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Letter of Statement

Manufacturer Genoss Co., Ltd.

IF, Gyeonggi R&DB Center / 226, 2F, GSBC, 105 Gwanggyo-ro,
Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea

Address

Title Instruction for Use

This docurnent is the Instruction for Use of Genoss Co., Ltd. The purpose of notarization
is to submit the Representation Letter to the Ministry of Healthcare in Russia. Genoss
Co.,, Ltd has the responsibility of any problem g be caused by this letter of

statement.

Date : 17 Jan 2021

Company Name Genoss Co., Ltd
Sung Min

0.0
- s-
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Instruction for use

GENOSS Inflators in sets, exeention options GENOSS B30,

GENOSS B40
Manufacturer:
Genoss Co., Ltd.
1/F, Gyeonggi R&DB Center / 226, 2F, GSBC, 105 , Yeongtong-gu, Suwon-si,

Gyeonggi-do, Korea
Tel./fax; +82 31 888 5100; +82 31 888 5105
e-mail: mhcho@izenoss.com

Authorized representative of the Manufacturer in the Russian Federation:
RAYMED TRADING GROUP PVT Lie

141001, Moscow region, Mytishchi district, Mytishchi, 1st Vokzalnaya street, bid. 8
tel: +7 (495) 956-83-16 / fax: +7 (499) 706-83-16

e-mail: ravmedtizpvt@mail.ru

Approved by Date: n PU
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1. IDENTIFICATION OF THE MEDICAL DEVICE
1.1. Medical device name
GENOSS Inflators in sets, execution options GENOSS B30, GENOSS B40

1.2. Medical device name for registration on the territory of the Russian Federation
GENOSS Inflators in sets, execution options GENOSS B30, GENOSS B40

1.3. Models
» GENOSS InflatorB30: GBI-B30, GBI-B30S, GBI-B30V, GBI-B30VS;
« GENOSS Inflator B40: GBI-B40, GBI-B40S, GBI-B40V, GBI-B40VS;
» GENOSS Inflator B30 set: GI30V-BA1, GI30V-BA2, GI30V-BBI, GI30V-BB2, GI30-BA1,

GI30-BA2, GI30-BB1, GI30-BB2, GI30V-SAl, GI30V-SA2, GI30V-SB1, GI30V-SB2,
GI30V-S, GI30-SAI, GI30-SA2, GI30-SB1, G130-SB2;

» GENOSS Inflator B40 set: GI140V-BAl, GI40V-BA2, GI40V-BBI, GIl40V-BB2, GI40-BA1,
Gl40-BA2, GI40-BBI. Gl40-BB2, GI40V-SAIl, GIl40V-SA2, GIl40V-SB1, GIl40V-SB2,
Gl140-SA1, GI40-SA2, G140-SB1, GI140-SB2.

2. DEVICE DESCRIPTION

2.1.0verview

The GENOSS Inflator B30 and GENOSS Inijator B40 isjan inflation/deflation device with an
analog pressure gauge that registers pressurerfifefiffl*» to 30 and 40 atmospheres (vacuum
to 440.88 and 587.84 psi). The GENOSS Inflliori wfflffi'aiGENOSS Inflator B40 are consisted of
a thread plunger and locking button which allow for the generation and sustaining of pressure.
A three way stopcock should be included for use during preparation of the device and in
conjunction with interventional devices.

Figure 1
Inflator (GBI-B30)
Figure 2.
Inflator (GBI-B40)
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Table 1
Inflator (GBI-B30) Max. Pressure 30 atm (440.88 psi)
Barrel Capacity 20 ml (cc)
Inflator (GBI-B40) Max. Pressure 40 atm (587.84 psi)
Barrel Capacity 30 ml (cc)
3 way stopcock Max. Pressure 40 atm (587.84 psi)

GENOSS Inflator, execution option GENOSS Inflator B30, set composition: Y-Connector,
introducer needle and torque device, execution option GENOSS Inflator B40, set composition: Y-
Connector, introducer needle and torque device

The Y-Connector with hemostasis valve is designed to be used on a guiding catheter or
dilatation catheter to control backbleeding and to provide a port for introduction of fluids into the
interventional system. Y-Connector has two models. GYC-A & GYC-B model of the Y-
Connector has two valves that operate independently: the fixed valve and the hemostatic valve.
Closing of the fixed valve allows for pressure injections up to 440 psi and also secures the
diagnostic / interventional device in position within the vasculature. The hemostatic valve is a
diaphragm seal that forms around diagnostic / interventional devices as they move into and out of
the vasculature. This valve provides minimal fluid loss without restricting device movement. The
hemostatic valve is open when the cap is pressed down, and closed when the cap is released.
An open hemostatic valve allows air to be purged from the device and allows the insertion /
withdrawal of diagnostic / interventional devices.

The Introducer Needle is designed to. facilitate Macement of a guide wire tip through the Y-
connector and into the wire lumen ofjg”~~J~~ynal catheter. The introducer needle inserts the
valve of Y-Connector, making a tunn”'IDl guMewire to get tlirough and protecting guidewire tip.
The introducer needle has two models: 19G and 20G needle.

The Torque Device is designed to hold a small diameter guide wire and provide a handle for
manipulating the wire.

2.2.Description of appearance and structure
GENOSS Inflator B30

Figure 3.
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Components name
Case Upper

Case Lower
Window

Button

Pin

Barrel

Piston

O-Ring

High Pressure Braided
Tube

Rotating Luer
Pressure Gauge
Coil Spring

Handle
Cap

Components name
Case Upper

Case Lower

Button

Barrel

Handle

Cap

Window

Piston

O-Ring

Pressure Gauge
High Pressure Braided Tube
Rotating Luer

Pin
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Description

Main upper case

Main lower case

Cover part on case upper

Locking part to control the movement of handle

Part fix case upper and case lower

Marked part to indicate the volume of fluid in the syringe
Cylindrical part to insert into syringe barrel

0-ring part to block the leakage of contrast media
Moving tube of contrast media

Connecting part to join the interventional devices
Part to monitor the applied pressure

Part keep the binding capability of internal thread and
male thread

Control part to pressurize or depressurize by rotating
Cover part to protect the handle

GENOSS Inflator B40

>

% o F

> <
3

Description

Main upper case

Main lower case

Locking part to control the movement of handle
Marked part to indicate the volume of fluid in the syringe
Control part to pressurize or depressurize by rotating
Cover part to protect the handle

Cover part on case upper

Cylindrical part to insert into syringe barrel

0-ring part to block the leakage of contrast media
Part to monitor the applied pressure

Moving tube of contrast media

Connecting part to Join the interventional devices
Part fix case upper and case lower
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3-Way Stopcock

@® Fern»)» Luer

Figure 5.

Table

No Components name

Rotating Luer (Female Luer) Connect with Balloon catheter and Stent hub
2  Male Luer

Two part which is connecting with Rotating connector of

Description

3 Off Lever

|[niaannanfecection of fluid

Y-Connector, GYC-A model

i

695
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Table 5.
No Name Description
Main Body Inserting channel of introducer needle
2 Rotating Luer Connecting part to assemble with the hub ofthe guiding catheter
3 Outer Screw Control part of the fixed valve to open or close by rotating the cap
This component provides the fixation of hemostatic valve and
4 Inner Screw . .
pressure delivery on the fixed valve
5 Opener(A) Control part of the hemostatic \_/alve, is open when the cap is pressed
down, and closed when the cap is released
6 Washer Protecting part to keep non-separation from main body and outer
screw
7 Hemostatic This valve provides minimal fluid loss without restricting device
Valve(A) movement
8 Fixed Valve This valve a}llows .for.pressure. |njectlops up to 440 psi and also
secures the diagnostic / interventional device
9 Luer Seal Prevention ring of leakage
Y-Connector, GYC-B model
Figure 7.
Table 6.
No Name Description
Main Body Inserting channel of introducer needle
2 Rotating Luer Connecting part to assemble with the hub of the guiding
catheter
3 Screw ((:Zaopntrol part of the fixed valve to open or close by rotating the
. This component provides the fixation of hemostatic valve and
4 Imier hub . .
pressure delivery on the fixed valve
Control part of the hemostatic valve, is open when the cap is
5 Opener(B .
P ®) pressed down, and closed when the cap is released
6 Coil spring This spring provides returning of the opener when the cap is

released
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v Hemostatic Valve(B) Thlg valve provides minimal fluid loss without restricting
device movement
8 Fixed Valve This valve allows for pres:sure m;c_actlons u_p to 440 psi and
also secures the diagnostic / interventional device
9 Luer Seal Prevention ring of leakage
Introducer needle and torque device
L INTRODUCER
/ NEEDLE
TORQUE
DEVICE
Figure 8.
Introducer needle
A
Q U
Size lisab.e.enJffl” diameter (B) Outer diameter (C)
19G 100 mm 0 0.93 mm 0 1.10 mm
20G 100 mm 0 0.60 mm 0 0.90 mm
Torque device (unit: mm)
41.8
Table 7.
No Name Description

1 Introducer needle  The introducer needle inserts the valve of Y-connector, making a
tunnel for guidewire to get through and protecting guidewire tip. The
introducer needle has two models: 19G and 20G needle.

