaiire paspes, 4ToObl OOHAXKMTL JIEBBI GnyxaaOLL HEepB Hieu
MOCEPEANHE MEXKIY KINOUMLEH W COCLEBHAHBIM OTPOCTKOM. CrnnpanbHble KOHYUKM KOHTAKTHDLIX
SJICKTPO/IOB Ha ONHOM KOHLIE 3/1eKTPO/ia 06MOTaiiTe BOKPYT 61y KAaIoNIEero HepBa, a KoHell pazbema
SJIEKTPOAA TYHHEJMPYHTE B MMILTAHTUPYeMBbIH «KkapMaH» Ha FPyAn C MOMOWBIO HHCTPYMEHTA JLlsi
MOAKOXKHON TyHHenu3aunu (ST205), cm. PHUCYHOK 3.

Pucynok 3. Mecto ummanranun CTHMYJISITOPA H JIEKTPOAa
3.3 Oranel UMNAHTANMH
3.3.1 Umnuanranus s1eKTpoga

1) Iocne nposenenus cootsercTByoLeit atecTesm NauneHTy 00HaXHTE NEBYIO COHHYIO apTepHio,
POXOAALLYIO BAOJIb NEPEAHETO Kpasi rPyAMHO-KIIOUHYHO-COCLUEBHAHON MbILLILbI.

2) HaiipuTe 1 oGHAXHTE yu4acToK J1€BOro Gayskalouiero HepBsa JUIMHOMN He MeHee 3 oM, NPpUMEPHO
NOCEPEIMHE MENIY KITIOUULEH W COCLEBUAHBIM OTPOCTKOM, /1€ OH CBOGOICH OT BeTREI (HHKe mecTa
OTXOXICHHS BEPXHEH M HUXKHEH LLIeHHbIX CepaeuHbIX BeTBel OT Onyxpaiomero uepsa). Heps
OOBIUHO PacronaraeTcs Mex 1y COHHOI apTepuei ¥ BHYTpeHHeH speMHON BEHOM.

3) CozpaliTe NOAKONKHBIHA KapMaH B FPyAHOMN KIETKe 1o KIHOUMLIEH A5 CTUMYIsITOpA.

IIpumeuanne: He nonyckaiite BosjeiicTeue Ha BJIEKTPOJL MBIIM WK APYTUX MOAOOHBIX YacTulL,
NOCKOJILKY €ro CHIIMKOHOBAs M30JISILUA MOXKET JIETKO NPUTSATUBATH YACTHLLbL.

4
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Ilpumeyuanne: He samaumsaiite asnexrpoa B (pusnonoruueckom pacTBOpe MAM AHANOrMUYHOM
pacTBOPE NEpe MMNIaHTaLKeH, Tak Kak 9TO MOXKET NPUBECTH K HabyXaHMIo U30JIUPOBAHHBIX YacTeil
pasbema u 3aTpyIHUTh €ro YCTaHOBKY B CTUMYJISTOP.

3.3.2 Ucnosib3oBanue HHETpyMenTa s TYHHEJUPOBAHUS

Paszbem u KOPITYC 2JICKTPOIa MOYKHO BBECTU HNOJAKOWCHO OT MecTa paspesa Ha uiee /10 CTtH MYJIITOpa B
HarpyaiHoM KapMmaHe rocie pasMetieHus JJCKTPOIOB U 00OMOTKH Ha HEPBE U YCTAHOBKH KJIUTIIC.

Buumanue: YtoOnl MakCUMajlbHO [MOBBICUTh 3(1)(1)61('1‘1’]8!‘100”[‘1: CUCTCMbl U MHHUMHW3UPOBATH
BO3MOXXHOE MeXaHuYyecKoe HOBpPEKIACHUE HEpBa HIn JJICKTpOoa, yuenxﬁ’re ocoboe BHUMaHME
MpoKnanke, CT86MJ]M33HMM U pasMEeIEeHUIO JJIeKTpoaa.

Buumanune: Hu KOrJa He INnpoBojuTe JJICKTPOJ Yepe3 MbILLILLBI.

Buumanue: Hukorna ne npuimsaitre SJICKTPOJL UJIM KOPITYC 71eKTPOAA K MbILLICUHON TKAHH.
Buumanmue: Beerna MCHONBL3YHTE KIWTIICHI.

Buumanmue: He HaKNaablBaTe 11BbI HEToCpeCTBEHHO Ha KOpnyc ajieKkTpona. IDT0 MOXKET MPpHUBECTH
K TOBPEXIACHHUIO  H30MSILMUKU MU [TOBPEIACHUIO JJICKTpOoAa, UTO MOMKET npuBeCcTn K
ﬂpC)KLlCBpCMCI-{HOMy BbLIXOLY JJIEKTpOaA U3 CTposl.

Utobh1 NMpOBECTH HHCTPYMEHT /st TYHHEJIMPOBAHMS, BBITOJIHUTE cjaecnyrouime AeHCTBHS:

1) Beeaure KOHUMK MHCTpYyMeHTA s TYHHCJIHPOBaHKUs Yepe3 paspes Ha LIee W NPOBEAHTE ero
MOAKOXHO MO HANPABNEHUIO K paspesy Ha rpyau, npuiaras ycuive PYKOsiITKE # 1O Mepe
HEODXOAMMOCTH HANPABNSS WHCTPYMEHT i1 TYHHEIUPOBAH M.

2) Tocae Toro, Kak KOHYUK NPOMAET U3 OLHOIO paspesa B Ipyro#, BLIKPYTHTE KOHUUK U W3BIEKUTE
CTCPAKCHDL M3 KAHIONH, OCTABHB KAHIOMO BBIABHHYTOI uepes oba paspesa.

3) Ipu ycranosnenHo# KaHiome MexKLy ABYM3 paspe3amu, OCTOPOIKHO BBEANTE PA3beM 2JIeKTPOIa B
KOHELL KaHIOJIM CO CTOPOHBI paspesa Ha Liee.

4) OCTOPOIKHO BBITATHBANTE KAHIONIO BMECTE ¢ pasbeMoM DJICKTPO/IA M3 paspesa Ha IPyaH 10 Tex
1Op, 10KA pasbeM 51EKTPO/IA MONIHOCTLIO HE BLIFACT M3 paspesa Ha rpyau.

