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1 Overview

L1 Product structure and system composition

The implantable vagus nerve stimulator package cor
stimulator (hereinafter referred to as the stimulator), a tor
and a magnet wristband, The magnet

wristband(MA G204
is specified in a separate manual, The schematic diagram
Figure 1.
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The integrated circuit of stimulator consists of th
communication module, central control

module and stimu
in Figure 2;
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The main functions of each module are as follows:

a) Wireless communication modul
communication between the stimulator
wireless readout and control.

b) Central control module: Controls the generation of s

and a neuromodulatio

Titanium shell Connéétdr -

1sists of a vagus nerve

que wrench, a test resistor

) is individually packed and
of the stimulator is shown in

Titanium shell

. Bracket

'B:\l!cry

Model B

imulator

ree parts: wireless
us output module, as shown

'''''' JULILL -

1it for stimulator

e:It is responsible for the wireless

n programmer for

preset parameters. It accepts/sends parameter
through the wireless communication module,

¢) Stimulus output module:Outputs stimuyl
control of the central control module. T}

settings from/to
j

1is module is enable

1
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and disabled at stand-by mode, or temporarily suppressed by magnet wristband if so
required.

1.2 Related products

The implantable vagus nerve stimulator should be used together with the
following products from Rishena Medical Co., Ltd:
a) Implantable Vagus Nerve Stimulation Lead: Model VL202.
b) Neuromodulation Programmer: Model VP213A/VP213B.
¢) Tunneling tool: Mode| ST205.

1.3 Product scope
The stimulator combined with specific implantable vagus nerve stimulation lead

is used for drug resistant or intractable epilepsy patients (for 6 years old and above),
intended for adjunctive treatment of refractory and drug-resistant epilepsy.

1.4 Package Contents

Stimulator x1
Torque wrench x1
Test resistor x1
Instruction Manual x1
Registration form x1
Quality Certificate x1
Product labels X6
Patient identification card x1

1.5 Software information

Software model for the stimulator is VNS201_SW1, released version: V3,

2 Technical specifications

2.1 Product information
Name: Implantable vagus nerve stimulator
Model; VNS201; Specification: A,Specification: B
Category: Sterile, Disposable
Package validity: 3 years

2.2 Product parameters and materials
a) Parameters and materials of Stimulator are shown in Table 1.
b) Parameters and materials of Torque wrench are shown in Table 2.
¢) Parameters and materials of Test resistor are shown in Table 3.

Table 1 Parameters and materials of Sti nulator
—_—

~ Model VNS201
Specification A B
Length' (mm) +10% 49.7 47.7
Height (mm) +10% 51.7 49.5
Thickness (mm) +10% 8.0 9.0
2

o g /)
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| Weight () +10% 26 30
| Battery capacity (mAh) 1690 1800
Battery type Lithium carbon fluoride battery
Battery voltage / 2.8V
Materials
X ray
Shell Connector Interface Silicone | Adhesive Identificati
Metal
on
316L , , Barium
Titanium | Polyurethane Stainless Qrgamc P.olydlmethy : sulfate
Silicone | siloxane o
Steel silica gel
Table 2 Parameters and material of Tor que wrench
Name Torque wrench ‘]
Length (mm) +Imm 45 7
maalues (N'm) +0.005N-m 0.035
. Materials
mdriver axle Shell 2
630 Stainless Steel Polycarbonlate + ABS
Table 3 Parameters and materials of Test resistor
{ Name | Test resistor
| Resistance value £5% 3kQ
I Materials
| Inner ring /Outer ring Metal plug ring
| 304 Stainless Steel 316L Stainless Steel |

23  Electrical Parameters

Table 4 Adjustable range of Stimulator parameter
Parameter | Unijt N Programmable range Default FactoryT
o Defaults
Pulse 0.25~3.5, Step: 0.25,
. MA | when <, accuracy: +0.25; 1 0
amplitude
] when >=] accuracy:+10%;
Pulse width us 150, 250. 300. 500\750\ 1000, 500 500
| - accuracy: +10%
Pulse He 1. 20 5, 10, 15, 20, 25. 3 ; 30 10
ﬁ'equencl accuracy:£5%
Pulse-on s 2. 5. 104 20, 30. 60, 30 30‘#
time accuracy:+10%
1~5, step:1;
Pulse-off . 5~60, step:5:
time T G0-130, step:30; 10 60
. accuracy:+10% ]
Pulse ‘L / Up to 3 start/stops per day, step: 00:00 00:00
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Smin;
accuracy:+10s

generator
daily
scheduling

The parameters in Table 4 are used to adj
related parameters and the waveform gener
As indicated, the stimulus signal is a perio
composed of a pulse train of duration “pul

“pulse-off time”, This signal repeats itself indefinit
enabled.

ated by

€oPulse-On time -

ust the outy

Pulse amplitude

out stimulus signal. The

the stimulator are shown in Figure 3.

dic electric output current; each repetition is
se-on time”, followed by a silence period of

ely as long as the output module is

Pulse period ,JL < Pulse-Off time— ¥
(1/frequency) Pulse width
Figure3 Pulse waveform and parameters

Note: There are two separate sets of par
and one for magnetic mode stimulation. Pl
these two operation modes.

2.4 Lead Connection

During surgical operation a
connected to the VNS stimulator through a pl
signal to the vagus nerve. The maximum hol

ug-in

2.5 Product transportation and stor

Environment temperature:-10°C to +60°C,
Relative humidity:10% to 85%.
Atmospheric pressure:50kPa to 106kPa,
Keep in a dry, ventilated place.

3 Operation Instructions

3.1 Preoperative Preparation

Please make sure that the aseptic package of tl
before opening, If damage is observed, do
Medical Co., I.td.

Before opening the aseptic pack

(VP213A) to query the stimulator to confirm that it
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adequate.

3.2 Implant locations

Two incisions are required for the implanting, one for electrodes to be coiled onto
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 the 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 4.

Ele¢trods

(Stabilize on the
Vagus Nerve)

Figure 4 Implant position

3.3 Implanting steps

Note that the steps regarding the implanting of the lead electrode are described in
detail in the instruction manual of the lead,

3.3.1  Connect lead to the stimulator

Step 1) Insert the connector of the lead into the stimuy ator, and check the
connection between the stimulator and the lead.

a) Ensure that the lead connector pin and the stimulator socket are clean before
inserting the lead connector pin into the stimulator socket,

b) Insert the torque wrench through the 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 socket (Figure 5).

Deremencear 0 A
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Figure 5 Insert the connector of the lead into the stimulator

d) If the fastening screw obstructs the connector from !eing inserted properly,
loosen the screw counterclockwise with the torque wrench until the connector plug can
be easily and fully inserted (Figure 6). !

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

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

Figure 6 Loosen fastening screw with torque wrench
1

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 wrench clockwise until a "click" sound is
heard, then pull out the torque wrench (Figure 7) |

Reminder: The torque wrench 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 wrench is removed, check the silicone plu g 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.

; (" ))Z//,é/nxw,/w// A
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Figure7 Tighten screw with torqu

Step 3) Place the stimulator in the subcutaneous pock
RISHENA logo facing the skin. Place the stimulator careful
do not distort significantly (Figure 8) .

1e wrench

et with the side of the
ly to ensure that the lead

Reminder: To reduce the possibility of skeletal muscle stimulation, place the

stimulator away from bone tissue and skeletal muscle tissue

Figure 8 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. Th
depth of the subcutaneous pocket, reducing the potential risk

surgery and the possibility of lead distortion (Figure 9).

s can avoid increasing the
of product replacement

Figure 9 Wrapping lead

Step 4) Secure the stimulator in the subcutaneous pocket
of the stimulator connector.
Reminder:Failure to fully immobilize the stimulator uti]
increases the risk of device movement or rotation, which m ay
skin erosion, and accidental movement of the stimulator or lead.
Step 5) Check the functioning of the stimulator with th

utilizing the suture hole

izing the suture hole
result in device damage,

€ neuromodulation
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programmer. Refer to the next section: "

3.3.2 Verifying impedance and stitching pockets

Step 1) Diagnose the stimulator system and check ¢
stitching the pocket.

Reminder: It is necessary to check
resistance of stimulator with
around 3k ohm, the electric

Caution:

If the neuromodulation programmer finds abnormal
be pulled out, replace it with the test resistor inserted into
resistance from the stimulator, A display of around 3k ohn
is functioning normally, and the possible problem is with
lead itself. Reconnect the lead and check the el
the lead may have to be replaced.

O Confirm that the stimulator is secured to the s
the suture hole of the connector.
®  Suture and bandage the incision,

Step 2 After the incision is bandaged, re-check the
before the patient leaves the room. This precautious step f;
connectivity of the lead to the stimulator after all

3.3.3

before stitching
the neuromodulation prograr
al integrity of the system is ver

ectrode pla

Surgical replacement of stimulator

Step 1) Open the placement site of the stimulator wi
and carefully remove the stimulator from tl
Step 2)Clean the stimulator with sterile water
Step 3) Insert the torque wrench into tf
of the stimulator connector, |

and wi

Step 5) Clean and dry the lead connector, |

e subcutaneous

verifying impedance and stitching pockets."

he output impedance before

the pocket. Read the
nmer. If the test resistance is

ified.

impedance, the lead should

the stimulator. Reread the

1 indicates that the stimulator
}he lead connection or the
cements. If problem persists,

ubcutaneous poéket through

esistance of the system
irther verifies the electrical

surgical procedures.

h routine surgical procedure
"pocket",
be it clean with sterile gauze.

ie fastening sorew under the silicone plug
oosen the screw counterclockwise witl
Step 4) Gently pull lead connector out of the stimula

eaving no

1 the torque wrench,
or socket.
liquid on the surface,

Step 6) Re-pl
Step 7) The replaced stimulator shall be cleaned
Co., Ltd, or handled according to local laws

3.3.4  Enable the stimulator after implantation

The implanted stimulator is in standby mode until
neuromodulation programmer. It is usually enabl
operation (the timing may vary according to the
recommended to wait at least two weg]

iti

<s after the operatio

With the factory defaults, stimulus output amplitude is

module is shutdown.

After the stimulator is enabled, the doctor needs to adj

utilizing the neuromodulation programmer
patient to achieve the best therapeutic effec

according to th
t.

3.4 Stimulator states and transition between states

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

acing the new stimulator following step

s described in section 3.3.

and sent back to Rishena Medical
and regulations,

|

s enabled using the
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The VNS stimulator has three states, namely standby
and magnetic mode state. The meanings of each state arela

state, normal stimulus state
s follows:

Standby: wireless communication is on, stimulus output module is off. The

stimulator waits for instructions.

Normal stimulus: wireless communication is turned o
module is turned on. The stimulus waveform is continual
of normal stimulus parameters,

Magnetic mode: wireless communication is turned on

is turned on, and a single stimulus waveform is output ach:ording to the set of m

mode parameters. This mode is useful to output a single pe

n, and the stimulus output

y output according to the set

, the stimulus output module
agnetic
riod of pulse train when

patient needs to interfere with a sudden seizure during the long off period of the normal

mode or standby mode.