2  Torque device The torque device holds guidewire and makes torque guidewire
move easier.
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2.3.Model classification

No

FrbhbRkRrRBowow~voarwn

16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40

able 8.

Model

GBI-B30
GBI-B30S
GBI-B30V

GBI-B30VS

GBI-B40
GBI-B40S
GBI-B40ov

GBI-B40VS
G130V-BAl
G130V-BA2
GI30v-BB1
G130V-BB2
G130-BAl
GI30-BA2
GI30-BB1
G130-BB2
GI30V-SAl
GI30V-SA2
GI30V-SB1
GI30V-SB2

G130-SA1
GI30-SA2

GI30-SB1

GI130-SB2

Gl40V-BAl
Gl40V-BA2
Gl40v-BB1
Gl40V-BB2
G140-BAl
Gl140-BA2

Gl40-BBI

G140-BB2
Gl40V-SAl
G140V-SA2
Gl40Vv-SB1
Gl40V-SB2

G140-SA1
Gl40-SA2

Gl40-SB1

G140-SB2

INSTRUCTION FOR USE for Russia
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Inflator Y-Connector
Inflator B30 Inflator B40
(Pressure gauge, max 30 atm) (Pressure gauge, max 40 GYC-A GYC-B
atm)
Material of pressure gauge
Brass Stainless steel Brass Stainless steel GYC- GYC- GYC- GYC-
Stopcock Al9 A20 B19 B20
Yes No Yes No Yes No Yes No
\%
\%
\%
\%
\%
\%
\Y%
\%
\
\Y%
\%
\%
\Y%
V
v V
\%
\%
\%
v \Y%
\%
\%
.4 \4
XML \
Ne | \
\%
\%
v \%
\%
\%
\%
v \%
\%
\%
\%
v \%
\%
\%
\%
v \%
\%

GYC-A and GYC-B components las set composition introducer needle and torque device.
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2.4.Packaging specification
Table 9. GENOSS Inflator B30
Part Name Material Size
Tyvek HOPE 305 X 113 mm
Blister PET 305 X 113 X67 mm
Box Paper 361 X240 X320 mm
Table 10. GENOSS Inflator B40
Part Name Material Size
Tyvek HOPE 345 X 113 mm
Blister PET 345 X 113 X67 mm
Box Paper 361 X240 X360 mm

2.5.Indications
The GENOSS Inflators are used to inflate and deflate balloon catheters or other interventional devices
as well as to monitor pressure within the balloon during the procedure.

2.6.Contraindications
None known.

2.7.Warnings

Use of these devices should be restricted to those specialists and/or physicians trained to
perfonn vascular procedures that utilize interventional devices such as balloon dilation
catheter.

Always follow the manufacturer's directions accompanying the balloon catheter for
instructions for use, maximum inflation pressures, precautions, and warnings for use.
Improper tightening of the connection between the Inflator and Y-connector and
accompanying equipment may result in introduction of air into the vascular system.

Do not inject any fluid if air bubbles are visible within fluid path of the inflator and Y-
connector.

The pressure displayed must not exceed maximum recommended balloon
catheter inflation pressure.*bi?y.5.Ho<

Prolonged exposure to contrast medium may cause components of the device to malfunction
and thereby create a safety hazard.

Use only radiopaque inflation medium recommended by the dilation catheter manufacturer.
To prevent damage to a balloon, it must be completely deflated during advancement /
withdrawal through the Y-Connector.

Failure to depress the opener prior to inserting a guide wire introducer could cause valve
damage resulting in leakage and / or particulate embolization.

Failure to open the hemostatic valve and the fixed valve prior to inserting / withdrawing a
diagnostic / interventional device could cause damage to the diagnostic / interventional device.
Power injection at pressures greater than 30atm (441psi) could result in leakage or
detachment of components. Care should be taken to avoid overtightening the fixed valve, as
this may compromise the integrity of the diagnostic / interventional device lumen.

2.8.Precautions

The components of the package have been delivered STERILE.
GENOSS Inflators and all accessory products are for single use only; do not reuse.
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Thoroughly inspect the components prior to use to verify that no damage has occurred during
handling.

Do not use if the package and/or its contents have been damaged, or contamination or damage
is suspected. If damage is found, call your GENOSS representative.

After use, dispose of product and packaging in accordance with hospital administrative and/or
local government policy.

Do not resterilize, as this can compromise device performance and increase the risk of cross
contamination due to inappropriate reprocessing.

Note the “Use by” date specified on the package.

Refer to the appropriate device labeling for indications associated with the use of
interventional and/or diagnostic devices.
Do not expose the GENOSS Inflators and accessories to organic solvents, e.g., alcohol.

2.9. Adverse effects
Not applicable.

2.10. Symbols

I I I I I Catalogue number IkII Batch code

Do not reuse Date of manufacture

A Caution 2 Use by

Sterilized using

sterile!EO ethylene oxide Mll Manufacturer
@ CEMark rax 1 EC REP Authorized representative
2195 i
Do not resterilize Keep away from sunlight
Fragile, Do not use
I handle with care if package isdamaged

Consult instructions A30*%C L

D a for use *C /m Temperature limitation

(33.8-86'F)
Keep dry Quantity per package
m

3. ACCEPTANCE FOR ENVIRONMENTAL REQUIREMENT

GENOSS Inflators and accessories do not contain any toxic or harmful ingredients like phthalate,
latex etc.
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GENOSS Inflators and accessories do not adversely impact the environment.

4. STERILIZATION AND SHELF-LIFE

Sterilization of the GENOSS Inflators and accessories have been conducted in accordance with the
process validation procedure and EO gas validation, and documented in the EO gas sterilization
validation report in accordance with EN 1SO 11135.

Revalidation shall be conducted in accordance with the revalidation period (1-year) described in
validation report.

Table 11.

Sterilization conditions are as follows:

Method of sterilization EO gas sterilization,
30% Ethylene oxide + 70% CO2

Amount of EO gas injection 700'-800mg/L

Temperature 40+5°C

Humidity 50+25%RH

Pressure 0.7+0.05kgf/cm™

Sterilization time 4H

Flushing 7 times

Aeration temperature and time 10--40 T . 48 hours

Sterility assurance level
Shelf-life of the GENOSS Inflators and accessories is 3 years from the date of sterilization.

5. DIRECTION FOR USE

Inflator

1) Connect the GENOSS Inflator B30 or GENOSS Inflator B40 to a 10 and 20cc syringe filled with
contrast medium or mixed contrast medium with normal saline.

2) To fill the GENOSS Inflator B30 or GENOSS Inflator B40 with contrast medium:

a) Open the stopcock and press the locking button to its UNLOCK position.

b) Aspirate contrast medium by slowly withdrawing the plunger.

¢) Evacuate air in the GENOSS Inflator B30 or OTNOSS Inflator B40 by slowly injecting the
necessary volume from the GENOSS Inflator B40 back into the syringe.

d) Repeat steps 2) b) througli 2) c¢) untfcfSPSermiTis removed from the GENOSS Inflator B30 or
GENOSS Inflator B40 and about 6~20cc of contrast remains.

3) To create a closed system, release the locking button.

4) Connect the GENOSS Inflator B30 or GENOSS Inflator B40 to the inflation port of the
interventional device such as balloon catheter hub.

5) When balloon inflation is desired, rotate the plunger handle clockwise to increase pressure or
counterclockwise to decrease pressure.