5) M3BiiekuTe pa3beM 21eKTPOIA U3 KAHIONH, OCTABHE SJICKTPO/IbI DIICKTPO/Ia B MECTE paspesa Ha liee,
6) YTunusnpyirte nucTpymeHT s TYHHEJIMPOBAHUS 110CHE UCTIONbL30BAHMSI,
3.3.3 Pasamemenne 31ekTpoios

Ouenb BaHO, uTO6bI XUPYpT, UMIUTAHTUPYIOWNH cucTeMy VNS-repanuu, Gbi 3HaKOM ¢ aHATOMHEN
Onyxpaiowero Hepsa (cm. PUCYHOK 4), 0COBEHHO C ero cepieuHbIMH BETBAMMU. DACKTPOLI He
CICAyeT pasMellaTb HM Ha BepXHEM, HM Ha HWIKHEH 1eiiHbIX ceplieuHbIX BeTBAX. Pasmecture
IJICKTPO/L HH3KE MECTa OTXOXKACHHUS BEPXHEH 1 HIDKHEN cepieunblX BeTBell oT Oayxnatouero Hepaa.
Crumynsauus mo6oi 13 5TUX 1BYX BeTBeli BO BPEMS IMarHOCTHKH CHCTEMbI (MCTIBITAHKS DIIEKTPO0B)
MOXET BbI3BaTh OpajuKapiauid M/MAM  acHCTONHIO. OcroposxcHoe  pacceuenune  narepaibhice
Oy’Kaal0Wero Hepsa MOMOYKET Bpady OHpeAC/IUTh NPaBHIIbHOC PACTONOKEHHE INEKTPOAOB. Y
OOMbLIMHCTBA, HO HEe y BCEX MALUEHTOB, OCHOBHOI Ony)Katolmit HepB ABNSETCS CaMbiM KPYTMHbBIM
n3 TpEX HepBOB. CriupasibHble 3EKTPOAB M 00MOTKY OOMATBIBAIOT BOKPYI HEpBA, HAuMHAsS C
3NIEKTPOAd, HanboJiee y1an&HHOrO OT Pa3BETBIICHHUS (ronyGas WwoBHAS HUTB). DTOT INEKTPO JOJKEH
ObITh Gi1M2KE BCEro K roJloBe naLmeHTa.
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YUIEQSE BETBL OnyiKuaoniero Heppa
i  OAVIKIRIONT Heph
HODEMHAs MBI MATKOTO Hela : ! '

HEGHO-SI3LINHA MBIILA ~ J0GABOHDLIT Hepn

YTOTOMIIAsE BETBL (L‘I/\"}K}LﬂI()II[,C'I*U Hepa (\)

INHIOTA0TOYHAs MDbHIHLa . -
BCPXHHN FOPTaHHBIN Hepn

nedanodapurreanbas M
BHYTPEHHME BETBHU BepXHEra LIOTOUYHOC CHACTCHHS
repranioro Hepna (X)
HAPYHKHDIE BETBH BepXHErDT

) obmas coHnan aprepus
rOPTasHoro nepsa (X)

HIGKHII KOHCTPURTOp
é} CEPCHHAN BOTBD
BOSBPATHLU rOpranunil meps (x) S

Pucynok 4 Ionoxenue Oary:xaaromero neppa

B 3aBucumocty ot npeanourenuii XMpYypra Crupanu MOXKHO pasMELLaTh NOOYEPEIHO, CHAYANa HANCE
0OMOTKY (aucranbHee OT FONIOBBI), 3aTeM pPasMECTHB 3EKTPOA, GmwKalimmi K pasBeTBACHHIO
OIeKTpoja (KeNTas IIOBHAs HWTH), a 3aTeM NICKTPOA, Hanbonee ynajeHHbIl OT pasBeTBicHMs
dekTposa (rony6as LIOBHAA HUTH), CM. pucyrox 5. lns cobmoaehns nonspHocTu MMITYJIBCOB He
MEHANTE NONIOKEHHE INEKTPOIOB.

s/eKrpoj (ronybas
WIOBHAA HUTD)

KOPIyC sneKkTpoaa
anexTpoj (Kenras

WOBHAS HUTH) KM IICH

obzmoTKa (ronybas

ILOBHAA HUTh)

~— H3arnb H CHATHA HATAKEH S

Pﬂcynmc S Yceranoska JIEKTPOAOB Ha 6ﬂymﬂammem HepPBE
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CrinpanbHele 1eKTPOABI MOKHO pacnonoxknTL Ha HepBe, Kak ONHCaHO Hibke. B KkauecTse
ANLTCPHATHBLI, KQOKAYIO CIUPaTb MOXKHO Pa3sMECTHTh MO HEPBOM rfiepen ero passersienneM. s
OTACJICHUA HEPBA OT TKaHEH BO BPEMsi POLIEYPbI MOYKHO HCIIONb3OBATE KakHe-nbo UHCTPYMEHTDI.

Llar 1) Hamoraiire nepeyio cnupans (romy6oit WoBHON HUTHIO) CleAyIOLIMM 00pa3zom:

a. C nomouibio nuHuera aKKYpaTHO MOTAHWTE 3a Kax /bl KOWEL Chupain, 4ToGbI PasABHHYTh
CHMPANbHBIHA ICKTPOJ, CM. PUCYHOK 6.

chupadie

Pucynox 6 Pacrsinnre CHHPANLHBIH IeKTPOA

b) IMapamnensHo OOHaXXECHHOMY HEpPBY MOBEpHHTE Crupajb No 4acoBOM cTpenke noa yriom 45
rpajycoB K HepBY (CM. pHCYHOK 7).

N P
\ t ‘z
neps, TN

PHC}’HOK 7 Pacnoyiosxure HOX YEJIOM CIUUPAJALHDLIIH AEKTpOA

¢). Hanoxure Butok cnivpanu B mecte coenmernms JJICKTPOAA CO CITHPAIIBIO (30HA ¢ METATHYECKO
NIEHTOMH) Ha HepB (CM. pucyHoK 8).

Peructpamnua MU B Pocagpaeranzope
www.nevacert.ru | info@nevacert.ru



HepB

Pucynox 8 yeranosnre cnnupansumiii IAEKTPO

d. Tlponycrure ancTansHyio WOBHYIO HUT MO He

PBOM W 00paTHO TaK, 4ToGbl OHa OXBATLIBA/IA HEPB
(eM. pucyHoK 9 1 prcynok 10).