The switching between these states is described below in Table 5

Table 5 State transition table

Current state Events Next state
Enabled by programmer
- Y programu Normal
Scheduled start time is due
Standby -
Magnet wristband near stimulator more than Is Suppressed
Otherwise Standby
Disabled by programmer
Y progre Standby
Scheduled stop time is due :
Normal R
Magnet wristband near stimulator more than 1s Suppressed
Otherwise Normal
Magnetic _ , . The state before
mode Asingle stimulus pulse train is output suppressed ]

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 signs Meanings
Contraindication Risk of injury or serious injury if ysed incorrectly

AWarning Possibility of injury or serious injury if used incorrectly
A Cautions Possibility of injury or product damage if used incorrectly

Legends Meanings

O ) Mandatory

O . Forbidden

AContraindication
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—
I Electrotherapy: patients implanted with the vagus nerve N
stimulator system shall not use short-wave electrother py, microwave
electrotherapy or ultrasonic electrotherapy (collectively;/ referred as

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 ©
have a greater risk of postoperative complications, such as

hematoma,

3. Electrocoagulation hemostasis: N

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
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 clectrocoagulation,

4v Radiotherapy: do not face the vagus nerve stimulation system to Q
a source of radiation, such as cobalt 60 or gamma rays. If radiation

therapy is needed near the vagus nerve stimulation system, shicld 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 stim ulation

system. If lithotripsy is necessary, keep the focus at least I 5 om from
the stimulator,

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

| position, with minimal POWEer output (watts seconds) for ¢ inical,

10 %W%
ﬁe/mwwazm 7 4

KA erF I

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



. —
system damage, unexpected changes in stimulus sequence, system
dysfurnction, etc. f

8. Ifit is necessary to apply an electric current to a pajtient who has
been implanted with a vagus nerve stimulator from outside the
body, the stimulator must be temporarily turned off,

9+ Treatment-grade ionizing radiation may cause damage to the

electronic components of the vagus nerve stimulator, and damage to
the stimulator may not be immediately noticeable,

10\ If the vagus nerve stimulator has been implanted in other
patients before, it must not be reused.,

11\ Recommended precautions should be taken to prevent harmful
effects caused by changes of performance of vagus nerve
stimulators,

12. Preventive measures should be taken to avoid harmiful effects of
certain adverse circumstances (e.g., electromagnetic interference,
exireme temperature, pressure changes) on the patient,

13, Prior to entering environments that may have adverse effects on
the operation of active implanted medical devices (such as
high-pressure oxygen tank, strong electromagnetic interference
environment, etc.), relevant medical guidance should be obtained.
This environment includes areas covered by warning signs that

prevent active implantation of medical devices with access to
patients.

ACautions

1. The vagus nerve stimulator can only be used with the lead and the
neuromodulation programmer device specified in this manual,

2. Before use, please check the aseptic packaging of stimulator

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

3. Medical staff shall be trained before the first operation.

4. When using a sharp instrument near the vagus nerve stimulator,

special care should be taken to avoid scratches or damage to the
stimulator or lead.

©©

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

6+ Parameters should be adjusted in a small step to avoid discomfort
caused by sudden changes in stimulus,

7. If the stimulator falls from a height of more than 30cm, please do
not continue to use. The stimulator may have been damaged

12
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functionally.

8.The vagus nerve stimulator can be identified without damage, and
the X-ray identification code is "Ri",

9~ The vagus nerve stimulator and the neuromodulatio? programmer
use near-field induction communication, with proprietary
transmission protocol. The vertical distance between the

programmer and the stimulator should be within 2.50m§ for proper
communication, |

10+ User identity should be associated to the unique device number

written in the stimulator before delivery. User type and permission:
ordinary user,

11\ When the neuromodulation programmer indicates "low battery,
please replace as soon as possible", please timely contact the doctor
to arrange the replacement operation of the stimulator,

12+ During the transportation, storage and use of the stimulator,
collision and vibration shall be avoided as far as possibc}e. In
addition, the requirements of temperature, humidity an
specified in the manual shall be ensured.

air pressure

13, In addition to the stimulator manual, the following|papers are
also include with each stimulator:
Registration form: this triplicate registration form is used to record
patient's personal information, as well as information reéarding the
implanted stimulator. ‘

Patient identification card: it is used to indicate that the stimulator

has been implanted with relevant information. It is intended to be
carried by the patient for reference.

5 Troubleshooting

Fault Phenomenon Possible Cause Analysis

stimulator socket,

Check whether the lead connector is fully inserted into the

The vagus nerve Check whether the stimulator fastening screw is tightened.

stimulator detects high

Check whether the spiral electrodes of the lead properly

impedance encircled to the vagus nerve,
Check whether the stimulator impedance is normal with a
— — lest resistor,
The vagus nerve Check if there is any fluid inside the stimulator connector

stimulator detects low
impedance

nerve?

Pernctpanua MU g Pocagpaerapzope
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Check whether the stimulator j
test resistor.

mpedance is normal with a

The neuromodulation Check alignment to the implar

t location

programmer Check if the communication d

stance is too far

communicate failure

Check whether the stimulator battery runs out. J

Co., Ltd.

6 Possible Complications

Implantation and usage of the vagus nerve stimulator

adverse reactions:
Nausea, vomiting
Hoarse voice and uncom fortable throat
Allergies or adverse immune reactions

If problems persist, please contact with service depar

tment of Rishena Medical

may result in the following

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 cc
Possible nerve damage

Possible equipment technical problems
Instantaneous shock

If necessary, the implanted vagus stimulator should be rem

7 Service life

rrode

oved.

Please refer to the product label for the production date and service life.

Maximum shelf life is 3 years,

Estimated use time of stimulator under typical parame

Estimated use time of stimul

ters: 10 years

ator under maximum parameters: 0.5 years

The remaining battery capacity of the stimulator can be inquired by the

neuromodulation programmer.

8 Product scrap treatment

Please contact the hospital if the product needs to be tak

or expiration of service life. The product t
it back to Rishena Medical Co., Ltd,or de:
regulations.
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RISHENA

Inth & ETr

MRI Safety Conditions Declaration for
Implantable Vagus Nerve Stimulator (VNS)

To Whom It May Concern,

This document serves as an official declaration of the safety conditions under wh
Implantable Vagus Nerve Stimu

¢xamination.

Implantable vagus nerve stimulator magnetic resonance environmental conditions
safety information

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

conditions.

Model and specification of Implantable Vagus
Nerve Stimulator

VNS201A, VNS201B

Model and specification of Implantable Vagus
Nerve Stimulation Lead '

VL202A, VL.202B, VL202C

Maximum number of matching electrode wires

1

System integrity

No open circuit or short circuit

Device setup

Stimulus output off

Type of magnetic resonance equipment gylélldrical superconducting  magnet  placed
orizontally

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 Middle Road, Xinbei District, Changzhou Jiangsu, China

Tel+86-519-69
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Production license No: NO.SSYJXSCX20200033
Product Registration Certificate No.:.NO.GXZZ20203120085
Product technical requirement No.:.NO.GXZ7Z720203120085
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

Registered by: Rishena Medical Co., Ltd.
Domicile:Suite D3006 - D3008 No.26 Huashan Middle Road Xinbei Distript
Changzhou Jiangsu, China
Tel.: +86- 519-6998 9503

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

Chinese manual Version information:Revision date: 20220428 Edition B/1
IFU-201-002
This manual Version information:Revision date: 20230328 Edition A/1
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Prepepeseccas ¥ A

AL £2F Al

Peructpamnma MU g Pocagpasranzope
www.nevacert.ru | info@nevacert.ru




RISHENA
Ht & BETT
Ref: IFU-204-001 EN

Magnet Wristband MAG204

Magnet Wristband

Do
N, [l

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



Table of Contents

I Overview......... e free e, e ————— e I
L Product Strueure v I

1.2 Compatible product............... e USRI 1

1.3 Application SCOPE..vvvevrirrrannann, e et 1

14 Package Contents.........omvom 1

2 Technical specifications ..o 2
2.1 Product information ..............cv et 2

22 MBS oot e 2

2.3 Transportation and SIOTAGE wovevvoevieee oo 2

~ 3 DHCOONS ottt 2
3.1 Start magnetic mode SUMUIALION covvvvvvoovveeoveeeeeeo 2

3.2 Temporarily stop stimulation ... 3
SATELY PICCAULIONS oot 3
Cleaning, maintenance and SLOTAZE evvvvisrtte it 5

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



Deﬁnitiqn of labelling and packaging symbols

Consult Instructions for Use

Perucrpanua MU B PocapgpaBransope T B cetets

www.nevacert.ru | info@nevacert.ru



1 Overview

The magnet wristband is a companion tool of the implantable vagus nerve
stimulator package. It is used to temporarily start a single stimulation called magnetic
mode stimulation, or it can be used to stop the stimulation for a short time. The
magnet wristband is made in a wristwatch style, intended to be worn by the patient or

his/her helper, It should be used under the instructions of a professional doctor.

1.1 Product structure

Two types of magnet wristband are provided in each package, one with a thick
magnet, and the other with a thin magnet. The thick one has a stronger magnet thus
less stringent to the alignment with the implanted stimulator, The thin one is more
compact to ware around but may require a more careful alignment. Each magnet
wristband consists of a magnet head and a set of standard wrist strap. see Figure 1.

2 Magnet Head

58 s

— s,
panganaa p

Figure 1 Diagram of magnet wristband

1.2 Compatible product

The magnet wristband should be used as a simple control tool only with the

implantable vagus nerve stimulator VNS201 from Rishena Medical Co., Ltd.
1.3 Application scope

The magnet wristband is used to start the magnet mode of the implanted vagus

nerve stimulator, or to temporarily stop stimulation,

1.4 Package Contents

Thick style magnet wristband x1
Thin style magnet wristband x1
Instruction manual x1
Product label x1
Quality Certificate x1

1

Q‘:’A%. :7? 7 %W&/ >
Peructpamus MU s Pocsupasaanzope «eo¥ 5 0 SBLOIRS,

www.nevacert.ru | info@nevacert.ru




2 Technical specifications
2.1 Product information

Name: Magnet Wristband
Model: MAG204 (thick, thin)

Service life: 5 years

2.2 Materials

Components Materials
Wristband case ABS
Wristband strap Rubber

Magnet N52

2.3 Transportation and storage
Temperature: -10°C to +60°C.
Atmospheric pressure: 50kPa to 106kPa.

Keep in a dry, ventilated place.

3 Directions
3. 1 Start magnetic mode stimulation

An epilepsy patient may need to trigger a prompt stimulation at an unexpected
seizure when the normal mode stimulation is at its pulse-off period or when the
stimulator is disabled. This stimulus pulses may also be set stronger than the normal
mode settings.

Move the magnet on the wristband close to the implanted vagus nerve stimulator
for more than 1 second and less than 60 seconds then move away, the stimulator will
be put into magnetic mode. In this mode, a single stimulus pulse train governed by the
magnetic mode stimulus parameters is generated. The magnetic mode is a temporary

mode only, after a single stimulus signal output, the stimulator returns to its previous

mode. (See Figure 2)

P e LN} L
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Figure 2 Magnet over the implanted stimulator
3.2 Temporarily stop stimulation
When there is a need to temporarily stop stimulating, put the face of the magnet
close to the implanted stimulator, This disables the stimulus output as long as the
magnet stays near. Stoppage of more than 60s is logged as a magnetic stop event, If
the stoppage is less than 60s, the stimulator will be put into magnetic mode as
described in the previous section. When the magnet is moved away after more than

60s, the stimulator will return to its previous mode without triggering the magnetic

mode stimulation,

Note:

1. There is a certain blind spot in the magnetic induction device of the stimulator.
If the magnetic mode fails to turn on, try to sweep the magnet slowly across the
surface of the stimulator. If the temporary stoppage is not achieved, try to move the
magnet closer to the implanted stimulator.

2. Two types of the magnets are provided. The thick one has a stronger magnet
and allows a longer distance to the implanted stimulator. The thin one is less strong,

requiring closer distance to function properly, but is more convenient to carry around.

Users may choose either as they like

4 Safety Precautions

The warning signs and legends shown in the manual are intended to enable you to

e _Bgrrew
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use the product safely and correctly, and to prevent injury to you and others.

Warning signs, legends and their meanings:

—

Warning signs Meanings

A Contraindication Risk of injury or serious injury if used incorrectly

AWaming Possibility of injury or serious injury if used incorrectl
jury y

A Cautions Possibility of injury or product damage if used incorrectly

Legends Meanings

O Mandatory

N Forbidden

AContraindication

1\ The magnet wristband is prohibited to be used for other ©
implanted devices, such as cochlear implants, heart pacemaker, to

avoid harm to the human body.

2~ Do not carry the magnet wristband for MR] examination, to Y

avoid damage to the equipment and harm to the human body.

AWarnin g

I\ The magnet wristband should be kept away from sensitive o

electronic devices, such as mobile phones, computers, bank CARDS, to

avoid damage to the equipment.