6) Pressure can be quickly released by pressing the locking button to the UNLOCK position and then
retracting the plunger handle. To maintain this position, release the locking button to the LOCK
position.

7) To quickly release from the vacuum position, press the locking button to the UNLOCK position.

Devices for joint use

1) Prior to the interventional procedure, all equipment to be used, including the diagnostic /
interventional devices should be examined carefully for defects. Do not use any defective equipment.
2) Attach connective tubing to a manifold and the sideport of the Y-Connector set.

3) Fill and flush the assembly with normal saline. Open the fixed valve and hemostatic valve, place
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one finger over the luer fitting, and fill the assembly.

4) Prepare diagnostic / interventional device according to the manufacturer's instructions.

5) Connect the Y-Connector set to the guiding catheter.

6) Aspirate the system to remove any trapped air before introducing devices.

7) Insert the Introducer Needle and guide wire through an open hemostatic valve and an open fixed
valve.

8) Remove the Introducer Needle.

- Insert the rapid exchange (rail) dilatation catheter through an open hemostatic valve and an open
fixed valve.

- Insert the over-the-wire dilatation catheter and guide wire through an open hemostatic valve and an
open fixed valve.

9) Advance the diagnostic / interventional device through an open fixed valve.

10) Once the diagnostic / interventional device is in place, if desired, close the Fixed valve to allow
for pressure injections up to 30atm (441psi) and / or secure the diagnostic / interventional device in
position.

11) Remove the diagnostic / interventional device through an open fixed valve. If resistance is felt,
open the hemostatic valve as well.

6, TRANSPORTATION, STORAGE TERMS

Handle with care. Store in original packaging. Avoid exposure to direct sunlight or heats. Store in a
cool, dark and dry place.

Devices packaged by manufacturer may be transported by all modes of transport in covered vehicles
in accordance with the rules of transportation of goods for each type of transport.

The temperature at transportation should be between 1°C to +30°C with a range of £2°C and relative
humidity from 10% to 75% with a range of+5%.

GENOSS Inflators and accessories should be stored at controlled room temperature, nominal 1°C to
30°C and relative humidity from 10% to 75%, in an enclosed space in the original manufacturer’s
packaging for the labeled shelf life.

7. DISPOSAL

Products, which had contact with blood and/or other biological liquids of patients should be
disposed and eliminated in accordance wiljh the requirqdpents for handling medical waste, established
by SanPiN (Sanitary rules and regulationsfefcl,. MjEN®" class B and other normative legal acts of
the Russian Federation.

Unused products, including the ones which expired (which had no contact with the biological
liquids of patients) should be disposed in accordance with the procedure of disposal of solid
communal waste established by the legislation of the Russian Federation for class A by SanPiN
2.1.3684-21.
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8. STANDARDS

Table 12.
EN ISO 13485:2016

EN ISO 14971:2012
EN 1SO 10993-1:2009

EN 1SO 10993-4:2017

EN 1SO 10993-5:2009

EN ISO 10993-7:2008

EN 1SO 10993-10:2013

EN ISO 10993-11:2009

EN ISO 10993-12:2012

ISO 594-1:1986

ISO 594-2:1998

EN ISO 11607-1:2009

EN ISO 11607-2:2006

EN ISO 11135:2014

EN 1SO 11138-2:2017

EN ISO 11140-1:2009

EN ISO 11737-1:2018

EN ISO 11737-2:2010

EN 1SO 10993-7:2008

EN 180 15223-1:2016

EN 1041:2008
EN 62366-1:2015
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Medical devices - Quality management system - Requirements for
regulatory purposes

Medical devices - Application of risk management to medical devices
Biological evaluation of medical devices - Part 1. Evaluation and testing
within a risk management process

Biological evaluation of medical devices - Part 4. Selection of tests for
interactions with blood

Biological evaluation of medical devices - Part 5. Tests for in vitro
cytotoxicity

Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

Biological evaluation of medical devices - Part 10: Tests for initation
and skin sensitization

Biological evaluation of medical devices - Part 11: Tests for systemic
toxicity

Biological evaluation of medical devices - Part 12: Sample preparation
and reference materials

Conical fittings with a 6% (LUER) taper for syringes, needles and
certain other medical equipment - Part 1. General requirements

Conical fittings with a 6% (LUER) taper for syringes, needles and
certain other medical equipment - Part 2: Lock fittings

Packaging for terminally sterilized medical devices - Part I
Requirements for materials, sterile barrier systems and packaging
systems

Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

Sterilization of health-care products. Ethylene oxide. Requirements for
the development, validation and routine control of a sterilization process
for medical devices

Sterilization of he lIfth care p~~icts - Biological indicators
Sterilization of he UoB"iQjlQDIgucts - Chemical indicators
Sterilization of medical devices-Microbiological methods -
Determination of a population of microorganisms on products
Sterilization of medical devices-Microbiological methods - Part 2: Tests
of sterility performed in the definition, validation and maintenance of a
sterilization process

Biological evaluation of medical devices -
sterilization residuals

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied

Information supplied by the manufacturer with medical devices

Medical devices - Application of usability engineering to medical
devices

Part 1:

Part 7: Ethylene oxide
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9. LIMITED WARRANTY
The device and all its components have been designed, manufactured, tested and packed with a

maximum level of precaution. Genoss Co., Ltd. warrants the device until its expiration date, provided
the packaging is not broken, tampered with or damaged.
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said principal's subscription to
the attached
Letter of Statement.------------------
(Instruction for Use)------------------
This is hereby attested on this

25th day of Jan. 2022 at this office.

Name of the office
THE EAST SUWON LAW CORPORATION

Belong to  Suwon
District Prosecutor's Office
:he office

13 World cup-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do, Korea

Signature of the Notary Public

SEONG BAE NAMKUNG

office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No.I38.

210mm X 297mm
70g/ra’



/Tlepesod ¢ anznutickozo ¥ KOpPelicKozo RILIKOE KA PYCCKUL ASHK/

[Tleuars xeaaparuas; OdopMmnense HOTSpHANLHOTO Muoronpodwmpan lopaamecian $upma Torcysou
aasepennn, Ezunoe opummaecxoe arewrctso B Tenedou (031)211-1411-3

Bocroanom Cysone, 1opict Hamryn Con6a) Qaxe (031)211-1416(FAX)

EnuBoe 10pRARYECKOE ATCHTCTBO B

Bocrowaom Cysoste

OpopmaeHHe HOTAPHAILHOTO IABEPEHNS

Tiposaawn Kexnry, ropoa CysoH,

padton Exrxon, yn. Bopnn Kam 123,

otpuc 405 (pation Bowuxon 83-23, CumoxoH Banammr)

[Tipogopma Ned1]

Perncrpanzonnsit Ne 2022 — 89

HOTAPHAJIBHOE CBUJIETEJIbCTBO

Q3E HCT CYBOH JIO KOPITOPEHIIIH»

Ne 405, 123, Bopana Kan, patior EnTxon,

r. Cyson, [Tposauumsa Keuru, Kopes

Pexvepran nevarmy: 3E UCT CYBOH JIO KOPTIOPEAILIH, HOTAPHAJIBHAS KOHTOPA]
210 Mm X 297mm

Benaa Gymara (} nsct) 70 r/m?
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3asBneHue
M3rotoButenb «[Ix3aHocc Ko. JlTg.»

Afpec 1 atax, Kenrnu R&DB LUeHTp / 226, 2 atax, GSBC, yn. KaHré
105, paiioH EHTXOH, ropos CyBOH, MpoOBMHUUA KeHru,
Pecnybnunka Kopes

HasBaHue JoOKyMeHTa NHCTPYKLMS NO NPUMEHEHWIO

HacTosawmnii JOKYMEHT npeAcTaBnsetr coboil VHCTPYKUMIO MO MNPUMEHEHUIO KOMMaHUK
«[l>kaHocc Ko, flTa.». Llenb HoTapuanbHOro yAOCTOBepeHua - npefoctaBneHue lucbma o
noATBepXXAeHUM B MWHUCTEPCTBO 34paBooxpaHeHUs Poccuu. «pkaHocc Ko. J1Ta.» HeceTt
OTBETCTBEHHOCTb 3a /1t06ble NpPo6/eMbl, KOTOpble MOFyT BO3HUKHYTb KakK CnejcTeue
0(hOpM/IEHNA HACTOALLErO 3adBNEHMS.