*\\\ “ AUCTUIBHES OT I'OJNTOB b}/

&

HepB ./

Pucynox 9 nposepnre wosnyio unri non HCPBOM

Hepn -4

PHCyllOK 10 BbITAUIHTE LLIBbLI C3a/1H

¢. [poBesinTe NPOKCUMAIILHYIO HUTH 1104 HEPBOM H 00parHO Tak, 4To0bl OHa OXBATHIBANA HEPB (CM.
pucyHok 11).
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oA
HepB

Pucynox 11 Cnupansheii DJIGKTPOJL OOBHBACT HEPB
Llar 2) [Mosropure warn a)—€) 1 CPEIHEro CIUPaIbHOrO ANEKTPOJA (¢ HEATON HUTBLIO).

llar 3) VYcranosure 06MOTKY (¢ ronyGoii HUTBIO) BOKpYI HepBa, Cleysl TEeM 3Ke OOULMM
MHCTPYKUMAM, UTO W JNIs ABYX JPYTHX CHMpaneii.

llar 4) TTocne Toro, kak Bce TpU Cnupanu OyayT o6BMBATH HepB, yGEAMTECH, UTO JBE BETEM
SMICKTPO/IA BRIXOMAT M3 KaXKAOH CIIMpaNi B OHOM HaNpaBieHHH W YTO 06a y4acTka pacriofiomKeHsnl
apamCeibio  Ipyr apyry u Hepsy. IlpaBuabnoe pacriofioxenue ABYX YYacTKOB CHUPANLHOrO
/IEKTPOJIa U 0OOMOTKH NMOKa3aHO Ha pucyHie 2.

/ FPYAUHO-KTIOUMYHO-COCHEeBHHAA MBIl Ha
OPUHUHINTBIE K/IMITCHI ’

anexrpoj (rony6as
LWIOBHASL HUTD)

nepexoxn SNCKTPOAA

paspes Ha mee
.‘SJXC‘KTP(’)J’I (r'zi\'x“}}'l'ﬂ}]

- . HIOBHASI HUTh)
0OMOTKA (ronybas WOBHAA HUTD)

Haru 6 JUIA CHATHA HATHAREHM S /
c o - .
; / e 31 }'}Kili’l 01 I }‘it"}) B

Pucynox 12 Ycranoska 21exTpoos 1 06moTkn
3.3.4 loaxkmouenne s1ekTpoaa K CTHMYJISITOPY

Ular ]) Bcrasbre paB'béM JNIEKTpoJa B CTUMYJIATOD U NPOBEPLTE COCJIMHEHHE MCIKIY CTHMYISITOPOM
W ONEKTPOAOM.

a) Ilepen Tem, kaK BCTaBMTHL KOHTaKT pasbéma SJICKTPOAA B THE30 CTUMYJISATOPA, YOEAUTECh, uTO
KOHTaKT pa3beMa 3JIeKTPO/IA U THE30 CTUMYJISITOPA YHCThIE.

b) Bcrasbre auHamomerpuueckuii KoY HEpEe3  CHIIMKOHOBYIO 3arlyllKy BO BHYTPEHHIO
LIECTUTPAHHYIO KAHABKY KPENEKHOro BUHTA.

¢) Berasbre pasném anextpoaa B ruesso CrumynsaTopa. Pasbém anekrposa 101KeH GbITh NONHOCTHIO
BCTABJICH B HIDKHIOIO YaCTh 'HE3a CTUMYIsTopa (pUcyHok 13).
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Pucynok 10 Berasbre pasnem JJIEKTPOJA B CTHMYJISITOP

d) Ecnu xpenéuubiii BUHT MPENATCTBYET NMPaBUILHON ycTaHOBKE pazbéma, ocnabure ero NpoOTHB

HACOBOH CTPENIKM IMHAMOMETPUYECKHM KIIIOUOM A0 TEX 110p, NOKa WTeKep pasbéma He OyeT Jierko
M TIOJIHOCTBIO BCTABAATHLCS (puc. 14).

Hanomunanue: Ocna6ore KPEN&KHBIH BUHT HACTONBKO, YTOObI ITekep pazbema MOXKHO GbIIO N1erko
W TIOJIHOCTBIO BCTABMTD B FHE3I0 CTUMYJISITOPA.

Hpumeuanue: OGuuno 10CTaTOUHO OCHAGHTE Ha |2 obopoTa npoTue yacopoit crpenxu. Msberaiite
CJIMUIKOM GOJILIIOrO KOJAWYECTBa 000pOTOB, YTOBLI KPENEKHBIH BUHT He OTCOCJAMHMICS OT rHes/a
CTUMYJIITOpA.

Pucynok 14. Ocnabbre kpenesknblii BunT AHHAMOMETPHYECKHM KJIIOMOM,

War 2) Korna pasbem anektposa monHocrsio serasien B I'HE310 CTUMYJIATOPA, 3aTAHUTE BUHT
CICYIOUIMM 00pa3zoM:

3arTsinuTe BHHT, Bpaluas AMHAMOMCTPHUYECKMI KJIIOY 110 4acoBOI cTpeike 0 meiuka. 3aTem
H3BJICKUTE IMHaMOMETpHIECKMH Koy (puc. 15).

Hanomuumme: IlHHaMOMeTpl/llleCKlfiﬁ KoYy — OJ.II—IOpEBOBbH‘;] MHCTPYMEHT, M €ro 3(1)(')6[(']*14BHOCTI) HC
FapaHTupyeTcs [IPH MHOTOKPaTHOM HMCHOJb30BAHKH.

He 3sararusaiite BuuT CJIMILKOM  CuiibHO. Ypesmephoe 3aTsruBanue Moscer NPUBECTH K
HeoOpaTHMOMY MOBPEXKICHNIO BUHTA WJIU THe31a.

[Tocne H3BJICUCHHS AHHAMOMETPHYECKOTO KJioua nposepbTe OTBEPCTHE CHIIMKOHOBOM 3ariayKH,
4ToHBI }/6(2}11/["1‘[)(35], HTO OHO aBTOMAaTHUECKH 3aKpBLIOCH. Ecin CHUJTMKOHOBAs 3arjlytka 3akpbiTa He
MOJTHOCTBI), BO3MOMKHO NMPOHUKHOBEHHUE HKHAKOCTH, UYTO MOKeT NPHUBECTH K LHIOKY, 0XKOry Hiu
CTUMYJIILIUK 1TallMeHTa B MecTe UMIJIAHTAlLIn K CTUMYJISITOPA, YTO MOKET NPpHUBRCTH K NnpepbIBaH o
HJW T10JIHOM OCTaHOBKeE CTHUMYISILIMU.