A Cautions

1. The magnet wristband must be used in accordance with this o

manual under the guidance of professional doctors,

2. Do not exceed the scope of the use of magnet wristband.

3+ Whether the magnet wristband should be carried by the patient,

or by his/her caregiver, should be decided by the doctor.

a’f/r?«f@w&e?—w o
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4. The magnet wristband should stay away from metal objects.

5+ The magnet wristband is a fragile part. Please be careful to

prevent it from falling,

6+ When not needed, please dispose the magnet wristband o

according to the local laws and regulations.

5 Cleaning, maintenance and storage

1. When the magnet magnetic is dirty on surface, please wipe with a dry soft

cloth.

2. Do not disassemble, repair or modify product without permission, or it may
cause accidents or malfunction.

3+ Keep out of the reach of children.

4+ When not in use, please keep it in a dry and ventilated place.

5+ Please refer to the product label for the production date and service life.
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Production license No: NO.SSYJIXSCX20200033

Product Registration Certificate No.: NO.GXZZ20203120085

Product technical requirement No.: NO.GXZZ20203120085

Manufacturer: Rishena Medical Co., Ltd.

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

Tel.:  +86- 519-6998 9503

Registered by: Rishena Medical Co., Ltd. v
Domicile: éuite 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 information:Revision date: 201 80918 Edition B/1

[FU-204-001

This manual Version information:Revision date: 20221123 Edition A/Q

IFU-204-001.EN
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Komnanus RISHENA/PULLIEHA

Kar. nomep: IFU-201-002.EN

Crumynsrop VNS201A
VNS201B

HMnanTrpyembli cTUMYNATOP OJIy )KAaIoero Hepsa

/monnucano/

[leuars: [Rishena Medical Co., Ltd./Puiena Mepukan Ko., Jitn.*32041 15222306]

WHcTpyKUKMs N0 NMPUMEHEHHUIO
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1. O630p

1.1 KoHCTpyKIMst M31€/1Ms1 H COCTAB CHCTEMbI

Mmnaantipyemblit cTUMyasTop Giy)KAalOUEro HepBa B HAOOPE BIMIOUACT B ceOs CTUMYASITOP
Oayxpalowero Hepsa  (anee  MMeHyeMmblii CTUMYJIITOPOM),  IMHAMOMETPHYECKUI  KJIOU,
WCTLITATENLHDIA (CTEPKHEBOI) PE3UCTOP M MArHUTHBINH Gpacier. MarunuTHbli Opacier (MAG204)
YNaKoBaH B MHAMBHAYAJILHYIO YIIAKOBKY M ONHCAH B OTACNBLHOM PYKOBOACTBE. CXEMaTHueckoe
M300paxeHMe CTUMYJIATOPA NPEACTABAEHO Ha pUCYHKE 1.

YAFHEM 3 b aszbe i
Pash THTAQHOBDLIH PasbeM TITAHOBDI KOpITye
~Kopiye NpoXojHes... L ’
e e ‘ JoTneperne g
AXO; TREDCTHE X Kpenesktan ckoba e .
ITPOXOiHOE OTBeEpCTHE ) S Y | Rpenes ' Kperemxnan ckoda/gepmrare;

T Laepikatens

-

HHTEIPA/IBHAA CXeMa AN Jw»m_(i;n«ape;; HHTCIPAIbHas (‘3;1'[‘;\))6“

CXOMa

Mogenn A Mojtens B

Pucynok 1 CTpykrypnas cxema cTumy isiTopa

Wurerpanbhas cxema CTUMYNsSTOpa COCTOMT M3 TPEX uacTeif: MOAYJs OECrpoOBOMHONW CBS3H.
UCHTPANLHORO MOAY /ISt YNIPABJIEHNs W MOAY/I5 BBIXOJIHOTO CHIHANA, KAK NMOKA3aHO HA PUCYHKE 2.

AHTeHHa

e TpaiinHI I
MOAYID
YUpaBieHisl

MOAYID i
BBIXOJIHOTO CUTHAJIA

S S—

BHINOJ

Pucynok 2 Cocra murerpaibnoii cxemsl crumydasiropa
OcHOBHBIE (PYHKLIMH KQXKAOTO MOAYJIA CHEAYIOLLME:

a) Monynb OecnipoBoaHON CBA3H: OTBeyaeT 3a GECTIPOBOAHYIO CBA3b MEXAY CTUMYJSTOPOM M
MpoOrpaMMaTopoM HEHPOMOLYJISILMA 15t GECIPOBOIHOTO CUNTLIBAHKS NAHHBIX U YIPABICHWA.

b) Llentpanbhblii MOAy/ib ynpaBjieHus: yrnpasaser FEHEPALMEH CTUMYJIUPYIOLMX HMITYJIbCOB B
COOTBCTCTBHM € 3ajaHHbIMM napameTpamu. OH NPUHUMACT/OTNPABISIET HACTPONKM Napamerpos
0T/Ha BHEWIHKUH NPOrpaMMaTop 4epe3 MOy b BECHpOBOAHON CBS3H,

C) MO,ZI}/HI; BBIXOAHOrO CHrHaljia: BbIZaéT SHGKT])HL]CCKMﬁ TOK CTHUMYJIMPYIOUICIO HMAOYbCa 1101
KOHTPOJIEM LIEHTPaJIbHOIO MOLYJist yNpaBJjICHHS. T0T MOJlYJib BKJIIOUAETCS B HOPMAajbHOM peXKUMe

1
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M OTKIHOYACTCs B PEKMUME OIKMAAHMS MJIM BPEMEHHO MOAABASETCS MArHWTHbIM Opacierom rpu
HEOOX0AUMOCTH. :

1.2 ConyTternylowmue yerpoiicTsa

WMmnaantupyemslit - crumynstop Onyxjaiomiero  Hepea  CleayeT MCMoAb3oBaTh BMECTE  CO
Cliefyommnmu usnenuamu komnanuu Rishena Medical Co., Ltd/ Puiiena Meaukan Ko., Jita;

a) IMNnanTupyemplii 951eKTpoL 1S CTUMY IS LK Oayxaatowiero nepsa: moens V1.202.
b) lporpammarop Heiipomonynaimm: Monean VP213A/VP213B.

¢) Mnctpyment aist tynnennposanus: moaens ST205.

1.3 O6aacTe npumenenns yerpoiicrea

CTUMyNATOp B COYETAHUM CO CreLHallbHbIM UMIUIAHTUPYEMbBIM OJIEKTPOJOM JUIst CTUMYJIALIMU
Griy’kaalomero Hepea NpeaHasHaueH st aLUeHTOR ¢ (papMakope3HCTEHTHON MM HeKYTHUPYeMoii
dnUericHet (B BO3pacTe OT 6 JIeT M cTapuie) ulst JONOJHUTENbHOM Tepanuu pedpakTepHoi 1
(papMaKo-pe3sHCTEHTHON DIUENICHH.

1.4 Komnekranus

Crumysnsitop x1
HrnamMomeTpuyeckuit Koy x1
Henbirarenshplit (cTepikHeBoi) pesuctop x|
PykoBoaCTBO 1o sxcnayaTauuu x1
Perucrpaunonnas gopma x|
Ceptudukar xauecrsa x1
MapKknpoBoUHbIe 3THKETKH ycTpoiicTBa x6
WMaenTndukaunonnas kapra nauuenra x1

1.5 Undopmanust 0 nporpammuom obecriedyeHun

Mozesnb nporpaMmuoro obecrieuenus crumyastopa: VNS201 SW1, BbIMTy1LEHHAas Bepcus: V3.
2 TexunyueckHe XapaKkTepPUCTHKH

2.1 Uudopmanus o6 yerpoiicTee

Hassanue: UMnnantupyemsiii crumynartop 6nysxaaroniero HepBa.
Mopeins: VNS201; Cneundukauns: A, Cneunduranms: B.
Kareropus: CrepuibHblil, 0HOPa30BOro HCHONB30BAHMS.

Cpoxk roanocTu ynakosku: 3 roaa.

2.2 IlapaMeTpbl yCTpOIiCTBA H MAaTEpHAbI

a) [lapameTpnl 1 MaTepuaibl CTUMYIATOpPA NPEACTABICHBI B TabnuLe 1.

b) [NapameTpsl 1 MaTepHabl AMHAMOMETPHUCCKOTO KiIOUa npeacTasfaeHbl B Tabauie 2,
¢) [apamerpbl 1 MaTepuabl UCTILITATENLHOTO PE3UCTOPA NPEACTABIEHb! B TabuLe 3.
Tabanua 1. [lapamerps! u MaTepuans cTumynsTopa

Moaens VNS201
Cneuudukaums A B
Hnvna (mm) £10% 497 47,7
Beicora (MM) £10% 51,7 49,5
Tonwuna (Mm) £10% 8,0 9,0
2
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Bec (1) £10% 26 30
EmkocTs GaTapen (MA4) 1690 1800
Tun 6arapen Jluruit-yrnepoa-dropuanas darapes
Hanpsxenne Garapen 2,8V
Marepuasbi
Jesuuii Penrrenosckast
Kapkac  |Posbem Meran ooy [RI€AIIH
uHrepdeiica Marepuall UAeHTU UKL
Hepsx. crans[OPranuuec Cunukarens
Turan [Monuyperan p KU Hoanpnmernnc ©
: mapku 316L |, o jMioKcan cyibpara Gapus
TaGnuua 2 TapameTpnbl 1 Marepraibl AHHAMOMETPHUYECKOTO KTIoua
Haszeanue JnHamMOMeETpHUYeCKH Koy
JlivHa (MM) MM 45
Yeunnue 3atsxku (H m) 0,005 H m 0,035
Marepuainbi
Ocb oTBEpTKH Kopnyc
Hepxkaseroiwas crans mapku 630 [onaukap6ouar + ABC

Tabnnua 3 INapamerpsi 1

MaTepualibl UCNBLITATCILHOTQ pe3ucropa

Hazsauue

HcnbiTarenbHblid pe3ucrop

Conpotupienue £5%

3K

Marepuasibl

BuyTpennee konbio/Buelnee konblo

Meraniuueckoe Ko bLIO-3arnyuiKa

Hepxxasetowas crans mapku 304

Hepaxasetowwas crans mapku 316L

2.3 DiekTpuvecKHe napamerpoi

Tabnuua 4. Jluanason peryjimpoBKy napameTpon cTUMYIsITopa

Mapamerp Ex, Tporpammupyemsiii aAnanazon Ho 3ano/ickas
M3M. YMOJMAHKIO yacrpoiixa
A ] 0,25~3,5, war: 0,25,
" M:n:b?aﬂa MA npu <1, Tounocts: £0,25; | 0
My pu >=1, TouHocTk: £10%;
150, 250, 300, 500, 750, 1000, - <
[LInpuna ummnynsca L £10% 500 500
E e (4
1,2,5,10, 15, 20, 25, 30,
Yacrora umnyssca Iu OUHOCTD: 5% 30 10
Yk : ©
Bpems srsnouenus 2, 5, 10, 20, 30, 60, .
UMInyJbca cex TOHHOCTL: £10% 30 30
1-5, war: 1;
Bpems BbiksioueHys . [5-60, war: 5; 60
UM ITyJIbCa MuH 60180, war: 30; 10
TouHocTb: £10%
/ /1o 3 3amyckoB/0CTaHOBOK B JiCHb, LHAT: 00:00 00:00
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exweaHeBHOE ;
raar aHue S MUH. ) |
nlarpopanme / 00:00 00:00 |
HMITYILCOB TOUHOCTh: +10% }
reseparopa |

[lapamerpel, npeacrasiennbie B Tabauue 4, WCNOABIYIOTCA JUIS  HACTPOHKM  BBLIXOAHOFO
CTUMyTMpYtoLIero curuana. COOTBETCTBYIOLME NapameTpsl # (JopMa curHana, reHepupyeMoro
CTUMYISITOPOM, MoKasauel Ha Pucyrke 3. Kak noxasano, crumysimpyiowuii curnan npeacrasiser
oo MepHOAMUECKMH  BNEKTPUUECKUIT BBLIXOAHOH TOK; KakI0€ TOBTOPEHHE COCTOMT M3
MOCICI0BATEILHOCTH HMIYJILCOB JUIMTEBHOCTBIO «BPEMS BIJIOUCHUS» W TOCHEAYIOWEH nays3bi
AJHUTEIBLHOCTLIO «BPEMs BBIKJIIOUCHHS). DTOT CHUTHal MOBTOPAETCS OECKOHEYHO, NOoKa BKJIOYCH
MOAYJIb BBIXOAHOI'O CHUrHAJIA.