MevyaTsb kBagpaTHas'. OPoOpMIEHWNe HOTapUanbHOrO 3aBEPeHNs, EAMHOE tOpPUAMYECKOe areHTCTBO B BOCTOYHOM
CyBoHe, topuct HamryH CoH63]

[Jara; 17 auBapsa 2021 r.

HasBaHue «[IxaHocc Ko. /lTg.»
KOMMaHUn:

CyHIr MuH YyHr

Mevamb: OO0 [xkaHocc]

eHepanbHbIi AUpPeKTop
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MHCTPYKLWNA MO NPUMEHEHMWIO ana Poccum
YcTpoiicTBo pasgysaroiiee GENOSS B Nf‘:;;w 20211'03
Habopax, BapyaHTbl NCMONHEHUA Crpannua 1
GENOSS B30, GENOSS B40

VHCTPYKUMS MO NPUMEHEHNIO

YcTponcTtBo pa3ayBatollee GENOSS B Habopax, BapuaHTbl
ncnonHeHna GENOSS B30, GENOSS B40

{MevaTs kBagpaTHas'. OopMneHNe HOTapMaIbHOrO 3aBepeHms, EANHOe IOPUANYECKOE areHTCTBO B BOCTOYHOM
CyBoHe, topuct HamryH CoH63]

MponsBognTens:
Kopes, MpoBuHuns Kénru, ropoa CysoH, paiioH EHTXOH, ynuua KeaHré 105, BusHec-LeHTp KEHru

R&DB/226, 2 atax, GSBC, 1-i1 aTax
(1F, Gyeonggi R&DB Center/226, 2F, GSBC, 105, Gwanggyo-ro, Yeongtong-gu, Suwon-si,

Gyeonggi-do, Republic of Korea)
3NeKTpPOHHasA noyta: mhcho@genoss.com

OdmumnanbHbli NpejcTaBUTeNb NPOM3BOANTENS B P®:
OO6LLEeCTBO € OrpaHMYeHHON 0TBETCTBEHHOCTLIO "PAVIMEL TPENAVHI TPYTM NBT”

(OO0 "PAVMEA TI NBT")
141001, MockoBckas 061acTb. MbITULWMHCKWIA paiioH, I. MbiTuwm, 1-9 Bok3anbHas ynuua, 4. 8

Ten: +7 (495) 956-83-16 / dakc: +7 (499) 706-83-16
3NeKTPOHHOe noyTa: ravmedtgpvt@ mail.ru

YTBepXaeHo /I'IO,CI,I'II/ICb/ Hata: 02[ek.2021

CaHr MuH YaHr
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MHCTPYKLUWMNA no NPUMEHEHWIO ans Poccun

. .u.aTa 2021-03
YcTpoiicTeo pasgyBaouee GENOSS B Ne Bepcim 1

Habopax, BapuaHTbl UCMONHEHMS Crpamua 2
GENOSS B30, GENOSS B40

1. WAEHTNOPUNKALWNA MEOAVNUMNHCKOIO N3AENNA

11.HaumeHOBaHMe MeAULLMHCKOTO yCTpolicTBa

B Habopax, BapnaHTbl ucnonHeHns GENOSS B30, GENOSS B40

bl.HanmeHoBaHne MegULUNHCKOTO N3Lenuna 4na perucrpaymnm Ha tepputopun Po
YcTpoiicTBo pasayBatouiee GENOSS B Habopax

1.3.BapunaHTbl UCMONHEHWNIA

e YcTpoiicTBo pasgyBatouiee GENOSS B30,
Mogenn: GBI-B30, GBI-B30S, GBI-B30V, GBI-B30VS;

* YcTpoiicTBo pasgyBatouiee GENOSS B40,
Mogenn: GBI-B40, GBI-B40S, GBI-B40V, GBI-B40VS;

» YcTpolicTeo pasgyBatowee GENOSS B30
Mogenn: GI30V-BALl, GI30V-BA2, GI30V-BB1, GI30V-BB2, GI30-BAl1l, GI30-BA2,
GI30-BB1, GI30-BB2, GI30V-SAl, GI30V-SA2, GI30V-SB1, GI30V-SB2, GI30V-S,
GI30-SA1, GI30-SA2, GI30-SB1, GI30-SB2;

e YcTpoiicTBo pasgyBatoliee GENOSS B40
Mogenn: Gl40V-BA1l, GIl40V-BA2, Gl40V-BB1, GIl40V-BB2, Gl140- BALl, GIl40-BAZ2,
Gl140-BB1, Gl140-BB2, GI40V-SAl, Gl40V-SA2, Gl40V- SB1, Gl40V-SB2, GIl40-SAL,
G140-SA2, G140-SB1, Gl140-SB2,

[MeyaTs kBagpaTHas: OhopMeHne HOTapMalbHOTO 3aBepeHws, EfMHOe lopruanyeckoe areHTCTBO B BoCcTOUHOM
CyBoHe, topuct HamryH CoH63]

2. OMNCAHWE YCTPOWCTBA
2.1. O630p

YcTpoicteo pasgyBatowee GENOSS B30 u YcTtpolictBo pasgyBatouiee GENOSS B40 - sto
yCTpOWCTBa ANA HarHeTaHMsA/cNycka faBNeHns ¢ aHaloroBbIM MaHOMETPOM, KOTOPbI peructpupyet
pasneHne ot Bakyyma (0) go 30 n 40 atmocdgep (Bakyym go 440,88 mnu 587,84 (hyHT/KB. Atoiim).
YcTpoicTBo pasgyBatowee KomnaHuym «GENOSS» COCTOMT M3 MOPLWHS C BUHTOBOW pe3bboil u
KHOMKKN G/IOKMPOBKMK, KOTOpble o6ecneymBaroT co3faHuve U nogaepxxaHue aasneHus. Tpexxo[oBoi
3anopHbIA KpaH J0MKeH OblTb BKKOYEH A1 UCNOMb30BaHUS BO BPEMSA MOAMOTOBKM YCTPONCTBA U B
COYETaHUMN C UHTEPBEHUNOHHBIMW YCTPONCTBAMN.

Puc. 1. ¥cTpoiicTteo pasgysatouee (GBI-B30) Puc. 2 YcTpoiicTeo pasgysatouiee (GBI-B40)
Tabnuua 1.
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WHCTPYKUWNSA MO NPUMEHEHWUIO 4ns Poccum

YcTpoiicTBo pasayBatoliee GENOSS B NgﬂBaeTscmm 20211'03

Habopax, BapnaHTbl UCMOMHEHUS Crpania 3
GENOSS B30, GENOSS B40

YCTPOICTBO pasfyBatoLLee MakcumanbHoe JaBreHune 30 atmoctpep (440,88 yHT/KB. Atolim)
(GBI-B30) O6bem UMIMHApa 20 mn (ky6.cm)
YCTpOICTBO pasgyBatoLLee MakcumanbHoe AaBneHmne 40 atmocdep (587,84 thyHT/KB. A1O1AM)
(GBI-B40) O6bem UnnnMHapa 30 mn (ky6.cm)
Tpexxo/0Boii (3-X040B0VA ) MakcumManbHoe faB/eHue 40 aTmocdep (587,84 dyHT/kB. ftoiim)