10
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Pucynok 15. 3arauure sunt AHHAMOMETPHYECKHM KJII0UOM

Illar 3) [MomecTture CTUMYJIATOP B NOJKOXKHBINA KapMaH Tak, 4ToGbI cropona ¢ nororunom RISHENA
Obina obpaiiena k koxe. Pasmewaiite CTUMYJIITOD OCTOPOXKHO, YTOOBI HE AOMYCTHUTL CHJIBLHOIO
aehpopMupoBaHus anekrpoaa (puc. 16).

Hanomunanue: YtoGel cusurs BCPOATHOCTL  CTUMYJIALMK  CKEJETHBLIX MBILILL, pacronaraiite
CTUMYJITOD BLAJIM OT KOCTHOM M MBILUEUHOI TKaHH,

Pucynox 16 Ycranosure CTHMYJISITOD B KapMaH

Hanomunanne: He oGmarnipaiite SJICKTPO/L BOKDYT nepeineli MM 3aHeil yactu crumyasropa.
Onycrute uanuiuiku snekrpopa 1o BHCLIHEMY Kpal0 CTUMYAATOpA. DTO MOMONKET W36ekKaTh
YBETUUCHNS  ITYOUHbI TOJKONKHOTO KAPMAHA, CHH3WTL MOTCHLNANLH b PHCK  XUPYpPryuecKoi
SAMCHBI M3 11 BEPOATHOCTL Aehopmaunn snekTpona (puc. 9).

Pucynok 17 Hamorka J1eKTpoaA

Ular 4) 3akpenure cTUMYISTOP B NOAKONKHOM KapMaHe, UCIOJIb3ys OTBEPCTHE JUIs IHOBHON HUTH B
pazbéme cTumynsitopa.

Hanomunanue: Ipu uenaanexameii ukcamu crumynsTOpa ¢ NoMoLLBIO OTBEPCTHS A5 LOBHOIM
HUTH YBEJIHUHBACTCA PHUCK CMCLUEHHS MM BPAalIEHUs YCTPOHCTBA, YTO MOjKET MPUBECTH K €10
MOBPEKACHHIO, SPO3UH KOKH H CTyHaliHOMY CMELEHUIO CTUMYJISITOPA UK 3N1EKTPO1A.

Lar 5) IposepbTe pabory CTUMYJIATOPA C NOMOLIBIO POrpaMMaTopa HepoMOLyIsiLLIH,

11
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Cm. cnenyromwmit paspen: «[Tposepka CONPOTHB/ICHHA W 3aLIMBAHHE KAPMAHOBY.

3.3.5 lposepka conpoTHB/IEHUS K 32IHBANHE KapmaHosn

LWar 1) [Nposeaure AHATHOCTHKY CHCTEMBI CTHMYNSITOPA U NPOBEPLTE BLIXOAHOE CONpoTHUBIIEHHE
nepejl 3alliMBaHuemM KapMana,

Hanomunanue: Tlepen sawmsanuewm Kkapmana HeobXoaMMO nposectTH npoepky. Mismepbre
CONPOTHBIICHHE CTUMYJIATOPA C MOMOLLBIO TPOrPaMMAaTOpa Herpomonynsaumu. Eciu conporusnenne
COCTABJIAET OKOJI0 3 KOM, BlIEKTpHUECKast LEIOCTHOCTD CHCTEMb] rnpoBepeHa.

Bunmanue:
Ecnn BHewnuii nporpaMmatop 0BHapyKHT OTKNOHSIOLEECS OT HOPMbI CONpPOTHBIIEHHE, CliejyeT
U3BJICUL 5JICKTPOL M 3aMEHHTDL €0 MCMBITATE/BHBIM (CTEPIKHEBbIM) PE3UCTOPOM, BCTABJACHHBLIM B
crumysTop. TlepenposepbTe conporusnenue cTumynstopa. 3naueHue okono 3 kKOm yKasbiBaer na
TO, UTO CTHUMYJIATOP paboTaeT HOPMANLHO, M BO3MOMHAS NPOG/EMa CBA3AHA C NOAKTIOUCHHEM
JJICKTPO/A Ml camum anekTponom. [Tosropuo noakmounTe snexrpos n MPOBEPLTE PACIOJIOKEHHE
3NeKTpoIoB. Eciin npobiiema He ycTpaneHa, BO3MOXKHO, norpedyercs 3aMeHa JEKTPoa.

* Ybeaurech, 4TO CTUMYIATOP 3ahUKCHPOBAH B MOIKOKHOM KapMaHe yepes oTBepcrue Juis

1Ba B paszbeme.

* Hanosxure wiBbl 1 NOBA3KY Ha pa3spes.
Ilar 2) INocne Hanoxenus nossi3ky Ha Paspes MOBTOPHO NMPOBEPHLTE CONPOTUBIICHHE CHCTEMBI MTEepe/l
TEM, Kak MAaUMCHT MOKWHET nanary. DTOT NpeynpeiuTelbHbI War NoMONKET A0HOMHHTENLHO
TIPOBEPHUTE JJICKTPUYECKOE COCAMHEHHE 3IEKTPOA CO CTUMYJISTOPOM NoCle BeeX XHUPYPrUYECKHX
npouesyp.

4. Mepbl npeaocropo:xkuocTy

Hpeﬂynpexmalomne 3HaKu M Haarucu, [IpeacCTaBJICHHbLIE B PYKOBOACTBE, NpeJHasHayeHbl s
obecneuenus 6ezonacHoro u MPaBUJIBHOTO  UCIIONL30OBAHMS yCTpOl\/’lCTBa, a Takxe nns
NpenoTBpalllCHUS TPpaBM Kak [Jisl Bac, Tak B jhis OKpPYIaroll X,

ﬂpeaynpencna}omne 3HaKH, HAANKUCH 1 UX 3HAYEeHHUe:

Hpenynpexnaroime 3naky 3HauecHue

Puck nostyuenus tpaBmbl uan cepbEanoi TPABMbI MPH HENIPABHIILHOM
Aﬂpomsonoxaaarme HCMONb30BAHNH

BO3MOKHOCTD FOJIyUeHHS TPaBMbl MM CepbE3HON TpaBMbl IPH
Al’“!penynpenmerme HENPaBHUJILHOM HCIONb30BAHKHK