MUY SRS

o o s . ESANE RSN G o
»

G TS

Pucynok 3: Curnan umnyiibca u napamerpsl

Hpumeyanne: CyuiecTByeT Ba OTAENbHBIX Hafopa NapameTpoB: OAMH s OOBIMHOIO peknMa
CTUMYJISILMK ¥ OIMH JUTSl MATHUTHOTO peXXuMa CTUMY ALK, OricaHne 3THX ABYX PEXXKUMOB paboThl
CM. B pazjiene 3.4.

2.4 Moakno4enne 31eKTPoAa

Bo Bpems xupyprudeckoi onepauuu snextpon (VL202), nocrasisemplii komnanuei Rishena
Medical Co., Ltd/ Puwena Memukan Ko., Jlta, noakmouaercs k VNS-crumynstopy uepes
WITEKEPHBIH  pasbem JUIS  Mepefadn  CTHMYIMPYIOLWIEro CHrHasa Ha  OJyxaalommii  Heps.
Makcumanbhas cuna GuKcauun coeannenus cocrapnser 10 H.

2.5 YcnoBuSA TPAHCTIOPTHPOBKH H XPAaHCHHs H31e/ TS5

Temneparypa okpyxatoiueit cpesbi: ot -10°C 10 +60°C.
OtHocuTenbHas BiaXHOCTh: 0T 10% 10 85%.
Atmocdeproe napienue: ot 50 kIla go 106 kl1a.
XpaHuTb B CYXOM, NPOBETPHBAEMOM MOMELLCHHUHU.

3 Muerpyknuy no sxemiyarannu
3.1 IloaroToBka nepen onepauueii

Ybeaurecs, 4To acenTHyecKas yrnakopka CTUMyJisTopa He nospesxaena. [Tpu nanuumu NOBPEXAEHNM
HE UCNOJIL3YHTE M3/Ie/Ie U BEPHUTE ero B Komnannio Rishena Medical Co., Ltd/ Puuiena Meaukan
Ko., Jita.

[lepen BCKpbITMEM —acenTHUeCKOH YNAKOBKH PEKOMEHIYETCS MCHOAL3OBATL  [POIPAMMATOP
(VP2I3A) nns npoBepky CTUMYJISTOPA M €ro paboToCnocOGHOCTH.

4
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3.2 Mecro uMnaanrauuu

Hﬂﬂ HUMIINaHTalUnu Tp€6leTC$[ ABa paspesa: OAMH JIAs HaMaTbiBaAHMS AJICKTPOAOB Ha 6.‘1)/71\”,’1211(’)!1.[14l‘;!
HEPB, a IlpyI“Oﬁ A YCTAaHOBKH CTumyJiaTopa. MC)KJ.I)’ ITUMH  JIBYMS paspesamMu ¢ IMOMOULLIO
WHCTPYMEHTA U TYHHCNHPOBAHUS CO3aeTCH TYHHEIbL 1131 NPOXOWK/ICHUS JICKTPUUCCKOTrO
JJIEKTpoaa.

COB}lZlﬁTG XHUPYPIrHUYCCKUM NYyTEM  TNOJAKOXKHBIN «Kapmaw»  Oanst uMrmaHTauum CTUMYJIATOPA
6J'ly7l<,ﬂ,aIOU_lCFO HEPBA YYTb HWXKE KJIFOYHLBL, TIOJ KOXKY NeBO BerHeﬁ HacTH rpyau.

XUpYprudeckum mnyTem caenaiite paspes, uyToObl OOHaXUTL JeBbIl GiyxaarouHil HEPB llieH
HOCCPCANHE MENAY KIIOUHLEH M COCLUEBHAHBIM OTPOCTKOM. CIIMPAbHBIE KOHUMKH KOHTAKTHBIX
SJICKTPOZIOB HA OJJHOM KOHLE 3JIEKTPoAa 0OMOoTaiTe BOKPYT OJy KAAIOLIEro HepBa, a KOHell pazbemMa
JJIEKTpOaa TyHl—lGﬂHp)’ﬁT@ B wmnnanmpyemmﬁ «KapMmam» Ha 'PyAH € NMOMOLUBLIO MHCTPYMEHTA Ui
NOAKOMHOK TyHHenu3awmn (ST205), cm. pHUCYHOK 4.

Pucynok 4. Mecro umnianrauuu

3.3 DTanul UMIIANTANHH

OGpaTu're BHUMaHHE, UTO ITarbl UMIIAHTALUUN JJIEKTpoa I'I()}hlp()()l'l() ONUCAHBI B MHCTPYKUHH 110
NPHMEHEHHIO ANEKTpOja.

3.3.1 Moakmovenne 21eKTPoaa K CTHMYJIATOPY

War I) Berasbre pasbém anexrposa s CTUMYJIATOP W NPOBEPLTE COCAMHEHHE MEKILY CTUMYJISATOPOM
M JIEKTPOJOM.

a) ﬂepeu TEM, KaK BCTaBUThL KOHTAKT pa%éMa ANEKTPOLA B I'HE3NO CTHMYJISITOPA, y6CJ,UfI'I‘CCb. 470
KOHTaKT pa%éma AJIEKTPOJAA U IHEe3/10 CTUMYJIATOPA YHCTLIC.

b) BcraBbre puHamomerpuueckuil Koy HEpe3  CHJIMKOHOBYIO 3arilyllKy BO BHYTPCHHMI]
LIECTMIPAHHLIA Na3 KPernéKHOro BUHTA.

¢) Berasbre pasbém onexTpona B ruessio CTUMYIATOPA. Pasbém ai1ekTpoaa J10KEH GbITh MOMHOCTHIO
BCTABJICH B HIKHIOWO 4aCTh IHE3/1a CTUMYNIATOpa (pUCYHOK 5).
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Pucynox 5 Berasbre pasnem snekrpoaa B CTHMYJISATOP

d) Ecnn kpen&xublit BUHT npensrtcrayer NpaBUALHON yCTaHOBKE paszbéma, ociabbTe ero npoTus
4acoOBOW CTPENKM AMHAMOMETPHYECKHM KJIIOUOM JI0 TeX 1op, NnoKa wrekep pazybéma He Oyaer nerko
4 MOJIHOCTBIO BCTaBNATLCS (puc. 6).

Hanomunanue: Ocnabbre kpen&xubli BUHT HACTONLKO, UTOGbI LITEKEP pazbEma MOMHO BbIIO JIerko
M MOJIHOCTBIO BCTABMTH B IHE3/10 CTUMYJIATOPA.

pumeuanne: OGbIuHO A0CTATOMHO OCHabUTL Ha 1—2 000poTa NPOTUB HacoBOM cTpeiku. Msberaiite
CIIMLIKOM BOJILLIOTO KOJMYECTBA OBOPOTOB, UTOBLI KPENEKHBIN BUHT HE OTCOSAMHMICS OT rHesjla
CTUMYyJBIATOpA.

Prcynox 6. Ocaabbre kpenexnblii BANT IHHAMOMCETPHYECKHM KTI0MOM,
Llar 2) Koraa pasbem snekTposa MosHOCTBIO BCTABAEH B FHE3JI0 CTUMYJISTOPA, 3aTSHUTE BUHT
ClIelY oMM 00pa3zoM:

3aTsHuTe BMHT, Bpallas JAMHAMOMETPHUECKHI KMOY 110 4acoBOJ] CTPESKE A0 uLleUKa, 3aTem
M3BJEKHTE AMHAMOMETpHYECKHi Koy (puc. 7).

Hanomunanne: 1nHaMOMETPHUCCKII KIIOY — OAHOPA3OBbI MHCTPYMEHT, H €ro 3PPEKTHBHOCTL He
rapaHTUpYeTCst TIPU MHOTOKPATHOM MCIOJBb30BAHMH.

He 3ararusaiite BUHT CJIMUIKOM CHJILHO. LIpGBMCpHOG 3aTATUBAHUE  MOXKET TPHUBECTH K
HCO6paTl/lMOMy NOBPEXKIACHNIO BUHTA UJIM THe3ja.

[Mocne uspneuenus AWHAMOMETPHYECKOTrO KJiirova MPOBEPLTE OTBEPCTHE CUJIMKOHOBOM 3arty KK,
Y100 b1 yOL}lH TbCS, YTO OHO aBTOMAaTHYECKH 3aKpbIIOCD. Eenu cununkononas 3arjayKa 3akpbita He
NOJIHOCTLIO, BO3MOXKHO NPOHWUKHOBCHHUE KHJIKOCTH, YTO MOXKeET MPUBCCTH K LHOKY. OXKOFY WM
CTUMYJISILMK MTallMEHTa B MECTC UMIUIAHTALIMM CTUMYJIITOPA, YTO MOWKET HPUBECTH K NPEPLIBAHKIO
WJIW NMOJIHOM OCTAHOBKE CTUMYJISILIMH.
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PllcyHOK 7. 3aTaHure BHHT AHHAMOMETPHYECCKHM KJII0U0OM

I11ar 3) TomecTrTe CTUMYISATOP B NOAKOXKHBLH KapMaH Tak, uTobbl cTopoHa ¢ oroTriom RISHENA
Obinia obpaiuena Kk Koxe. Pasmewiaiite CTUMYJISTOP OCTOPOIKHO, UTOBBI HE JONYCTHTL CHIILHOIO
AeopmupoBanus sekTpoa (puc. 8).

Hanomunauue: Ytobbl CHU3MTH BEPOATHOCTDL CTHMYJISILIMKM  CKEJICTHBIX MBI, pacnonaraﬁ're
CTUMYJISTOD BAaIH OT KOCTHOM M MBILUCUHOMR TKAHHU.

Pucynok 8 Ycranosure cruMynsitop B kKapman

Hanomunanne: He obmatsiBaiite a/iekTpoa BOKpYr nepesHeil Mian 3ajHeil yactu CTUMYISTOpA.
OnycTure M3AMWIKK D7EKTPOAA [0 BHELIHEMY Kpalo CTUMYJSTOpAa. JTO NOMOMKET H30exKars
YBEIMUCHHUS TIYOMHBI TOJKOXKHOIO KapMaHa, CHU3WTL TOTCHUMANLHBIH PUCK XMPYPrHUCCKOI
3aMEHbI M3/ICIHsl M BEPOSTHOCTL Aedopmalinu anextposa (puc. 9).

Pucynok 9 Hamorka snexrpoja

Lllar 4) 3akpenure CTUMYIATOP B MOAKOKHOM KapMaHe, MCI0JIb3ys OTBEPCTHE JUIS LIOBHON HUTH B
pasbEéMe CTUMYNISTOpA.

Hanomunnanue: [pu nenamnexained Gpukcalinm CTUMYIISITOpa ¢ NOMOLILLIO OTBEPCTHS JUIS LLOBHOI
HUTH yBEIWUMBACTCS PHCK CMEUICHHMSI WM BPALLEHUs YCTPOHCTBA, YTO MOIKET NPUBECTH K €0
MOBPEXKACHUIO, IPO3HUH KOKH U CJIyH4aHOMY CMELLEHUIO CTUMYIISATOPA UK DIIEKTPO/A.

Lar 5) Tposepbre paboTy CTUMYIATOPA € NOMOLLBIO IPOrPAMMATOpa HEHPOMOLY ISILIUK.
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Cm. caienyrowmit pasnen: «Ilposepka conpoTHBIICHHS W 3alMBaHKe KapMaHoBy.