3arnopHbIn KpaHUK

YcTpoliicTeo pasgysatoulee GENOSS B30, coctaB Habopa; Y-06pasHblil KOHHEKTOP (Y -KOHHEKTOpP),
nUrna MHTPOAbKOCEpPHas WM Bpawjatollee YCTPOKCTBO, YCTpohcTBO pasgyBatouwee GENOSS coctas
Habopa: Y-06pa3Hblii KOHHEKTOP (Y-KOHHEKTOP), Urna MHTPOAbIOCEPHAs M BpaLlatlLLee YyCTPOCTBO.
Y-KOHHEKTOpP C KnanaHoM remocTtasa npefHasHayeH A9 WCMNOJ/Ib30BaHUA Ha Hanpasnsalowem
KaTeTepe UAW KaTeTepe paclUMPeHUs 415 KOHTPONS 06paTHOro KpoBOTeYeHUs 1 obecneyeHns nopra
ANA BBELEHMNSA XXUAKOCTEN B MHTEPBEHLMOHHYIO CUCTEMY. Y-KOHHEKTOP UMeeT ABe Mogenn. Mogenb
Y-koHHekTOpa GYC-A u GYC-B wumeeT fBa KnanaHa, KoOTopble paboTalT He3aBUCUMO:
(DMKCUMPOBaHHbIA KnanaH W reMocTaTuyeckuid KnamnaH. 3akpbiTue (UKCUPOBAHHOIO KnanaHa
Mo3Bo/iseT MPOU3BOAUTbL UHbEKLMY NOA AaBneHnem o 440 (yHTOB Ha KBajpaTHbIN AWM, a Takxke
obecneymBaeT (MKcauMil ANATHOCTUYECKOrO / WHTEPBEHLMOHHOrO YCTPOMCTBA B MONOXKEHWM
BHYTPM COCYAMCTON ceTW. [emocTaTMyeckuMin KnanaH npeacTaBnseT Ccob60N  MemMOpaHHbIN
pasgenuTens, KOTOPbIA 06pa3yeTca BOKPYr ANArHOCTUYECKUX / UHTEPBEHLMOHHbIX YCTPOWCTB, Korja
OHV BXOJAT B COCYAMCTYHO CeTb U BbIXOAAT M3 Hee. DTOT KnamaH obecneynBaeT MUHUMATbHYIO
MoTepP XXMAKOCTM 6e3 orpaHWYyeHUs [BWXKeHWA YCTpoMcTBa. [emocTaTMyeckuin  KnanaH
OTKPbIBAETCA, KOrfa KO/nayoK HaxaT, U 3aKpbiBaeTCs, KOrAa KoamnayokK OTMnyCcKaeTcs.

Wrna nHTpoAblocepHad paspaboTaHa Ans 06/eryeHns pasMelleHns HaKOHeYHMWKa MPOBOJIOYHOr0
NMPOoBOAHNKA 4Yepe3 Y -KOHHEKTOP B MPOCBET A1 MPOBOJIOKA WHTEPBEHLMOHHOrO Kartetepa. Wrna
WHTpPOAblOCEpHad BCTaBNAeT KfanaH Y-KOHHeKTopa, Cco034aBas TYHHeNb [AN18 MPOXOXAEHUA
MPOBO/IOYHOr0 NPOBOJHMKA W 3alKLLas ero KoHel. VimeeTcs ABe MOAeNN UMbl MHTPOAbIOCEPHOMN:
nrna 19G un 20G.

Bpalatolee ycTpoCTBO NpefHasHayeHo A1 YAepXKaHUs HanpasnstoLeli NPOBONOKN HeGOMbLIOMO
AnameTpa v obecneymBaeT pyyuKy ANS MaHUNYNUMPOBAHUA NPOBOJIOKOWA.

[MeyaTs kBagpaTHas: OhopMeHe HOTapuasibHOTO 3aBepeHusi, EgnHoe opuanyeckoe areHTCTBO B BOCTOUHOM
CyBoOHe, topucT HamryH CoH63]

2.2.0nncaHmne BHELWWHEro0 BMAa U yCTPOMCTBO
YcTpoiicTeo pasgyBatowee GENOSS B30

PucyHok 3.
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MHCTPYKUMUSA MO NPUMEHEHWIO ans Poccun

¢ 2021-03
YcTpoiicTBo pasgyBatouiee GENOSS B Noﬂ:;;cmm 1
Habopax, BapuaHTbl NCMOTHEHMS Crpannua 4

Tabnuua 2.
No HanmeHoBaHNe
n/m  KOMMOHEHTOB
1 Uexon BepxHwii
2 Uexon HMKHWI
3 OkHo
4 KHonka
5 MuH
6 LUnnmnap
7 MopLueHb
8 0-KONbLO
9 MneTeHas TPyOKa BbICOKOro
[JaBneHns
10  Bpawatowmiics Jlrosp
1n MaHomeTp
12 CnivpanbHas npyxmHa
13 PyA)Ka
14  Konnayok

GENOSS B30, GENOSS B40

OnucaHune

OCHOBHOIA BEPXHUIA Yexon

OCHOBHOW HVDKHWIA Yexon

KpbiLLKa Ha BepXHel YacTun Kopnyca

3anwvparoLas YacTb ANs yrpaBeHns ABVUXKEHNEM PYYKM

YacTb, (MKCUPYHOLLLas BEPXHUIA 1 HKHWIA KOpyC

MapKmnpoBaHHas YacTb A1 0603Ha4YeHNS 06beMa XKMAKOCTM B LUNPULE
LinnnHapryeckas YacTb 415 BCTaBKW B LWIMHAP Wnpyua

YNNoTHATENbHasA KOMbLIEBAs YaCTb f/151 MPEAOTBPALLEHNS YTEUKM
KOHTPACTHOTO BELLIECTBa

[BvKyLLasCs Tpy6a KOHTPACTHOrO BeLLECTBa

CoefiHNTeNbHAs YaCTb ANS NOAKOUEHNS MHTEPBEHLIMOHHBIX YCTPOIACTB

YacTb 419 KOHTPONA MPUNOXKEHHOr0 AaB/EHNS

YacTb coxpaHsieT Croco6HOCTb CBA3bIBAHKA BHYTPEHHEN pe3bObl 1
Hapy>XHOI pe3bObl

UacTb ynpasneHus /15 NOBbILLEHWA W NMOHVKEHUS [aB/eHUs
BpaLLieHVeM

YacTb KpbILLKW A4/151 3aLLUMThI PYyUKM

[T keggEres. OhiopMieHre HOTapyasbHOTO 3aBepeHIis, EAyHoOe Foprayyeckoe areHTCTBO B BOCTOUHOM
CyBoHe, topuct HamryH CoHb3]

YcTpoiicTeo pasgysatolee GENOSS B40

PucyHok 4.
Tabnuua 3.

No HanmeHoBaHMe
n\n KOMMOHEHTOB

1 Yexon BepxHuii

2 Yexon HWKHUIA

3 KHonka

4 UunnHpp

5 Pyuka

6 Konnayok

7  OKHO

8  TlopLueHb

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

OnwucaHue

OCHOBHOW BEPXHUIA YeXorn

OCHOBHOW HWKHWIA yexon

3anupatoLas vacTb /19 ynpaBeHWs ABUXEHNEM PYUKH

MapKupoBaHHas 4acTb /15 0603HaueHNs 06beMa XMAKOCTM B LUMpPULE
YacTb ynpasneHuns A1 NoBbILLEHWUS UK NMOHWKEHUSA AaBEHNA BpaLLeHNeM
UacTb KPbILKY 4/19 3aLMTbl PYUKM

KpblLika Ha BEpXHei yacTu Kopnyca

LimnuHapuyeckas vacTb 41 BCTaBKU B LIMMIMHAP LNpuua



WHCTPYKLUWA no NMPUMEHEHWIO Ans Poccun

o 2021-03
YcTpoiictso pasgysatouiee GENOSS B NSL";J;CMM )
Habopax, BapvaHTbl UCNOTHEHWNSA Crpania 5
GENOSS B30, GENOSS B40
9 KON LO YNNOTHUTE/IbHAA KOJbLieBass YacTb A5 NPefoTBPaLLEHNS YTeUKN
) 4 KOHTPAaCcTHOrO BeLlecTsa
10 MaHowmeTp YacTb 419 KOHTPONS NPUIOXKEHHOMO faBfieHNs
11 Mnerenan TpyoKa [Bvxyuasca Tpyba KOHTPACcTHOro BeLlecTsa
BbICOKOr0 JjaBfieHns
12 Bpauwatowmiics fltoap CoeiMHUTENbHAA YacTb AN NOAKIYEHNS UHTEPBEHLMOHHbLIX YCTPOMNCTB
13  TMuH YacTb, rKcupytoLwas BepXHUIA N HXXHWIA Kopnyc
3-X0/10BOWA 3aMOpPHbIA KpaHUK
(T) Kantons Noxpa
A4 YAapHbIii
¢ KoHyc Atoapa
PUCYHOK 5.
Tabnuua 4.
Ne n/n HanmeHoBaHVe KOMMOHEHTOB OnucaHue
BpaLyatoLumitcs J1to3p (kaHtons JTiospa) CoeiMHAET BaNNOHHBIN KaTeTep C pasbeMOM CTeHTa