BosmoxHocTh MONYHEHMS TPABMbI MK TOBPCHKIACHUS y()TpOF!CTBﬂ npu
HENPABUIILHOM HCIIOL30OBAHMH

Buumanue

Hananucwu SHaueHue

‘ O0si3aTeLHO

® 3anpeuieHo
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Aﬂpomsonoxamx—me

| 3JICK‘TPOTCP2\"HY{: flatleHTaM ¢ UMIAAHTHPOBAHHON CHCTEMOI] CTUMYJTSILIMK 6JT)’)K1,18}OULCFO
HEPpBa 3anpewaercs HCNOJIL30BATL KOpOTKOBOﬂHOBy}O, MHKPOBOJII'{OB}'!O WiH yﬂprﬂBB)’KOBle
JIEKTPOTEPATUIO (COBMGCTHO HMEHYEMYIO 3ﬂ@KTpOT€pﬂﬂVlCﬁ). Bﬂ(ﬂ(’]’pOTepanlfm MOXKET npuBecTH
K Harpepy Kopriyca CTUMYsITOpa 1 MOBPENACHHIO TKAHEI B obnacru HMTUTAHTaLIH .

2 AH'I‘HKOHI‘leﬂHTHﬂﬂ Tepanus: Yy HauueHToB, Moy varommx am‘ni<oarymn~1'n~{ylo TeEpanuio,
MOXKeT ObiTh MOBBILIIEH PHCK NocaeonepauoOHHbIX OCNOMHEHMH, B HACTHOCTH 06[3213088!1”51
reMaTom.

3 DAeKTPOKOAry IS UMOHHBIH remMocTas:

DIeKTPOKOAry IALMOHHBI reMocTas Mower MOBPEIHTL SJICKTPOL WM CTUMYJISITOP, BPEeMEHHO
MIONABHTE BBIXOAHOM CHIHaN CTUMynsTOpa Man cOpocuTs napamerpsl CTHMyNISTOpaA (AMIUTY Aa
BbIXOAHOTO curnana = 0 B), uto notpebyer or epaua NEPENnpOrpaMMHpPOBaHHs CTHMYAATOpA.
DNEKTPOKOArYAALMA TAKIKE MOXKET HMHIYLHPOBATE TOK B 3/ICKTPOAC CHCTEMbI CTHMYJISTOPA, 4TO
MOMCT HAHCCTH Bpel WIIH NPHBECTH K MOBPEKICHHIO opranusma B nocneayouem. [lpu
MCTIONIL3OBAHMM  DMEKTPOKOAry/IiuMM, — noxanyiicra,  coGmonaiite CICLYIOUWHE  Mephi
TIPEAOCTOPOKHOCTH:  BBIK/IIOUHTE  CTHUMYMATOP nepen dNCKTPOKOAryasuMel, He gomyckaiiTe
COTPHKOCHOBEHHUA  INIEKTPOAA ¢  YCTPONCTBOM  Juis dJIeKTpOKOAryisuMy.  Pekomenayercs
MCIONL30BATL  TOLKO  OHIONAPHBI JJICKTPOKOAry 14TOp.  ECNM  HEoBXOAHMO  MCHOoAbL30BaTH
OAHONONAPHBIA 2/IEKTPOKOANYIATOP, He HCTIONL3YfiTe PEKUM BBICOKOIO HamnpsimKeHust. Y cCTaHOBUTE
MHHHMAILHO BO3MOXHOC 3HAYEHME HATPSIKEHHS, NyTh TOKA (nnockocts 3azemaenns) nonken
ObiTh MaKCHManLHO ynanen ot CTUMYJIATOPA W SIEKTPOA, 1 yGeaHTECh, Y4TO CTHMYAsTOP paBoTacT
HaANeKAUNM 06pa3OM 10CIe 3NEKTPOKOAry IS LMK,

4 JlyueBasi Tepanus: ne HANPABJANTE CHCTEMY CTUMYALMH By KAAI0LIEro HEPBA HA NCTOUHMK
H3NyteHuUA, Hanpumep, koGanbT-60 uian ramma-nyun. Ecan Jiyuenas repanus Heobxoauma BOAHIH
CHCTEMbI CTHMY LMK Oy KAAIOLIEro Hepsa, SKpaHupyHTe YCTPOHCTRO ANS CTHMYRLIK Hepsa,
4TOGLI 1PEIOTBPATHTL MOBPEKACHHE, BBIZBAHHOE Jy4eBoi Tepanueit.

5 YALTPasBYKOBASI IMTOTPHIICHS ¢ BBLICOKHM KoY hHLIHEnTOM YeHnaenus: He peKkomenayercs
HCNOJL30BATL YJIbTPA3BYKOBLIC YCTPOICTBA C BHICOKHM ko3 duumMentom yeunenns, takue kak
PICKTPOTHAPABINYECKAS  JIMTOTPHIICHS, Y  MALHEHTOB  C MMIUIAHTHPOBAHHOH  cHcTeMOoil
CTHMYSUMH Gaysknaiomero Hepsa. Tlpu HeoGxomumMocTH JITOTPUIICHH  fepxiTe OKyC Ha
PACCTOSHIH HE MeHee 15 ¢M oT cTumy isTopa.

6 Ileqmﬁpunnﬂmm/rcapzmonepcxm: Npy QHOPHIIALMK  KENYAOMKOBR MM npeacepauii y
NalMeHTa B NEPBYIO Ouepens HeoOXOMMMO oBecreymTs De3onacHocTs ero skusnu. Bueuwnss
nepubpuniauns win KapIHOBEPCHs MOTYT NPUBECTH K HEOOPaTUMOMY NOBPEKACHHIO CHCTEMbI
CTHUMY UMK HepBa. He pexomenayercs Henoab20saTs AePUOPHINATOP UK KapinosepTep BOaH3N
crumynaropa. Ilpu neobxoaumoctH BHewHedt nehubpmingunmr  unu  nocne KapaHOBEPCHH
HEOOXOANMO  MAKCHUMAILHO  CHU3MTH TOK, TPOXOAALIMI  4epes  CTUMYJsTOp M cucTemy
NpoBOAHWKOB. Jlng a10ro Heobxoaumo: PACHONOKHUTE  CTCPIKEHBL KaK MOMKHO Jalibllie  OT
CTHMYJUITOPA, PACHONOKUTL CTEPIEeHb C  CHCTEeMON CTHMYJIALMK  HEPBA B BEPTHKANLHOM
MOJIOKEHHH, ¢ MUHHMAJILHOM BBIXOAHOM MOLLHOCTLIO (BaTT-CeKYHABI) MUIS KIMHHUECKO
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NPAKTHKR, NCPUOPUIALMM MM KAPIHOBEPCHH MOMKCT MHAYUMPOBATL TOK B 9JIEKTPOE, CO3AaBAs
JIOTIONHHTENEHYIO ONACHOCTL MM HAHOCH Bpes opranusmy. Tlocne HapyxHoi aedubpumsumm
yGenntech, 4to cTuMyIsTOp (yHKUHOHKpYeT HOpManbHO.