3.3.2 Ilposepka conporuBienns 1 3aIMBaHNE KAPMAHA

Ular 1) TlpoBeante aMarHocTuky cucrembl CTUMYJISITOPA W NIPOBEPHTE BLIXOJHOE CONPOTHUBIEHMKE
nepe/l 3aliMBaHueM Kapmaa,

Hanomunanme: Tlepen sawmmsannem KapmaHa HE0OXOAMMO npoecTH rposepky. Mamepbre
CONPOTHBICHHE CTUMYISTOPA C MOMOLLBIO TIPOrpaMMaTopa HelipomMopynsimuu. Ecnu conporusienme
COCTABNIACT 0KONIO 3 KOM, DJIeKTPHUECKas LUETOCTHOCTb CHCTEMb] MPOBEpeHa.

Buumanue:
Ecan nporpammarop HeHpOMOAynaLuH oGHAPYKUT OTKIOHSIOWEECH OT HOPMbI CONPOTHBIICHHE,
C/CAYET HM3BJICUL ONCKTPOA W 3aMEHHTb €r0  HCIBITATEbHBIM  (CTEPIKHEBBIM) PE3IUCTOPOM,
BCTaBJICHHBIM B CTUMYIATOp. [TepenposepbTe conporusieHne crumynaTopa. 3naucime 0koo 3 kOm
YKa3blBacT Ha TO, 4TO CTUMYNATOP padoTaeT HOPMalbHO. W BO3MOMKHAS HPOGieMa CB3aHa ¢
AOAKIOUCHHEM JICKTPOAA HITM caMUM 31eKTpojioM. [ToBTOPHO nojtiiounTe 31eKTPoL 1 NpoBepbTe
pacnionosxeHne onekTponoB. Ecin npobnema He ycrpadeHa, BO3MOKHO, nortpefyercs 3amena
JIEKTPOA.

*  Y0eauTech, UTO CTUMYJISITOP 3aMKCHPOBAH B MOAKOXKHOM KapMaHe 4epes OTBepCTHe Juls

11IBa B pazbeMe.

* - HasnoxuTe WIBBI 1 MOBsI3KY Ha paspes.
Llar 2) ITocae HanosxxeHus NOBA3KKM Ha pazpes MOBTOPHO MPOBEPLTE CONPOTHBIIEHUE CHCTEMbI MEpe]]
TEM, KaK MauMEeHT MOKHHET Mnajary. DTOT MpeaynpeiAuTeNbHbIH ar MOMOXKET JONOAHUTENbHO
NPOBEPHTE BJICKTPUHECKOC COEAMHEHME BIEKTPO/Ia CO CTUMYIISTOPOM MOC/E BCEX XHPYPrHUCCKHX
npouenyp.

3.3.3 Xupypruueckast 3aMeHa CTHMYJISITOpPA

Llar 1) Bexkpolite mecto ycraHOBKM cTUMysTOpa, MCNONb3YS CTAHAAPTHYIO XUPYPrUUYECKyio
TEXHUKY, 1 aKKYPATHO U3BJICKHTE CTUMYIATOP U3 MOAKOKHOTO «KapMaHa.

LLiar 2) Ouncrute cTUMYATOP CTEPHIBLHON BOJOH U IPOTPHTE €ro CTEPUILHON Mapieh.

llar 3) BeraBbre AnHaMOMETpUUECKUI KIIIOY B KpenéiwHbId BUHT MO CHITMKOHOBON 3arnyuikoil
pasbeMa CTUMYIATOPA U OCNabbTe BUMT MPOTHB 4aCOBOH CTPEKH AMHAMOMETPHUCCKUM KIHOUOM.
LLlar 4) AkKypaTho H3BJIeKMTE pasbéM deKTpoaa U3 pazbiéma CTUMYAsITOPA.

Llar 5) Ounctute M BBICYLINTE Pa3bLEM DNIEKTPONA, HE OCTABASA HKUAKOCTH Ha MOBEPXHOCTH.

lar 6) Ycranosure HOBbIN criumyisTop, cneays HHCTPYKLHKSM, OITMCAHHBIM B pasjelie 3.3,

LWar 7) 3ameHEHHBIN CTUMYNATOp HEOOXOAMMO OUMCTUTH W OTNPABUTL OOPATHO B KOMITAHWIO
Rishena Medical Co., Ltd/ Puiena Menguxan Ko., JITA wan yTHAM3HMPOBATL B COOTBCTCTBMU ¢
MECTHBIMHW 3aKOHAMHW U HOPMAaTHBHBLIMH TTOJIOKEHUIMHU.

3.3.4 B/noueHue CTHMYJISITOPA NOC/Ie HMIIAHTALIMH

MMnnanTHpOBaHHBIH CTUMYJISTOP HAXOAMTCS B PEKUME OKMAAHUS 10 MOMEHTA IO BKIIOUCHHS ¢
NOMOLLUBIO MPOrpaMMaTopa HeHPOMOLY LK. OOLIUHO BIIIOUECHHE NPOMCXOAMT UYEpe3 ABE HEACH
NOCAC ONepalnn UMIAHTALNK (CPOKM MOIYT BapbHPOBATLCS B 3aBUCUMOCTH OT (haKTHUCCKOrO
COCTOAHMA NMAUMEHTA, HO PEKOMEH/YETCA NOAOKAATH HE MEHEE JIBYX HE/E/b M0CE Onepaliin).

Ilo ymonuannio aMnuTy1a BLIXOAHOTO CHTHANA CTUMYJISLIAK pasna 0, a MOJly b BBIXOAHOIO CHIHAA
CTUMYJISILIMK OTKJIIOUEH.

[ociie Brmouenns crumysTopa Bpauy HEoOGX0AMMO HaCTPOWTL NapameTpbl BLIXOAHOIO CUrHana ¢
MOMOLUBIO POrpamMMaTopa HEHPOMOAYJISILIMK B COOTBETCTBMH € (PAKTHUECKMM COCTOSHMEM NALMEHTa
AJIS IOCTHIKEHMS HaWJTyYLIero TepaneBTiyeckoro s¢dexra.

3.4 PexxuMbl cTUMYJISITOPA H HX HepeKIoteHHe
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Crumynatop VNS uMeeT TpH pemcnma: pexuM OKHAAHUS, OOBINHLII PEKUM CTUMYISLHH |
MarHMTHbIA PEXKMM. 3HaUYEHUE KaKI0r0 pexuMma cleaylollee:

Pexum oxupanns: GecnpoBoiHas CBA3b BKJIIOMEHA, MOAYJb BBIXOAHOIO CHIHana BbIKIIOUCH.
CTrMynaTop 0XHAAET HHCTPY KLU,

OObIuHBIA peXUM CTUMY ALK GECTIPOBOAHAS CBA3L BIJHOUEHA, M MOAYb BLIXOAHOIO CHIHANA
BK/MOUueH. CHrHal WMITYIbCa BBLIBOAMTCS HENPEPHLIBHO B COOTBETCTBUM € HAGOPOM HApaMeTpon
O0BIYHOTO PEXHUMA CTUMYJISLIHHU.

MaruuTHbI} PEXKUM! 6ecnp013011171a51 CBA3L BKMOYEHA, MOAY/L BBLIXOJHOIO CHIHANA BKANOYECH, W
BbIBOJAWTCS OAMHOUYHBLIN CurHali MMITYJbCa B COOTBETCTBHH C Ha60pOM apamMeTpoB MardMTHOro
peXuma. OToTt pexuM 110Jie3eH st BblIAaUM OJHONM NOCAEA0BATEALHOCTH WMITYJILCOB, KOI'ia
NaluCHTY HEOOXOAUMO ApeNOTBPaTUThL BHE3anHbii NpUCTyIt BO BpeMs JUJIUTEILHOIO nepuoaa
OTKITIOUEHUS B 0OLIMHOM PCIKUME CTUMYJISILUU MITH PEXKHUME OKHIaHUs.

Tepexniouenne Mexy 9TUMH peXXUMaMK ONMcano Hike B Tabaunue 5:

Tabanua 5. Tabnuua nepexioueHus peKUMOB
Texywnii pesxxum  {CobbiTust Criey ol pescum
Brmouaerca nporpaMmmMaropom

OO bIuHbIH
Hactynaer sannanuposanoe spems nauana

Oupanne MaruuTHbI Opacner HaXOAUTCS PAIOM CO CTUMYAsSTOpoM Gonee | )
[Tonasnenue
cex
Hnoe Oknnanme

OTKAIOYAETCS NPOrpaMmMHCTOM
Hacrynaer 3aniaHupoBaHHoe BpeMst OKOHUAHHS

Osujianme

OCb1unbIf MaruuThbii OpacneT HaXxoAKTCs PALOM CO CTUMYsTOpOM Gonee | -
[Tonasnenue
cex
Huoe OO0biunbIit
- BblBoAHTCS OAHHOUHAS MOC/CA0BATEALHOCT CTUMYIHPYIOLLUX Pexcum nepezy
MaruurHbii

HMITYJILCOB NOJABACHHECM

4. Mepbl npe1ocTopoxKHOCTH

Hpenynpemz:{aloume 3HakKW KW HaaMmMCH, MNOPEACTABJICHHBLIC B PYKOBOJACTBE, ApeaHasHauYeHbl g
obecneueHust  6e30MacHOro M NPaBUILHOTO  UCNONL30OBAHUS ycrpoﬁcma, a  Takke  juid
NPEeAOTBPpALICHUSA TpaBM KaK IJisl Bac, TaKk U s OKpPYXarolluX.

ﬂpezlynpenmalomme 3HAKHW, HAAIMTHUCH U UX 3HAUCHUEC!

Ipenynpexnalouuie sHaku 3uavene
]

PUcK nostyueHns TpaBMbl MK CepbEIHON TPABMBLI NPH HENPABUALHOM
Z’&I'Ipm*smonorcazaune HCTIOBL30BaHHH

BO3MOMXHOCTL NOJIyHEHHS TPABMbI MK CEPLEIHOIT TPaBMbI NpH
Aﬂpeuynpenmenue HENPABMIILHOM HCIOJIb30BAHHH

Bo3MoxHOCTE nonyueHns TpaBMbl WIH MTOBPEXAEHHS YCTPOHCTRA NpH
HETIPABHIILHOM HCHOJL30BAHKH

Buumanue

Haanuen 3HaveHe

U‘ O0s3aTeNibHO

® 3anpenieHo

A ﬂpm‘nsonommn He
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I DAeKTPOTEPANMSI: NAUMEHTAM C UMIIAHTHPOBAHHON CHCTEMOR CTUMYMALIMM Oy KAAIOWIEr0
HEPBA 3aNpPEIACTCs HCMONL30BATH KOPOTKOBONHOBYIO, MHUKPOBOIHOBYIO HJIM YilbTPa3ByKoBYyIO
DJIEKTPOTEPAITHIO (COBMECTHO HMEHYEMYIO DJICKTPOTEPArineit). DAeKTPOTEPAIHs MOWKET NPUBECTH
K HarpeBy KOpIyca CTUMYNSTOPA M MOBPEXKACHHIO TKaHEH B 06NACTH UMITIAHTALMH,

2 AHTHKO}IF)’JIHHTHHH TCpAINIHA: y MALMECHTOB, NOAYHAIOUHX AHTHKOAY IAHTHYIO Teparuio,
MOMET ObITH [TOBBILIEH PHCK {I0CNCONEPALMHOHHBIX OCIOKHEHHH, B 4acTHOCTH 06pa303anuﬂ
reMaTom.