[1Be 4acTu, KOTOpble COEAUHSAIOTCA C BpaLLatoLLIMMCS
KOHHEKTOPOM 6asifIoOHHOro KarteTtepa
3 Y apHbIil pblyar OnpefenseT Hanpas/ieHNe XNLKOCTH

2 KoHyc /Tospa

Y-KOHHeKTOp, Mmogens GYC-A
regaTFert OopM/IEHVe HOTapUaNbLHOTO 3aBepeHuns, EAVHOe KopUaNYeCKOoe areHTCTBO B BOCTOUHOM
CyBoHe, topuct HamryH CoHb3]
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NHCTPYKLWA MO NMPUMEHEHWNIO ans Poccum

YcTpoiicTso pasgysatolee GENOSS B Noﬂ:;;w” 20211'03
1T Habopax, BapuaHTbl MCNOHEHUA ) CTpanmua 6

GENOSS B30, GENOSS B40

PUCYHOK 6.
Tabnuua 5.
No HanmeHoBaHUe OnuncaHne

1 OcHoBHoli kopryc  KaHan BBeAeHWs MPOBOAHUKOBOWA UI bl

2 Bpaujl,_la:e)usmmcn CoepgnHUTENbHAA YacTb /19 COOPKM C pa3beMOM HanpaB/AOLLEro KaTeTepa
o Ynpaenswowasa 4acTb  HEMOABWXKHOrO  KfamaHa  OTKPbIBaeTCcd  Uau
3 Hapy>XHbI BUHT

3aKpbIBaeTCs BPaLLEHNEM KPbILLKM

OTOT KOMMOHEHT obGecneumBaeT (QUKCALMIO FeMOCTAaTMYECKOro KfiamaHa v
nodayy AaBeHUs Ha HeMoABWMXKHBIM KnanaH

YnpaBnstoowas 4acTb TreMOCTaTUYECKOro KnarnaHa, OTKpbIBaeTcs npu
HaKaTUW Ha KOMMa4oK 1 3aKpbIBAETCS NMpU OTNYCKaHWK Kosinayka

4 BHYTPeHHWIA BUHT

5 OTkpbiBaTens (A)

KonbLeBsas 3almTHasA YacTb A9 NPefoTBpaLLeHVs OTAeNeHNs OT OCHOBHOMO Kopryca u
6 npoknasgka HapY>XHOro BMHTa
7 FemocTaTMyeckuii  OTOT KnanaH 06ecrneymBaeT MUHUMaIbHYHO MOTEPHO  XMAKOCTU  6e3

KnanaH (A) OrpaHNYeHuns [BUKEHUSA YCTPOMCTBA

. OTOT KnanaH Mo3BOMIAET BMPbLICKUBATL faBneHne A0 440 (yHTOB Ha
8 PUKCUpOBaHHEIN KBafpaTHbIn  [lOAM, a Takke  3aluMliaeT  AuvarHoctmyeckoe  /
Knanas VHTEPBEHLMOHHOE YCTPOMCTBO

9 )/nf}lo;gg;enb MpefoxpaHUTENbHOE KOJbLO OT YTEUKU

[MeuaTh kBagpaTHas: OdopmieHe HOTapuasbHOro 3aBepeHns, EAMHOe rOpuanMYeckoe areHTCTBO B BocTOUHOM
CyBoHe, topuct HamryH CoH63]

Y-KOHHeKTOop, mogens GYC-B

PucyHok 7.
Tabnuua 6.
Ne HanmeHoBaHuNe OnucaHune
1 OCHOBHOIA Kopnyc KaHan BBefieHVsi NPOBOAHMKOBOW I /bl
2 Bpaljatolmiica /liosp  CoeanHUTENbHAA YacTb /i1 COOPKM C pa3beMOM Harnpas/AoLLEro Karetepa
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MHCTPYKUWA no NMPUMEHEHWNIO ana Poccumn

YcTpolicTeo pasaysatoiiee GENOSS B Noﬂ:‘;;m 20211'03
Ha6opax, BapuaHThbl NCMONHEHNS ) Crpanuiia 7
GENOSS B30, GENOSS B40
3 BUHT YnpaBnstowas 4acTb  HEMOABWKHOMO  KfiaraHa OTKPbIBAeTCA WM

3aKPbIBAETCS BPALLEHNEM KPbILLKM

3TOT KOMMOHEHT 06ecrneunBaeT (UKCaLMI0 reMoCTaTUYecKoro KnanaHa u
rnofauvy AaBNEHNN Ha HEMOABMKHbIA KnanaH

YNpaBnsiowas 4acTb reMOCTaTWUeCKOro KfanaHa, OTKpPbIBAaeTCs Mpu
HaXKaTWUM Ha KO/NAYoK M 3aKPbIBAETCA NPW OTMYCKaHWK Konnauka
3alTHas YacTb /18 NPeoTBPaLUEHNs OTAENEHNS OT OCHOBHOTO Kopryca

4 BHYTpeHHUIA pa3bem
5 OTkpbiBaTens (B)

Konbuesas npoknagka

6 1 HapY)XHOr0 BMHTa
5 eMocTaTNYecKmii STOT KnanmaH 06€ecneynBaeT MUHUMaNbHYIO MOTEPID XKMAKOCTU Ge3
KnanaH (B) OrpaHNYeHNst ABKEHNS YCTPOICTBA

o STOT KnanaH MO3BONSET BMPbICKMBATL [AaBneHne [0 440 (yHTOB Ha
®UKCMPOBaHHbIiA

8 KnanaH KBagpaTHbIl  AtoliM, a Takke  3alWjuuwiaeT  guarHoctuyeckoe  /
MHTEPBEHLMOHHOE YCTPOICTBO
9 YnnotHutens Jliospa  [pegoxpaHnUTeIbHOE KOMbLO OT YTEUKU

[MevaTs kBagpaTHas: OdopmieHne HOTapUaIbHOTO 3aBepeHuns, EAVHOe opuanyecKoe areHTCTBO B BOCTOUHOM
CysoHe, topuct HamryH CoH63]

rna nHTpoablocepHas 1 Bpallarollee YCTPOCTBO

Bpawatouwee
YyCTPONCTBO
PucyHok 8.
Mrna nHctpoabtocepHas
A
K
ul
Pasmep lMonesHas gnnHa BHYTpeHHWMIA BHewHnn gnameTp
(A) anamerp (B) T
19G 100 mm 0 0.93 mm 0 1.10 mm
20G 100 mMm 0 0.60 mm 0 0.90 mm

Y CTPONCTBO KPYTALLErO MOMeEHTA (eAUHMLA U3MEPEHWNS: MM)
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MHCTPYKLWA MO NPUMEHEHUIO Ans Poccum

N 2021-03
YcTpoiicTo pasgysatolee GENOSS B NOA:(J;CMM )
HaGopax, BapUaHTbl UCMOMHEHNS ) Crpanuia 8

Tabnuua 7.
Ne
n/n

1 Wrna nHtpogstocepHas

HanmeHoBaHUe

2 BpaluatoLLiee yCTpOMCTBO
(ycTpoiicTBO A4n19 BpaLLeHus
MPOBOAHMKA KaTeTepa)

GENOSS B30, GENOSS B40

41.8

OnucaHue

Mrna uHTpogbtocepa BCTaBNsAeT KnamaH Y-00pa3HOro coefunHuTeNns,
co3faBas TyHHenb AN MPOXOXAEHWA NPOBOJIOYHONO MPOBOAHMKA U
3almian ero KoHel,. Vimeertca ase mofenn nHTpoastocepa: urna 19G u
20G.

Topk-feBaiic (YCTPOMCTBO ANA BpalleHWs MNPOBOAHMKA KaTeTepa)
YIEePXXMBAET NPOBOAHUK U 06/1eryaeT ero nepemeLLeHue.