[penynpexnenne

1. ”MﬂﬂaHTpreMaﬂ cucrema CTHMY IS LMK 6.ﬂy7KIIaK)UICFO HEPBA HE N0JKHA YCTAHABAUBATLCS TEM
naureHTam, KOTOPBIM, IO MHEHUIO Bpaya, OHa HE NOAXOAUT.

2. Tlaumenty cneayer wusGerars HPEIMCPHOrO  AManasona ABMAEHHH, uTOObL  H3GeKaTL
HPCIMEPHOTO AaBACHUS HA MMIIAHTUPOBAHHYIO cHeTemy crimynsumnu Gnysaaiouiero Hepsa. K
TAKHM IBHIKCHWAM OTHOCSTCH peskue, HPE3MEPHBIC WM TIOBTOPAIOIIHECS HAKAOH DI, TIOBOPOTSI,
PACTSOKKH MM 1IPbLKKH,  MeauumuHck il IEPCOHAN  I0JKEH  CHIpAlUMBATL NaLMeHTa o ero
MIOBCCAHEBHOM MOBEACHHH M AaBATL EMY HEOGXOAHMbIE NpeaynpexneHus.

3. YcnoBus BBICOKOrOpbs He BAMSIOT Ha paboTy UMIaHTUPOBAHHOI CHCTeMb! CTUMYJISLIMH, HO
MALHEHTD! 10JIACHBI 3HATH 06 ONACHOCTAX, CBA3AHHBIX ¢ Hpe3MepHbIM crubannem-pazrnbanuem npu
TAKUX BHIAX NEATENLHOCTH (NPLDKKM C MapawioToM, KaTaiue Ha KOHbKaX W JbbKax), M o
BOIMOWKHOM BO3NCHCTBHM Ha MIUIAHTUPOBAHHOE YCTPOHCTRO.

4. TlpocuGa npoiitu cucremy samursr or KpaXH W 0GopynoBaHKe Ut NpOBEpKH GE30MacHOCTH,
HNaunetrsl A0mKHB HPenbABUTE COTPYAHHKY Ciy»Obi Ge30macHocTH HACHTH(DHKALIMOHHYIO KapTy
MALHMCHTA, MCTONL3YIOUEro CTHMYATOP, M 3aNpOCHTbL AHUHbIH noemotp. Corpynnniu cnyuGni
0e30MacHOCTH MOTYT HCHOLIOBATS NOPTATUBHLIN 1eTeKTOp Ge30MacHOCTH, HO NaLUHeHTam crenyer
NONPOCHTL MX HE OCTaBJATbL €ro PALOM CO CTHMYJIITOPOM f0AbLIe, YeM Heobxoaumo. [TaumenTs!
MOTYT nosenark npofitu apyryio dopmy nposepku. Ecau NALUKEHTY HEOBXOANMO npoiiTH uepes
CHCTEMY JUIA IPOBEPKH 6E30MacHOCTH WM YCTPOHCTRO A0CMOTPa, OH J10/KeH BLICTPO NPOITH ero
1o UeHTPY Hau cOoky.

5 bBezonacuocrs JIaHHON cucTeMpl BO BpemMsi 66})CMCHHOC'I"H HIW  KOpMJICHHS pyasio He
MOATBECPIKICHA,

6 TTon BO3ACHCTBHEM CHJIBHOI'O0 MarHMTHOrO MoJs cHcTemMa CTHMYJISILIH M 6J1)/’}K11310UV[CFO Hepnra
MOXET ﬂpHBCCT‘H K CepbéBHblM TPaBMaM MK CMEPTH NaureHToB,

==
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1,1!10(1))/”]([“1]0 CHCTCMBI M T. X1,

OBPEKIACHHE CHUCTEMBI, HEOMH JaHHoe H3MEHCHME NOCNCNOBATEALHOCTH UMITYJTILCOB,

7 Tlpu ueobxonumoctd nopaun JJICKTPUHECKOrO  TOKA MauMeHTy ¢ UMIIAHTHPOBAHHLIM
CTHMYIATOPOM BJ1y>KAalowIero HepBa u3sHe, CTUMYJIATOP HEOOXOAUMO BPEMEHHO OTKMOYUTS.

=

8 Jleuebroe uonusupyiouee
CTHMYIATOPA OJly»KAAIOLIETO HEPBA, H NOBPEXICHHE CTUMY1ATOPA MOXKET ObITh HE Cpasy 3aMeTHO.

H3JIYUCHUE MOXKeT NOBPE/IMTL HICKTPOHHbLIE  KOMMOHEHTLI

9 Ecau CTHMYNIATOP 6ﬂy>l(118!0u1€!‘0 HEpBa ObL paxce HMITIAHTHPOBAaH APYruM nauMenram, ero
NMOBTOPHOE MCIONL30BAHHE 3arpelyeHo.

HepBa.

10 CneayeT CO6JHO£[3TI> peKoMeHnyembie MEpPbI NPENOCTOPOKHOCTH st NpeaoTBpaleHus
BPEAHOTO BO3D.C}710’I‘BHH, BbI3BAHHOIO M3MEHEHHEM XapaKTEPHUCTHK CTHM)’II}ITOPZI 6Hy)l(llilIOLu€FO

11 Cnenyer npunumats Npo(HnaKTHUECKHE Mepbl TS NPENIOTBPALLEHHS BPE/IHOTO BO3NEHCTBIS
ONPCIACNEHHBIX HEGAArONPUATHBIX  OBCTOATCILCTR (Hanpumep, anexTPOMArHUTHBIX nomex,
PRCTPEMANIBHBIX TEMIICPATY D, MEPEenafoB AABeH!s) Ha NaLMenTa,

e O b

BLICOKOTO J1aBrieHHs, cpena ¢

12 Tlepen Bxonom B 30k, KOTOpeie MOryT OkasaTh HeGNaronpuaATHOS BoOlaeHcTBHE Ha pabory
AKTHBHBIX HMMIUIRHTHPOBAHHBIX MEIULIMHCKHX YCTPOHCTB (Hanpumep, kamepbl ¢ KUCIIOPOI0OM