3 DACKTPOKOAry s LIMOHHLIH reMocTas;

ONEKTPOKOAryIIUHOHHBIN FeMOCTa3 MOXET MOBPEANTH INEKTPOA MM CTUMYAATOP, BPEMEHHO
MOZABMTL BLIXOAHOW CHUrHA CTUMYJATOPA MIM COPOCHTHL Napamerpbl CTHMYASTOpa (am MAKTY 18
BbIXOAHOTO curHana = 0 B), uto norpeSyer ot Bpaua nepenporpammmupoBains CTHMYNATOpA.
DNEKTPOKOATYIALMA TAIOKE MOKET WHIYLHPOBATb TOK B JIEKTPOIE CHCTEMBI CTUMYJISTOPA, YTO
MOMET HAHCCTH BPCA WM TPHUBECTH K TOBPEKACHHIO OprammusMa B nocaeayiowenm. [lpu
HCTIONIL3OBAHMI  DNICKTPOKOArYNALUMK,  noxanyHcra,  cobiiogalite  CAcayiouMe  mepbl
MPEAOCTOPOKHOCTH:  BLIKJIIOUHTE CTHMYASTOP MEpen 3JEKTPOKOarynsuued, He nonyckaiite
CONPHKOCHOBCHUS  DIEKTPOAA C  YCTPONMCTBOM [N%  3ACKTPOKOAryNsiuMK. PexoMenmyercs
MCTIONL30BATh  TOJILKO  OMMONAPHBIH  dneKkTpoKoaryaatop. Ecam HeoGXOAHMMO MCHOb3OBATH
ORHOMOJAPHBIA NICKTPOKOATYIATOP, HE MCTIONB3YHTE PEXKHUM BHICOKOTO HarpsikeHs. Y CTaHOBHTE
MUHHUMAILHO BO3MOMHOE 3HAYEHUE HANPHKEHHA, MyTh TOKAa (FUIOCKOCTb 3a3€MAEHHS) A0MIKEH
ObITb MAKCHMAIILHO Ya/leH OT CTUMYJISTOPA U 3AEKTPOA, H yGeaHTeCh, uTo crumysistop paboraer
HaJIeKalMM 00pa3oM MOCHe JAEKTPOKOAry ISLHH.

4 Jlyuesas Tepanns: He HaNpapisiTe CHCTEMY CTUMYNALMH GAYIIAIOWErO HEPBA HA HCTOUHMK
H3Jlyuenns, nanpumep, kodanbT-60 nan ramma-nyun. Ecn ayuesas Teparus HeoBxoanuma BOANIM
CHCTEMBI CTHMY/ISIUMK Gy KAAIOLIEr0 HEPBA, IKPAHUPYHTE YCTPOICTBO 1A CTHMYISLMH Hepsa,
4T00b! NPEAOTBPATHTE MOBPEKACHHE, BHI3BAHHOE JTYUeBOil Tepasue.

5 YabLTpassyKoBas JIUTOTPHICHS ¢ BLICOKMM KO3(DQHLMEHTOM YCHICHHRA: He pexomenayercs
HCTIONBL30BATL YILTPA3BYKOBbIC YCTPOHCTBA ¢ BBICOKHMM KOB(D(MHLUMEHTOM YCHAEGHHS, TaKHE Kak
PCKTPOrMAPAB/IMUECKas  JIMTOTPUINICHS, Y  NAUMEHTOB €  WMIUIAHTHPOBAHHON = CHCTeMOi]
CTUMYJiLmK Giyxpatowero Heppa. Tlpn HEOGXOAMMOCTH JMTOTPHIICHH fepiute OKye Ha
paccTosHK HE MeHee 15 CM OT CTHMYSITopa.

6 Hepubpuaasiumsi/kapaunosepens: npH  GUOPHANAUMK IKEHYLOYKOB HIH npeacepadit y
NalMeHTa B NepByio ouepedh Heobxommmo obecneunts 6e30nacHOCTb ero mminu. Buewnss
HepubpUANALIAS MM KapAHOBEPCHS MOTYT NPUBECTH K HEOGPATHMOMY NOBPCHKACHHUIO CHCTEMBI
CTHMY LMK HepBa. He pekomenyeTcs Henonb3osath AeuOPHINATOP MK KapauoBepTep BOIM3H
crumynstopa. Ilpu neobxomumocts BHewHelt aeuOPUAIALMM WM nOCHe KapanoBepcHu
HEOOXOAMMO  MAKCHMajibHO CHM3MTB TOK, NPOXOAAIIMI uepes CTHUMYJIAITOP M CHCTEMY
NPOBOJHUKOB. [lng 3TOro HeoOXOAMMO: pPAacrionokKHTh CTEpiKEHb KaK MOKHO Aajiblie OT
CTHMYJSTOPA, PACMIONONHTE CTEPIEHb € CHCTEMOH CTHMYJIALMHM HEpBa B BEPTHKAILHOM
11010KEHHH, C MUHHMAJILHOH BBIXOIHOW MOILHOCTBIO (BATT-CEKY Hilbl) 15 KIHHUYECKO
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NPaKTiKd, 1eGUOPHISUMH WM KapAHOBEPCHI MOKET MHALYLIMPOBATL TOK B DEKTPO/E, CO3AABast
AONOTHHTENILHYIO OMACHOCTL MKW HaHOCA Bped opranusmy. llocne Hapywnoi nedmOpunsumm
yOCANTECH, YTO CTHMYNIATOP ()YHKLIMOHHPYET HOPMAaBHO.

A [penynpexnenue

I. MMninanTipyemas cuctemMa CTUMYISLIMKM §1y K ARIOLIET0 HEPBA HE I0SIKHA Y CTaHABIHBATLCS TEM
NALHEHTAM, KOTOPBIM, 110 MHEHHIO Bpaua, OHA HE MOIXOJMT.

2. Tlaunenty cnemyer u3beraTh upe3MEpPHOrO JAMANA30HA ABWXKEHHIL, UTOOB M3IGEKATH
HPEIMEPHOTO HABJCHHA HA WMINIAHTHPOBAHHYIO CHCTEMY CTHMYJiLMK Gaykaaiowero neppa. K
TaKHM JIBHKCHHAM OTHOCATCH PE3KHE, MPEIMEPHBIE MW NOBTOPAIOWINECH HAKAOHDI, TOBOPOTHI,
PacTAKKH WM NPbDKKK, MeanumHekuii  repconast 10/KeH CHpaliuBaTh NAaLMEHTA O ero
TOBCEAHEBHOM IOBE/ICHHH W 1aBaTh EMY HCOOXOANMbIE TIPEAYTIPENACHMS,

3. Ycnosus BBICOKOI'OpbLs HC BAUSAIOT Ha pa60'ry I/IMI'UlaHTVl[)OBal-lHOFI CHCTEMBI CTHMY LMK, HO
NauMeHTh! JOJKHBI 3HATHL 00 ONACHOCTAX, CBA3AHHDIX C YPE3MEPHbLIM CI‘H6aHHCI\'I-])ZBI’M6B.HHCM npH
TAKHUX BHAAX HCATENLHOCTH (ﬂpbl)l(l(” C rapaioToM, KaTaHue Ha KOHMbKax H Jlbl)l(ﬂX),~Pl 0
BO3MOXXHOM BO3JAEHCTBHH HaA HMIUTAHTUPOBAHHOC yCTpOﬁCTBO.

0 O a

4. Peiwsenne o TOM, MOXET ¥ NalMEHT HOCHThL ¢ coboli naporpaMMarop HCﬁPOMOJ.ImeU.MM,
NpUHKMMACT Bpay.

5. Tlpocsba npoliTi cuctemy 3atMThl OT Kpaku u oBOpPYAOBAHME A nposepkH 6e30nacHoCTH.
IMaunenTsl J0IKHLI NPEABABHTE COTPYAHUKY Ciy kObl G6€30MACHOCTH HAEHTH(PHKALMOHHY IO KapTy
NauHeHTa, NCNoNbL3YIOWEro CTUMYJISTOP, M 3anpocHTs JAWUHBIE 1ocmoTp, CoTpyaHuky caymdn
0e30MacHOCTH MOTYT HCMOJIL30BATL MOPTATHBHEI AETEKTOP BE30MACHOCT H, HO NALMEHTAM cieayer
NONPOCHTL MX HE OCTABJIATL €0 PAAOM CO CTHUMYJIITOPOM A0ALUIE, YeM HeodxoanMo. TTaienTnl
MOFYT MOWenarh NpoiTH Apyryio dopmy nposepku. Ecin naunenty Heobxoamumo npoilit uepes
CHCTEMY JU15t 1POBEPKH 6€30M1aCHOCTH HIIH YCTPOICTBO I0CMOTPA, OH I0JBDKEH GBICTPO MPOHTH ero
10 UEHTPY Hin cOoky.

6 BesonacHocTb JaHHOW CHCTEMbl BO BpeMsA GCPGMGHHOCTM WM KOPMJICHHS IpyAbiO HE
NMOATBEDWKICHA,

7 [lon BosuelicTBHEM CHIILHOTO MArHUTHOrO MoJis CUCTEMa CTHMYJSISILIMH 6J1y>x<1,1ar01,uero HEPBA
MOKET MPHUBCCTH K CC])béBI'iblM TpaBMaM MW CMEPTH NaLlMEeHTOB,

L=l

11

Peructpamnma MU g Pocagpasranzope
www.nevacert.ru | info@nevacert.ru




NOBPEKACHHE  CUCTEMBL,  HCOXKHIAAHHOE  MIMEHEHWE  FIOCHCAOBATEALHOCTH  MMIY/LCOB,
JIMCRY HKLMIO CHCTEMB! H T, 1L,

8 HPM HEOOXOAMMOCTH NoJavy  3JEKTPHUECKOro TOKa NAUMECHTY C UMILTAHTHPOBAHHbIM
CTHMYJISITODOM 6!])’)[(118?0!11@[‘0 HEpBa W3BHE, CTHMYJISTOP HeoOX0AUMO BPEMEHHO OTK/MOUHUTE.

9 JledeGHoe MOHMIMPYIOUIEE MINYHEHME MOKET HOBPELHTD INEKTPOHHBIC  KOMIOHEHTh
CTHMYJIATOPA 61y IKAAIOLIEr0 HEPBA, H MOBPEHKACHHE CTUMYJISTOPA MOKET ObiTh HE CPA3y 3aMETHO.

10 Ecin crumynsirop 61y #aaioliero Hepsa Gbisl paHee MMINAHTHPOBAH APYIHM NALHEHTAM, €ro
MOBTOPHOE UCITIOJBL30BaHKE 3ANPEILEHO.

1T Cnenyer cofmosaTe pekOMeHAyeMbie Mepbl MPEAOCTOPOKHOCTH s NPeLoTBPALICHHS
BPCAHOrO BO3AEHCTBHS, BBI3BAHHOIO M3IMEHEHHEM XapaKTEPUCTHK CTUMYNATOpa GiyHK/Ialowero
Hepsa.

12 CHCJ)’CT MPHHHUMAaTDL npodmnayc'mqecme MEPBE VIS NPCAOTBPALLICHHUSA BPEAHOro BO3ACHCTRHS
OTMPCACACHHBIX HC6J]211"0TIPHﬂTHbIX ofcrosTensers (HaﬂpMMCp. DNEKTPOMArHHUTHBIN  1TOMEX,
BKCTPEMAJILHBIX TEMIIEPATy, repernanosn naanemm) Ha nmauMeHTa.

© © 0Pk ©

13 Tlepen BX0mOM B 30HbI, KOTOPBIE MOTYT OKa3aTh neSnaronpusTHoe BosneiicTane Ha padory
AKTHBHBIX HMIUIAHTHPOBAHHLIX MEAHUMHCKHX YCTPOHCTB (HampHMep, Kamepbl C KHCIOPO/OM
BBICOKOPO  JABJICHHA, CPEAA C CHJILHBIMH JICKTPOMATHUTHLIMU [OMEXAMH M T. 1), Clieayer
NOTYUUTL COOTBETCTBYIOULYIO MEAMIMHCKYIO KOHCYNbTalMio. K TakuM 30Ham OTHOCATCS 30HBI,
0003HAUEHHBIE  MPEYNPEeKAAOIMMHE  3HAKAMH,  3arpellaloMm JIOCTYT  MALMEHTOB ¢
HMIUIAHTUPOBAHHLIMH aKTHBHBIMH MEAMUMHCKHMH YCTPOCTBAMH

e

A Buumanue

I. CTHMyﬂﬂTOp 6.‘1}/)1(118!0[[16[“0 HEpBa MOKHO HMCHOAL3OBATL  TONLKO C JACKTPOAOM  H
NnporpaMmMaTtopom l'i(’lﬁ[’)OMO}.l)’ﬂﬂl.lHH, YKa3aHHbLIMW B JAHHOM PYKOBOACTBE.