[MeyaTb keagpaTHas-. ODOPMNEHINE HOTaPUANLHOTO 3aBepeHusl, EAMHOE I0pUAMYECKOE areHTCTBO B BOCTOUHOM

CyBoHe, topucT HamryH CoH63]

2.3. Knaccudukaums BapmaHTOB UCMONHEHUN

YCTpOiicTBO pagnyB?}q_L[@ 50 Y -KOHHEKTOP
YcTpoiicTBO pagayBatoLLee B3O VICTBO pazaysatoLLiee
%Tp, Merc 30 amv) CT(pl\?bHavmp Makc 40 amv) GYC-A GYCB
Het Mogenb n Merrepvn \eroveTpa
aTyHb (Vgdk) Hepiegetopst  JlatyHs (Verp)  Hepreserollps GYC- GYC- GYC- GYC-
Cgr%prM T b A9 A0  BI9 B20
Her [Ja Her Ja Het [a Her

1 GBI-B30
2 GBI-B30S Vv
3 GBI-B30V V
4  GBI-B30VS V
5 GBI-B40 \Y
6 GBI-B40S \4
7 GBI-B40V Vv
8 GBI-B40VS \
9  GI30V-BAL \4
10  GI30V-BA2 v \4
N GI30V-BB1 \4
12 GI30V-BB2 \4
13 GI30-BAl v
14 G130-BA2 v \4
15 GI30-BB1 \4
16 GI30-BB2 \4
17 GI30V-SAL v
18 GI30V-SA2 Y \4
19  GI30V-SB1 \
20 GI30V-SB2 v
21 GI30-SAL \4
22 GI30-SA2 v \4
23 GI130-SB1 \4
24 GI30-SB2 \4
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Gl40V-BAl \
Gl40V-BA2 \Y
Gl40V-BB1 \%
G140V-BB2 \
Gl40-BA1 \Y
G140-BA2 \
Gl40-BB1 \
G140-BB2 \
Gl40V-SAl \%
Gl140V-SA2 \Y
Gl40V-SB1 \Y
Gl140V-SB2 \
Gl40-SA1 \%
Gl40-SA2 v \
Gl140-SB1 \
Gl40-SB2 \

Takue coctaBnsawwme kak GYC-A n GYC-B nmeet Habop- nrna MHTPoLbOCEPHAsA Urna v
BpallatoLlee yCTPOKCTBO.

2.4. Cneundukauus ynakoBkn (ynakoBOUYHbIE MaTepuanbl)

HanmeHoBaHWEe YacTu Matepuan Pasmep
TaliBek naBrn 305 x113
bnncrtep naTt 305 x 113 x67
Kopo6ka Bymara 361 x240x320

'‘abnuua 10. YcTpoiic3Bo pasayBatouee GENOSS B40

HammeHoBaHue yacTtu MaTepuan Pasmep
TaliBek naBn 345x113
bnanctep nat 345 x 113x67
Kopob6ka bymara 361 x240x320

2.5.MNMoka3aHung

YcTtpolictBa pasgyBatowme GENOSS wucnonb3ykTcs Ans HagyBaHWs M cnycka 6anioHHbIX
KaTteTepoB WAN APYTMX WMHTEPBEHUMOHHbIX YCTPOMCTB, a TakXe A9 KOHTPO/A AAaB/IEHUS BHYTPU
6annoHa BO Bpems npoLesypsbi.

2.6. MpotnBonokasaHuns
HenssecTHbI.

[MeuaTb kBagpaTHas-. OdopMneHre HoTapuanbHOrO 3aBepeHus], EAVMHOe HopuanUYecKoe areHTCTBO B BOCTOUHOM

CyBoHe, topucT HamryH CoH63]

2.7. MpepynpexpgeHunsa

Mcnonb3oBaHMe 3TUX YCTPOMCTB AO/MKHO 6biTb OFPaHUYEHO TeMu creuuanucTamm u / unm
BpayaMu, KOTOpble 06Yy4YeHbl BbINOMAHATbL COCYAWUCTbIE MPOLEAYPbl C WCMONb30BaHMEM
MHTEPBEHLMOHHBIX YCTPONCTB, TaKNX KakK 6annoHHbIA KaTeTep paclyMpeHus.

Bcerga cnefyiite MHCTPYKLMAM NPOU3BOAMTENS, MpuUaaraeMbiM K 6annioHHOMY KaTeTepy, B
OTHOLLEHUWM WHCTPYKLUMIA MO MPUMEHEHUI0, MaKCMMarbHOTO AaBNEHUS HaKauMBaHUs, Mep
NPeAoCTOPOXHOCTM W NpPeaynpeXAeHNid No NCNONb30BaHUIO.

HenpaBunbHas 3aTskKa COeMHEHWs MeXAy HarHetateneM W Y-KOHHEKTOPOM WU
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CONyTCTBYHOLWMM 060pYyA0BaHMEM MOXET NPUBECTU K MOMNajaHWi0 BO34yXa B COCYAUCTYHO
cucTemy.

He BBOAMTE XWUAKOCTb, €C/IM HA MYTW MPOXOXAEHUS XULKOCTU MHDAATOPA N Y -KOHHEKTOpa
BMAHbI My3bIPbKN BO3AyXa.

[aBneHne, oToOpaxaemoe Ha YCTPOWCTBE pa3fyBalolWem, He [O/MKHO MpeBbIwaTth
MaKCMManbHO PeKOMeHA0BaHHOE faB/ieHMe HakaumBaHUs 6aiNOHHOr0 KaTeTepa.
Mpogo/mKnTeNbHOe  BO3A4ENCTBME  KOHTPACTHOrO  BellecTBa  MOXeT  NpUBECTM K
HEeMcrnpaBHOCTY KOMMOHEHTOB YCTPONCTBA 1 TEM CaMbIM CO3faTb Yrpo3y 6e30nacHOCTMW.
Mcnonb3yinTe TONbKO PEHTIEHOKOHTPACTHYH cpefy AN HakKaumBaHWUsi, PeKOMEHLOBAHHYHO
NMPOuU3BOANTENEM KaTeTepa pacLuUpeHuns.

UTo6bl NpesoTBpaTUTL MOBpEXAeHWe 6annioHa, OH JO/MKeH ObiTb MOMIHOCTbLIO CNYLWEH BO
BPEMSA BblABMXEHUA [/ U3BNeYEHMA Yyepe3 Y-006pasHblil COeaNHUTEND.

Ecnm He HaxaTb Ha OTKpbLlaTeNb 40 BBeAEeHWS MPOBOLHWKA 415 BBELEHWUS NPOBOSIOYHOIO
MPOBOAHMKA, 3TO MOXET Bbl3BaTb MOBPEXAEeHWe KnanaHa, YTo NpuBeAeT K yTeuke u / unu
ambonm3aumy yactTuuamm.

HecnocobHOCTb OTKPbLITb FeMOCTaTUYECKUIA KnanmaH W (MKCMPOBAHHbLIA KnanaH nepej
BBefeHWeM / W3BNeYeHMEM [UarHOCTUYECKOro / WHTEPBEHLMOHHOI0 YCTPOMNCTBA MOXET
MPUBECTU K MOBPEXAEHWNIO 4MarHOCTUYECKOTO / MUHTEPBEHLNOHHOIO YCTPOMCTBA.

Beoa mouiHocTM npu gaBneHuun Bbiwe 30 atm (441 dyHT / kB. [0IAM) MOXET MPUBECTU K
yTeuke WA OTCOEAMHEHMI0 KOMMOHEHTOB. CneayeT MposABAATb OCTOPOXHOCTb, YTOOBI
n3bexarb UYpe3sMepHOro 3atArmBaHuA (QUKCMPOBAHHOrO KnanaHa, TakK KakK 310 MOXeT
HapyLWMNTb LLeNOCTHOCTb NPOCBETA ANArHOCTUYECKOTO / MHTEPBEHUNOHHOTO YCTPOICTBA.

2.8. Mepbl NPefoOCTOPOXKHOCTH

KomnoHeHTbl nakeTta 6b11n goctasneHsl CTEPUJIBHO.

YcTpoiicTBa pasgyBawowme GENOSS n Bce npuHaAneXHOCTU npefHasHayeHbl TONMbKO AN
0HOPAa30BOro MCMNOJ/Ib30BaHUA; HE UCMNOJ/b30BaTh MOBTOPHO.

Tuiate/lbHO OCMOTPUTE KOMMOHEHTbl Nepej WCNO/Mb30BaHWEM, 4TOOblI y6eauTbcA B
OTCYTCTBUWN NOBPEXAEHWUI BO BPEMS PaboThl.