MOAYYHTEL COOTBCTCTByIOlH}’lO MCAHUMHCKY O KOoHCynbTaumio. K rakum 30HAM OTHOCATCH 30HbI,
0003HaueHH bIC  NPENYNPEeHAAIOILMMYU 3HaKaMi, 3an petarommmu JOCTYIT  NauMeHToB ¢
HMIITAHTHPOBAHHLIMY aKTHUBHBLIM M MEIULMHCKHUMH yCT[)OﬁCTBaMH

CHALHBIMH SNCKTPOMATHUTHBIMM  TTOMEXaMi H T, ,’1.), CHEAYLT

e

A-

Buumanue

1. Tepen ucnonbiosanuem MPOBEPLTE CTEPHALHYIO YTAKOBKY KOMIOHEHTOR crumyniaropa. Ecin
SALMTHAS MICHKA WKW YNAaKOBKa MOBPENICHBI, He HCNOMB3YHTE CTUMYAATOP M olparTech B
cayxOy nocsienponakHoro 00CayKHBaHMS.

2. Menuinrckuit NepcoHan 10mkeH ﬂpOﬁTH O6y'~leHHC MCPCA NEPBLIM MCIIOAL3OBAHHEM,

cnenyer cobmonars 0cobyio
CTHMYJIATOPA HJIH EKTPOIA.

3. ﬂpu HCTTONBL30BAHMHK OCTPbLIX UHCTPYMEHTOB BOM3M CTUMyIaTOpa 6J1)’7K1121!0MICI‘0 HEpBa

OCTOPOKHOCTh, UTOObI nzbexkare uapaniid Hiu NMOBPCIKACHMSA

4. He HCﬂOﬂbl’vyﬁTe COJIEHYIO BOLY MK APYTHE HOHHBIE KUAKOCTH B OOJIACTH COCANHECHMS, TaK Kak]|
STO MOMET MPHUBECTH K KOPOTKOMY 3aMbIKaHHKIO.

5 Bo spemst tpancnoptHposkn, XPAHCHHA 1 HCTIONBL30BAHHS CTUMYJISTOPA CEAYET MAKCHMallbHO
n3berars ynapos v suGpatuiu, Kpome Toro, neobxoammo cobmonars Tpebosanus k Temnepatype,
BADKHOCTH 1 1ABJICHHIO BO31YXa, YKA3aHHbIC B PYKOBOACTEE.

o oSO

3. Yerpanenne nencnpasnocreii

Heucnpasnocrts

AHanus BO3MOXKHBIX NMPUYKUH

Crumyastop
Giysxaarotero neppa
00HapYKH
COTIPOTHRIIEHHUE,
OTKJIOHSIIOLEECS OT
HOPMBI.

[1poBepbTe, noaHoCTbIO MK BCTaBECH pa3bEM aexTponaa B
paszbEeM cTumynsTopa

ﬂposepb"re, 3aTAHYT JIH BUHT KperjeHus CTUMYJATOpA
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[MposeprTe, NpaBuIIbHO 1M CiMpabHble JIICKTPO/IbI INEKTPO1A
OXBATLIBAIOT OJ1y X AAIOLINIT HepB

IposepbTe conportupnenne CTUMYJISATOPA € TOMOLLBLIO
HCIIBITATE/ILHOTO (CTEPIKHEBOTO) PE3UCTOPA, CCIIN /1A —
[1POBEPLTE EKTPO |
Ecaun npoGnema te ycrpanena, 00paTHTECh B CePBUCHDII OT/eH KoMNaHuu Rishena Medical Co.. Ltd./
Puwena Meaukan Ko., Jitn

6 Bo3moskHbIe ocnoxkHeHus

Tomumo puckos, cesizanHbIX ¢ XUPYPrutecKuM BMELIATELCTBOM, HMIIAHTALIS W HCIOIb30BAHME
CTUMYJSTOpA  OJ1yXAAIOWEro HepBa MOTYT NPUBECTH K CACAYIOLNM  NOOOUHBIM  peaKiimsim.
Hexoropeie no6outisie adidpextsr Moryr noTpedoBaThL XMPYPruveckoro BMelaTebCTRa,

Townora, psora
Oxpuniocts ronoca u anckompopT B ropie
AJIEPrdst UK TIOGOYHBIE HMMYHHbIC PeaKLMy

M3smenenne uyscTBUTENBHOCTH K UMIYJIbCY WMAU TO, YTO HEKOTOPbIE MALMEHThI HAa3biBAIOT
AMCKOM(POPTOM (TPEMOp UK LIOK).

Mudekuus

BosunkHoBenue Gonu

Bosb B obnacti nmMnnantuposannoit cucremsl (crumynsTopa v anekTposa)

['eMatombl, KpOBOTEUEHME, FEMATOMBI W/HITH MHCYJIbTbI

Cwmellenne nnm kopposus CTHMYJITOPA WITK 1EKTPoja

Bosmooxnoe nospesienne nepsa

Bosmoxuble TexHuueckue npoGiems 0bopynoBaHus

MrHoBeHHbIH wok

ITpu HeobxoaumocTH nMNaRTUpOBaHHbIH CTUMYJIATOP .1y MHAAIOLIEIO HEPBA CACAYET Y AU T,
7 Cpok ciy#Obl

Cpok cnyxBbl anextposa cocrasnser we mewee 10 jer 3amena onekrtposa Tpebyerca rpu
MOO3PEHKH Ha €ro pasphlB, CONPOBONKAAIOLIMHCSA YCHICHHEM CUMITOMOR (Hanpumep, yualneHuem
cyopor).

K q)ax"ropaM, CNOCOOHBIM COKpaTHUTL CPOK Cﬂ}/)l(6bl JEKTPpOAA, OTHOCSTCS

* Tynas tpaBma weu u/unu noboit npyroi obsnactu Tena.

* UpesmepHoe ckpyunsanue unm pacrskenue NaLUEHTOM UMITIAHTUPOBAHHOTO DAECKTPOAA HITH
UMIYJIBLCHOTO reHeparopa.