2. Tlepen MCnosiL308aHHEM MPOBEPLTE CTEPHILHYIO YITAKOBKY KOMIIOHEHTOR crumynstopa. Ecau
BALIMTHAS MUICHKA WM YNAKOBKA fIOBPEXKAEHLI, HE UCMOJBL3YHTE CTUMYNSTOp W obpaTurech B
Ciysx0y NOCHEeNpPOAaKHOro 00CaYKUBAHHA. '

3. Meanuuncknii nepcoan 10mkeH npoiitn oSyuenne nepes nepBbM HCMONb30BAHHEM.

4. Tlpu MCTIONL30BAHMM OCTPBIX WHCTPYMEHTOB BOJIM3M CTHMYAATOPA GIlyKAAIOLLErO HepBa
cneyer cobnmonath 0cofyio OCTOPOKHOCTL, uTOOHl M3Bexars uaparnuH wim MOBPEHACHHS
CTHMYJIATOPA WITH 3NEKTPOJA.

5. He HCnOﬂl::i}’ﬁTG COJICHYIO BOLY WM APYIiH€ HOHHLIE JKHAKOCTH B obnactu COCHMHCHMS, TAK Kak
2TC MOMKCT MPHBECTH K KOPOTKOMY 3aMbIKaHHIO,

6. ITapameTpbt CieayeT peryjiMpoBath NOCTENneHHo, WroBbl H3BexaTh TUCKOM(POPTA, BbI3BAHHOIO
PEIKMMH HIMEHEHHAMH CTUMYJIALIMH,

7. Ecnun ctumynarop ynan ¢ BLICOTh Gonee 30 oM, MPEKPATHTE €10 HCTIONb30RAHMUE. Crumyasitop

MOT ObiTh TNOBPEKICH.,

CQOS < O O
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PCHTTCHOBCKHA HIEHTUDHKALUMOHHBIH KOR — «Riy.

8 Crumynsrop 6nyxmaioero Hepa MoxkeT ObiTh MACHTHQULMPOBAH Ge3 NIOBPEIKACHHI,

CTUMYTHTOPOM J10J1KHO ObITh He Gonee 2,5 cm,

9 Crumynstop  6nysxaaroiero HCPBAa M NPOrpamMmaTop  HeHpOMOLYJistiMI HCTIONBL3YIOT
MHLYKUHOHHYIO CBA3L OJIMAKHErO 10N ¢ (hUpMeHHbIM POTOKOAOM Hepeaun aaunwix. Jlus
obecrnedenust  KoppexTHOl  cBa3M BEPTHKAILHOC  paccTosHie  MENlY  NPOrpaMMaTtopoM i

10J1b30BaTENb.

10 Hnewrndpuarop nonszosarens nomwen 6urms CBA3AH C YHHKA/bHLIM HOMEPOM YCTpoiicTBa,
SAHCAHHBLIM HA CTUMYJISITOPE Tiepes nocTtaBkol. THI MOMb30BaTeNs pazpeuierue: oObiunbii

CTUMYISITOPA,

I Eca nporpammarop HeHpoMoaynaumm noaaer cnrian «Huskwuit 3apsin Gatapew, noxanyiicra,
BAMCHUTE CC Kak MOXHO CKOpee», HeMEMTEHHO oGpaTHTech K Bpauy IS OPraHH3aumi 3aMeip

BJIAXKHOCTH W NaBJICHUIO BO3YyXa, YKa3aHHbLIC B PYKOBOACTRE,

12 Bo Bpems Tpancniopriposku, XPEHCHUA 1t HCTIONB3OBAHMS CTHMYJIHTOPA CCAYET MAKCHMABHO
uaberarh ynapos u subpawuu. Kpome toro, Heobxoammo cobmonars TpeboBanus k Temneparype,

A

BXOAST CJICYIOUME TIOKYMEHTBI:
Perucrpaunonnas dopma: ata perucrpaunonnas hopma B TPEX dK3eMNASPAX HCHOAL3yeTCH

CTUMYJISITOpE.

CTHMYJIsiTOpa M COACPIKHT COOTBC'TCTBleL{lle rm(])opMaumo. Ona npeanassavueHa
HCTTONL30BAHUS MALIMEHTOM B HI'KI)OPMGLLHOHHbIX LHenax.

13 TMomumo PYKOBOACTBa 110 AKCIyaraliim CTUMYJATOPA, B KOMIVICKT KaKAOTro CTHMYISITOpA

ans

SAMHCKH  NePCOHANbHBLIX  JaHHbIX NMalMeHTa, a TaKxke pm(])opmaunu ob MMIUTaHTHPOBAHHOM

[/L’ICHTH(l)HKauHOHHZISI Kapra nauueHTa: HCNoibayercs s NOATBEPXKACH A d)am‘a UMTITAHTA LK

A

3. Ycrpanenne nencnpasuocreii

>

Heucnpasnocrts AHaTU3 BO3MOXKHDBIX IPUYHH

pazbém CTUMYNISITOpa

ﬂponepb"re, NTOJTHOCTBIO 1M BCTABJICH pa3’béM JIEKTpoda B

CTHM}/HSITOP ﬂpOBepre, 3aTAHYT JIM BUHT KperjieHus CTHUMYIATOpa

on yaaarouero HEpBa

COO6I1!,€1€T 0 BBICOKOM .
OXBaTbIBAIOT 6]])/)1(11&!011114” HEPB

[lpoBepbre, npaBuabLHO U CIHPABbHBIC DJICKTPO/bI DACKTPOAA

CONPOTHBICHUH.
[lposepbre conportusnenne CTUMYJIATOPA C NTOMOULLIO
HCHLITATENILHOTO (CTEPIKHEBOIO) pesucropa
Crumynsrop [1poBepure Hanuume »unKoCTH BHYTPH pazbéMa cTUMyIsTOpa
Oiyscnatoiero nepsa -
co0BLIACT O HUIKOM Hanéxen nu konrakr ANEKTPOAA ¢ BIYIKAAIOLLIAM HEPBOM?
COMPOTHBIIEHUH
13
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ﬂposep[ﬂ‘e, COOTBETCTBYET JIH COINPOTHBICHNE CTUMYJsITOpA
HOpME, C IMTOMOLBLIO UCIIBLITATEALHOTO pe3ucropa.

[poBepbTe nosoKeHHe OTHOCHTENLHO HMITIAHTA.
[Tporpammarop
HEAPOMOAYJISILLUN [IpoBepbTe, HE CAMLIKOM JIH BENMKO PacCTOSHUE CBA3M.

coobuiaer 06 orkasze

[TposepeTe, He paspsmnack nu Garapes crumynsTopa.

Ecnu npoGuiema te yeTpaneHa, o6parutech B cepBUCHBIN 0T/1e KoMman i Rishena Medical Co.. Ltd /
Puwena Meaukan Ko., Jlta

6 Bo3moxHbIe 0C10KHE NN

MmnnanTauns n ucnonb3oBanne crumynsTopa 61y a101Lero HepBa MOTYT [PUBECTH K CICAYIOLIHM
MOOOUHBIM peaKLUsIM:

Tounora, psora
OxpunnocTtsb ronoca u auckomdopt B ropiie
AJIICpPris Uan NoGOUHBIC UMMYHHbIE PCAKIIMHM

M3menenne uyBCTBUTENLHOCTH K WMMMNYNbCY WIH TO, YTO HEKOTOPbIE MALMCHTLI  HA3LIBAIOT
AMCKOM(OPTOM (TPeMOop WM 1OK).

Wndexums

Bosuuknosenue 6onu

bonb B 0051aCTH MMIIAHTUPOBAHHON CHCTEMBI (cTuMynsATOpA M BNEKTPO/1a)

['emaroMbl, KpOBOTEUEHHE, FeMATOMBI H/UIIM MHCYIILTHI

Cmellenue niM Kopposust CTHMYIATOPa MITH MIEKTPOAA

BosmoxHoe nospexaeHue Heppa

BosmosxHbie TexHMueckne npoGaembl 06opy roBatiis

MrHoBeHHbIN 110K

[Tp1 HEOOXOAMMOCTH UMTIIAHTUPOBAHHBIR CTUMYJIATOP BAYIKAAIOILEFO HEPBa CIEAYCT YQUWTh,
7 Cpok ¢ciyx0bt

Hara usrorosnenus u cpok cityx6bl ykazanbl Ha MapKUPOBKE yCTpocTBa.

MakcumanbHbli CPOK IOJHOCTH COCTABASET 3 rojia.

Pacuertsiit cpok ciy:x6bl CTUMYNISTOPa B yCIOBHSIX HaCTPOMKK THIHUHBIX NapameTpos: 10 ner.
Pacuernplit cpok cnyxBbl CTHMYIATOPa B YCAOBMSX HaCTPOMKK MaKCHMalbHBIX TiapaMerpos: 0,5
roza.

Ocrapiuniics 3apan 6arapen CTHMYNSTOPa MOKHO Y3HATD uepes rnporpammaTop HeHpoMOLY JIsILIHK.
8. Yruiamsaumus yerpoiicrsa

Ecan yerpoicTso HeoGX0aMMO M3BeUbL M3-32 HEMCHIPABHOCTH MM MCTEUEHMS cpoka ciayxObI,
obparutech B OonbHMiy. M3BieueHHoe ycTPOHCTBO He MOMANGKHT MOBTOPHOMY HCIONBIOBAHMIO.
Ornpasbre ero obpartHo B komnanuio Rishena Medical Co., Ltd/ Puiena Meaukan Ko.. JIt i
YTHIM3HUPYHTE B COOTBETCTBUU C MECTHBIMU 3aKOHAMH W HOPMATHBHBIMU [10I0IKEHUSMH.

14

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




DupMennblit 61aHk komnasny Rishena Medical Co., Ltd/ Puiena Menuxan Ko., Jitn.

Jdexnapanus 6e3onacupix ycaosui nposeaennss MPT-uccienosanus
A1 MMILIAHTHPYEMOT'0 CTHMYJISITOPa 6JY:KA21011ero HepBa

Jns npenoctasnenus no MecTy TpeboBaHus

Hacrosmmii noxymenT ssnsercs oduLMAaNBHON AeKapaiiell 6e300acHbIX YCIIOBHH, IPH KOTOPHIX
HALHEHT C MMILIAHTHPOBAHHOH CHCTEMOM CTHMYIsLUM 6ryxnaromero Hepsa (VNS) Moxer HpoHTH
TIPOLCYPY MarHUTHO-PE30HaHCHON TOMOTrpadun (MPT).

Hudopmauusn o 6ezonacupix YCJIOBHAX NPOBCACHUSI MAFHUTHO-PE3OHAHCHON ToMorpaduu aas
HMILIAHTHPYEMOTO CTHMYJISATOPA 6.1yKaa101Uero HepBa
VIMILIaHTHpYeMas cucTeMa CTHMYJILHK 61y KAAKOLIETO HepBa I0JDKHA BBITH NPOCKAHHPOBAHA MArHUTHO-
C30HAHCHBIM TOMOIpa(oM NPH CIEAYIONNX YCHOBHAX:
Monens 1 xapaktepucTiki MMILIaHTHPYEMOTO
CTHMYJITOpa ONy)KAafollero HepBa
Mozesb 1 XapakTepHCTHRH djIeKTpoa
HMITaHTHPYEMOTO CTUMYISTOpa GIIyXaaromero VL202A, VL202B, VL202C
HepBa OilyKIaroLiero Hepsa
Makcumanbhoe xoHuecTso COOTBETCTBYIOIIMX
TPOBOJIOB MICKTPOIa
HenoctHocTs crerems

VNS201A, VNS201B

1

OTC}’TCTBH@ o6pbma HECTIM WIIH KOPOTKOI O 3aMbIKaHust

Hacrpoitka ycTpoiicrsa BBIXOHOM CHI'HAT CTHMYISIMM OTIITIOYCH

Tun o6opynoBanms s poBeACHNS MATHITHO- ["OpH30HTAILHO PACTIONOKEHHBII HHITHBAPHYCCKUH
PE30HAHCHOM ToMorpadun CBEPXTIPOBOASUIMI MarHuT

MybTusaeptas Busyamsaims /

HarnpsuxeHHOCTD cTaTHUECKOTO MarHHTHOTO MO 3,0 Tn

Yactora PU-nsnyuenus 128 MI'u +5%

MakcHMalIbHBII TIPOCTpaHCTBEHHBIT rpagueHt
MArHUTHOT'O 1055

MakcumantbHas ckopocTh HapacTaHus pamgrenta (<180 Tia/M/cex Ha och
[epenaromas PU-karymxa Karymka ans Beero tena
Hpuemnas PU-katyuika Heorpaunuenno

Pexcnm pabotsl o6opynosanus wis IPOBEACHUS
MarHHTHO-PE30HAHCHON ToMorpaduu

<19 Tiw/m

OBbIMHBIH peskuM paboThbl

3HaucHue YACHABHOTO KO3(1)(I)HHH€HT3 TIOIJIOLLCHHS st

Hpenensr 6esonacnocty PU-usn UeHUA
p ’ Y BCEI'O TeNa JOJDKHO ObiTh <1,58 B1/kr

Orpannyenue BpeMeHH HEAPEPbIBHOTO
CKaHHPOBaHHs!

Ob6nacTs ckannpoBanus CkanmpoBanne Bcero tena

: [lpennonaraercs, uto n3nenne HMIIaHTUPOBAHHOE B
Aptedakt nzobpaxeHus TPYAHYIO KJICTKY NALMEHTa, MOXKET NPHBECTH K

1 apTedaKToB Ha H300paKeHUH.

<30 MuHyT

Axpec: Suite D3006 - D3008 No.26 Huashan Middle Road Xinbei District Changzhou Jiangsu, China/
oguc D3006 - D3008, 1.26, Xyawanb Muzn Poyn, paiton Crup6oi, Yanuxoy, LzsHcy, Kuraii
Ten.: +86-519-69989503 Caiir: www.rishena.com
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Jlnuensus na npounssonctro No: NO.SSYIXSCX20200033
CBHAETENLCTBO O perucrpaunn nanenus Ne: NO.GXZ720203 120085
Texnunueckue TpeGosanus k usgenio No: NO.GXZZ20203120085
[Mpoussoamrens: Rishena Medical Co., Ltd./ Puwena Memmkan Ko., Jita

Anpec npoussoacTia: otuec D3006 - D3008, .26, Xyauanb Mut Poya, paiion Cunnboit, Yanusoy.,
Uzsucy, Kurai

Ten.: +86- 519-6998 9503
3apeructpuposano: Rishena Medical Co., Ltd./ Pumena Meaukan Ko., Jitz

IOpuanuecknii anpec: opuc D3006 - D3008, n.26, Xyawans Muan Poyn, pation Cnuw6sit, Yanuxoy
Lizsncy, Kurait

E

Ten.: +86- 519-6998 9503
Otnen nocnenponaxuoro obeayaxusanus: Rishena Medical Co., Ltd./ Puwena Meaukan Ko.. Jitn

Wndopmauns o sepcnn PYKOBOJCTBa Ha kuTaiickom si3bike: Jlata penakimu: 28.04.2022 Uznanue B/1
IFU-201-002

Wndopmauns o sepcun nannoro pykosoacrsa: Jlara penakunu: 28.03.2023 Uznarine A/
IFU-201-002.EN
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Komnauns RISHENA/PULLIEHA
Kar. nomep: IFU-204-001.EN

Maruuthens Opacner MAG204

MaruurHI 6pacner

/monmnvicano/

Ievars: [Rishena Medical Co., Ltd /Puieng Menuxan Ko., Jitn, *3204] 15222306]

HHCTp_\/KIIHH 10 IPMMEHEH IO
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Onpenenenue CHMBOJIOB MapkupoBKH 1 YNaKoBKH

CM. ureTpykumo o
IPUMEHEHHIO
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1. O63op

MaranrHerit Opacier - 310 HOTIOTHATENBHOE  yeTpoitcTso KoMIjIexTe ¢
MMIUIAHTUDY €MBIM CTHMYJIATOpOM  Gity:kzaromero HepBa. OH wmcromssyercs JUTsSt
BPEMCHHOTO  3amycka OOHOKpaTHOLH CTHMYJISILMH, HasbIBAEMOM  cTUMymsmelt
MarHiuTHOM pemee, W s KpaTKOBpeMeHHOFO nperaUleHm CTHMyﬂHHI/IH.
Marunrasri Opacner BBITTOJTHEH B CcTHIIe HaPYYHBIX YacoB u TPEHA3HAYUEH [UIs HOWweHy s

Bpaua,
1.1 Korerpyxmug yCTpoHcraa

B xaxmoit YTIaKOBKE TMOCTaBIIsIIOTCS ABa THUTIA MarHMTHEIX Opacnetor: omun ¢ TOJICThLIM
MarHuToM, apyroif - ¢ TOHKMM. ToncTeIi Opacner umeer Goree CHJIBHEBIA Maruwur, TO3TOMYy
PETYMPOBKa ero monosxenus OTHOCUTENLHO UMIUIaHTUPOBAHHOTO CTUMYJIATOpa MeHee

HaCTh M CTAHAAPTHEIN pemernoxk AT 3aTCThs (CM. prcyHOoK 1).

Pememox Maruur
o § 2

B g{, g

P ?‘rq e - PR e e e
L) R N I R

L

Pucynor 1 M306pasenue MariuTHOro Gpaciera

1.2 CoBmecTumocrs, yerpoiicraa
Marnuranris Gpacner cnenyer HCTIOTB30BATE TONBKO B KayecTge WHCTPYMEHTa KOHTPOJIs ¢

HUMIITaHTHPYEMBIM CTUMYJIATOPOM Onmy>xnaromero HEepBa VNS201 IIPOU3BOJICTBRA
Kommanny Rishena Medical Co., Ltd./ Prmena Mennkan Ko., JItn

1.3 O6nacre npUMeHeHHs
MaruurrEH Opaciier HCTIONB3YeTCS 1 Brmovemyy MarHuTHOrO  pexuma

UMITaHTHPYEeMOro CTHMYyNATOpa  Giysnaromtero HEpBa  mmm  mis  Bpemennoro
NPEKPAIIeHUS CTUMY T3y,

1.4 Komnnexrauns

Toscrerit Marawray Opacier x1
Tonxmit MarauTHE} Opacier x1
PyxoBoacrso 1o SKCIIyaTaruy x1
- Mapxuposounay 9THKETKa yCTpoiicTea x1
Ceprudukar KavyecTna x1

~h

Hepeson coore TeTHy,

ODpHIru Hany_,

S e,
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2 Texuuyeckye Xapaxkrepueruky
2.1 Uudopmanns 00 yerpoiicTee
Hazsanwe; Maruuras Opacier

Mogens: MAG204 (TomeThI, TOHKUIY)
Cpox cyx6rr; 5 jrer

2.2 Marepuaser

Komnonenty

HUexon aag Gpaciera

Pemewox . nns Opacnera

2.3 Tpchnoanpomca M XpaHeHue
Temneparypa: or -10 °C o +60 °C.
At™Mocdeproe AaBnernue: ot 50 kIla 1o 106 KlTa.
XpauuTs B CYXOM, NpOBeTprBaemMoM mecre.

3 Unerpyxnus

CTHMYIIATOD Tepetfiner MArHUTHBIA pexuM paGorsr, B STOM DeXHMe reHepupyercs
OIMHOYHAST ocnenosarensuocTy, UMIOYIBCOB  cTUMYmsinmy g COOTBETCTBUM ¢
fapaMeTpamMu maruurioro PexuMa. Maruvrapg POXUM ABIISIETCS BpemeHHbM: nocje

HORAMH OIHOTO MMITyMRCA CTUMYJIATOpP BO3Bpauaercs HPEABIAYIH pexum. (Cw,
pHCyHOK 2)

=
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Hpenynpemﬂa}omne 3HaKHu, Haommucu u wx 3HavYeHue:
Ipenynpexnaionme
3HaKy 3HaveHue

Puck nonyvenuy TPABMBI HITH CepbE3HOI TpaBmpl NPH HENpaBuIbHOM
MCNoNL30BaHMy

CepbE3NOIf TpaBMbl py HeNpaBHIbLHOM
UCTIONb30BaH MK

Hanmicn HaueHue T
. O6s3arenpio

® arpeeso
ITporusonokaszanue

1. Marsuraei Opacner sanpeweno MCNONE30BATE BMECTE C ApYruMp
MMTITAHTHPOBAHHEIM K YCTpoHcTBaMu, B yacTHOCTH ¢ KOXJIeapHEIMK UMITIaHTamH,
KapanocTumynsTopamu, go M30eXAHKE TPHUHHeHU Bpelia 3J0poBbIO,

2. He nocure MATHUTHEL Gpaciiet ¢ co6oi po BPEMST MPOXOXKIEH NS MPT-o6cnenosanns so
u3bexarne nospesaeHus obopynosanus u pMHHHEHNs Bpena 350poBsio,

N

‘Hpenynpemﬂefme
1. Maruuthbi Opacrer cnenyer XPAaHHUTDL BAAK OT 4yBCTBUTEIbHLIX
[DITEKTPOHHEIX YCTPOUCTB, B HacTHOCTY MOOHITBHEIX TeNeGOHOB, KOMITBIOTEPOB,
bankoBcKkux KAPT » ITOORI U3berxars MOBpeKAeHus 060opyRoBaHMS,

2. He npessnuaiiTe AOILY CTUMBbIE NPENENbl HCIOMb30Bamms MarHHUTHOTO
Opaciera.

3. Pemenve o Homenny MarHuTHOro Opaciera camum MAaLMEHTOM MITH JTULIOM, 0
OCYIIECTBILIOIIIM YXO 34 HUM, IPUHUMaET Bpau,
v B MK , ;

| Hepepoy COOTREpE:

!

| opn PHIS Y
i Ele

H
!
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S Uncriea, obeaty:kuBanme u Xpanenue

L. Tlpw sarpssrernn TTOBEPXHOCTH MaruuTa MPOTPUTE €TI0 CYXOH MArKolf TkaHpo.
2. He pasbupaiite, ue PEMOHTHDYITE U He MOAMHUMpYHiTe H3nemme Ges paspeuenus, Tax

KaK sT0 Moxer npugecry i HECYACTHBIM ¢
3. Xpanurs B HEMOCTYIIHOM J1st neTeit me
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Jnuensus na npomssogerao Ne: NO.SSYJIXSCX20200033
Cauaerenncrso o PErUCTpaLmm usnenus No: NO.GXZZ20203120085
Texunueckue TPebOBaHMA K M3memio No: NO.GXZZ20203120085
[lpoussonurens: Rishena Medical Co., Ltd. /Puwens Menukan Ko., Jitg

AZpec npoussocTaa: ouc D3006 - D3008, 1.26, Xyawans Munn Poyx, paiion Cunpboit, Yanuoy,
Ussucy, Kurait

Ten.: +86- 519-6998 9503
3apeI‘MCTpMpOBaHo: Rishena Medical Co., Ltd./ Puwena Mennkan Ko., Jitg

Opunnueckuii anpec: oue D3006 - D3008, 1.26, Xyawans Munn Poyn, pation CHHb03i, Yanwxoy,
L3sHey, Kuraii

Ten.: +86- 519-6998 9503
Otzen nocnenponascuoro obenysxusanus: Rishena Medical Co., Ltd./ Puwena Menuxan Ko, Jita

I/IHQ)opmaum O BEPCHH PYKOBOACTBA Ha KUTaliCkoM AsbIe: [lata penaxumu: 18.09.2018 WUznanve B/
IFU-204-001

Hudopmanus o BEPCHK IAHHOTO pyKoBosCTRA: Hata penaxumm: 23,1 1.2022 Uspanne A/0
IFU-204-001.EN
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