* HenpasuibHas  Xupypruueckas WMIaHTaUMs  CHCTEMbl VNS-tepanuu, uanpumep,
HEAOCTATOUHAs TNETAS Ul CHATUSL HATSOIKEHHS, HAJOKEHME LIBOB HETOCPEICTBEHHO Ha
KOpny¢ 5neKTpoaa, HEUCNONb30BaAHUE KIIMIIC W T. JI.
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8. ¥Yruamzauus yerpoiicrea

Ecnu yCTpOﬁC'FBO HCBO3MOXXHO HCIOJIL30BaTh WU 3aMEHUT

b HM3-3a }‘lCI/lCFIpaBI‘IOCTCl\;I, Cro cienyer
YTHIH3NPOBATL B COOTBETCTBUHU C MECTHBLIMHM 3aK0OHa

MH 1 HOPMATHUBHBLIMH NOJOIKEHMSAMU.
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DUPMeHHBIH 6IIaHK KOMIaHUK Rishena Medical Co., Ltd/ Pumiena Meuxan Ko., JItn.

lexnapauuns 6ezonacupix ycaosuii nposeaenust MPT-uccienoBanus
A HMILTAHTHPYE€MOT0 CTHMYJISITOpa Oay:kaomero neppa

Jis npenoctarnenus no MECTY TpeGoBaHus

Hacrosumit nokyment ssngercs oduunansHoll nexia

pauueli 6e3onacHbIX ycnosyit, IIpH KOTOPBIX

NTAUMEHT C UMIUTAHTHPOBAHHON CHCTEMOI CTHMYJIALMK OJTY>KIalomero Heppa (VNS) moxer npoiitu
NpOLEYPY MarHUTHO-PE30HAHCHOM] Tomorpadun (MPT).

Hudopmauusn o 6esonacubix YCIOBHAX HPOBEXCHUT MACHHTHO-
HMILTAHTHPYEMOr0 CTHMY.ISTOPA 6J1yKAAI0MEero HepBa

Pe30HAHCHOH ToMOrpadun n.mﬂ

MmMnnanTnpyemas cructema CTHMYJISIHMH GJ1yX AQIOIIETO HEPBa I0JDKHA BbITh TIPOCKAHWPOBaHA MATHHTHO-
COHAHCHBIM TOMOTPAOM MPH CIIEAYIOUINX YCIOBHSX:

Monens u xapaktepucruxu HMILIAHTHPYEMOTo
CTHMYJIITOpa Gy K 1al0Liero Hepea

VNS201A, VNS201B

Monens u xapaxtepuctiku JEKTpOsa
HMILTAHTAPYEMOTO CTHMYTISTOpa Gy KIat01ero
HepBa 611y aiolero Hepsa

VL202A, VL202B, VL202C

Maxcnmanbnoe KOJIHYECTBO COOTBETCTBYIOLLMX
IPOBOAOB JICKTpOaa

1

L[eJIOCTHOCTb CHCTEMBI

Hactpoiika ycrpoiicrsa

BbIXOlIHOI"Ii CHUTHAJI CTEMY JISILIMM OTKJTIOUCH

Twrt o6opynoBanns s IpoBeNCHNS MarHHTHO-
PC30HAHCHO# ToMorpadun

["OpH30HTANIBLHO pacTionokKeHHbIH HHJIHHAPHYCCKHI
CBEPXTIPOBOISILIMIT MarHHT

MyabTusnepHas Busyamzams

/

Haﬂpﬂ)KGHHOCTI) CTaTHYECKOTO MarHUTHOT'O HOJIs

3,0 Tn

Hacrota PY-nanyucuus

128 MI'y £5%

Maxcrmanbugit TPOCTPAHCTBCHHDIH TPajiHeHT
MarHHTHOTO 110515

<19 Ti/m

MaKcnmaanaﬂ CKOPOCThH HapacTtaHus rpajgucHTa

<180 Tn/M/cex Ha och

lHepenatomas PU-katymmka

Katyimka s Beero tena

Upnemuas PU-katymika

Heorpannyenno

Pexcum pabots o6opynosanus s NpoBe JCHHS
MArHUTHO-PE3OHAHCHOM ToMorpadun

OO6branbLi peskiM paGoThi

Ipenenst 6ezonacuocTn PY-nsnyuenus

3HaucHHEe yueapHoro Ko3(puLmenTa noromeHus st
BCCT'O Tejia JOHKHO ObITh <1,58 B1/kr

OrpaunycHue BpeMenn HEIPEPBIBHOTO
CKaHHPOBAHHS

<30 MunyT

Obnacte CKaHHpoBanug

CkanupoBanue Beero tena

Apredakt uzobpaskeHus

Hpennonaraercs, uro usnenme HUMILIaHTHPOBAHHOE B
FPYZHYIO KIETKY NAaLHEHTa, MOKET TIPHBECTH K

Adlpec: Suite D3006 - D3008 No.26 Huashan Middle Road Xinbei District Changzhou Jiangsu, China/
ouc D3006 - D3008, 1.26, Xyawanb Muan Poyx, paiion Cunp6s#t, Yanuxoy, Hasucy, Kurait
Ten.: +86-519-69989503 Caiir: www.rishena.com

Peructpamnua MU B Pocagpaeranzope
www.nevacert.ru | info@nevacert.ru




Jluuensus na npoussoacTso No: NO.SSYJXSCX20200033
CBuIeTENLCTRO 0 perucTpaunu usnenns Ne: NO.GXZ720203 120084
Texunueckue tpeGopanus i nsaennio No: NO.GXZZ720203120084
[TpoussBonurens: Rishena Medical Co., Ltd./ Puiiena Menaukan Ko., Jitn

Anpec npousBoacTBa; ouc D3006 - D3008, 1.26, Xyawans Mun Poyu, paiton Cunb6oii, Yauuxkoy,
Lizaucy, Kurait

Ten.: +86- 519-6998 9503
3aperucrpuposano: Rishena Medical Co., Ltd.

HOpuanueckuit anpec: oduc D3006 - D3008, 1.26, Xyawanb Muan Poys, paiion Cunb6sii, Yanusxoy,
Lzsucy, Kuraii

Ten.: +86- 519-6998 9503
Ortaen nocaenpopasuoro obcnyusanus: Rishena Medical Co., Ltd./ Puinena Meukan Ko., Jita

Wndopmauns o sepcun PYKOBOJCTBa Ha KUTAHCKOM si3bike: [laTa penakumu: 05.05.2019 Uspanue C/Q
IFU-202-001

Wndopmanus o sepeun nannoro pykosojcTaa: Jlata penakiuu: 23.11.2022 Usnanne A/Q
IFU-202-001.EN
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