He ncnonb3yinTe, ecnm ynakoBka U / wau ee cOfepXumoe Obliv MOBPEXAEHbl WU eCTb
NOLO3PEHNS Ha 3arpssHeHue wnuM nospexgeHve. [pu  06Hapy>XeHUU MOBPEXAEeHWUN
no3soHuTe npegcrtasmtento GENOSS.

Mocne MCNONb30BaHMA  YTUAU3UPYATE NPOAYKT W YNaKOBKY B COOTBETCTBMUM C
aAMUHNCTPATMBHON MOANTUKON 60NbHULbI U/ MAN NONUTUKOM MECTHOTO NpPaBUTENbCTBA.

He cTepunu3yiiTe NOBTOPHO, TaK KaK 3TO MOXET CHU3WUTb MPOU3BOAUTENIbHOCTb YCTPOWCTBA
M YBENIMYNTb PUCK NEPEKPECTHOrO 3arpA3HeHNs n3-3a HenpaBubHON 06paboTKy.

O6patnTe BHMMaHUE Ha Jaty «lcnonib3oBaTth 40», YKa3aHHYHO Ha YNaKoBKe.

Cm. CoOTBeTCTBYHLWYK MapKMPOBKY YCTPONCTBA [ANA NOMYyYeHMA MHGDopmauum o
MoKa3aHWAX, CBA3AHHbLIX C WCMO/Ib30BaHNEM WHTEPBEHUMOHHbLIX U / UNWN LUAarHOCTUYECKMX
YCTPOWCTB.

He nopgsepralite ycTtpolictBa pasgysarowme GENOSS u npuHagnexHocTu BO3AENCTBUIO
OpraHuM4YecKmMx pacTBOpuUTENEel, HaNpMMep cnupTa.

2.9. NMob6oYyHble 3P PeKTbl
HenpumeHumo.

2.10.

CnumBonsl
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LL"_LI Homep no katanory [Idﬂ Kopg naptuu
3anpet HanosTopHoe fata usrotosneHns
npumeHeHune
OcTopoXHO! O6porurocs m Mcnonb3osath 40
VHCTpylt 110 MPUMOHOMIO 2
ISTERILEIEol H| M3roTosutens
aTUneHa
YNONHOMOUeHHbIi
Mapka
C€ p IECIREP!I npejcTaBuTeNb B
219% EBponeiickom coobuiectee
0 He cTepunnsosate He gonyckatb Bo3aeiicTeue

noBTOPHO CO/LMEYHOrO CBeTa

f Xpynkoe, 06paljatbes
I OCTOPOXHO

He ncnonb3osaTh npun
noBpexaeHW ynakCMku

TemnepaTypHbIii

O6paTuTeCh K UHCTPYKLMN
Dﬂ 03/1-B6-1 ANanewH

MonpumMeHeHnto

bepeub 0T Bnarn KonnueaBo BynakoBke

[MeyaTsb KBaLpaTHaA: OopmieHne HOTapUanbHOTO 3aBepeHysi, EarHoe ropuamMyeckoe areHTCTBo B BocTouHoOM
CyBoOHe, topuct HamryH CoH63]

3. MPUHATUE 3KONOTUYECKUNX TPEBOBAHMUN

YcTpoiicTtBa pasgsysatouime GENOSS He cofepXaT TOKCMUYHBIX WU BPELHbIX WHIPELUEHTOB,
TakUX Kak ptanart, natekc uT. .

YcTpoiictBa pasgyBalowme GENOSS He oka3sblBalOT BPeAHOro BO3AENCTBUS Ha OKPYXXaLyHo

cpeay.

4. CTEPUNNMUNIALUVA N CPOKTOAHOCTMU

Ctepunusaumsa ycTpoicts pasgyBaowmnx GENOSS 6bina npoBegeHa B COOTBETCTBUMM €
npoueaypoi Banupauum npouecca U Banupaumein raza 90 M 3aL0KYMEHTMpPOBaHa B OTYeTe O
Banmgaumn ctepunusaymm razom 30 B cooTBeTcTBMMU C EN ISO 11135.

MoBTOpHas Banmpauus NPoBOAUTCS B COOTBETCTBUM C NMepMOSOM MOBTOPHOW Banugauumn (1 rog),
YyKa3aHHbIM B OTYeTe 0 Banujauunu.
Tabnuuya 11.

MeTopg cTepunnsauunm MasoBaa ctepunmsaung 30,
30% Okwucb aTuneHa + 70% COr

KonnyecTBo 3aKa4yku rasza 30 700 ~ 800 mr/ n

TemnepaTypa 40+5°C

BnaxHocTb 50+25% OTHOCUTENbHOW BNAXHOCTK
[aBneHune 0,7+0,05 krc / cm®

Bpems ctepunusaymnn 4 yaca

MpombiBaHUe 7 pa3

Temnepartypa v BpeMs aspauunmu 10-40 48 vacos

YpoBeHb 06ecneyvyeHns CTEPUNLHOCTY 10-*

CpoK ToAHOCTM YyCTpoicTB pasgyBatowmx GENOSS u npuHaanexHocTei

cTepuan3aLnm.
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5. HASBHAYEHHOE NPUMEHEHWE

YCTpONCTBO pasgyBatoLee

1) Mopgknwounte ycTpoicTBo pasgysBatouwiee GENOSS B3O wam ycTpoincTBO pasfyBatoliee
GENOSS B40 k wnpuuy obbemom 10 n 20 Ky6. cM, 3aM0/IHEHHOMY KOHTPACTHOW cpeaoi unu
CMeLLLaHHOW KOHTPACTHOI cpeaoit ¢ Pru3nonornyecKuM pacTBOpPoOM.

2) YT106bI 3an0NHUTL yCTpoiicTBO paspyBatowee GENOSS B3O wnam ycTpoOCTBO pasgyBatoluee
GENOSS B40 KOHTpacTHbMNM BELLLECTBOM:

a) OTKpoinTe 3anOpHbIN KpaH W nNepeBeauTe  KHOMKY OGNIOKMPOBKM B MOJIOXKEHUE
PA3B/TIOKNPOBKW.

6) BbinosHUTE acnumpayuio KOHTPAcTHOrO BelLecTBa, Mef/IeHHO BbiTAaCKMBAsA NOPLLEHb.

C) YpanuTe BO3ayX M3 ycTpolicTBa pasgyBatowero GENOSS B30 unu ycTpoiicTBa pa3gyBatoLLero
GENOSS B40, meaneHHOo BBeAs Heobxoaumblii 06bemM M3 GENOSS B30 mnn GENOSS B40
o06paTHO B WNpuy,.

d) MoBTopsAiTe warn 2) b) - 2) c) 4o Tex Nop, NOKa BeCb BO3ayX He 6yaeT yaaneH ns GENOSS
B30 nnn GENOSS B40 1 He ocTaHeTcs 0Kono 6-20 Ky6. CM KOHTpacTa.

3) UTtob6bl co3aTh 3aMKHYTYHO CUCTEMY, OTNYCTUTE KHOMKY G/I0KUPOBKMU.

4) TMopknwounTe ycTpoilcTBo pasgysatowee GENOSS B3O wam ycTpOMCTBO pasjysatollee
GENOSS B40 Kk nopty A7 HakauyMBaHWA WHTEPBEHLUWOHHOrO YCTPOWCTBA, Hanpumep, BTY/KM
6anno0HHOro KaTeTepa.

5) Ecnm Heo6xo4MMO HagyTb 6ansioH, MOBepHWUTE PY4YKYy MOPLLHA MO 4YacoBOM CTpesike, YTOOGbI
YBENNUUTb AaBNEHWE, NN MPOTUB YAaCOBOM CTPENKU, YTOObI YMEHbLUTH LaBNEHME.

6) [aBneHMe MOXHO ObICTPO COPOCMTb, HaXaB KHOMKY ONOKUPOBKWM B  MOJSIOXKEHME
PASBTOKNPOBKW, a 3arem BTAHYB pPY4YKY nNOpUHSA. UTOObI COXpaHWTb 3TO MOJMOXKEHME,
OTNYCTUTE KHOMKY 6/10KMPOBKN B nNonoxeHne LOCK.

7) YT06bI 6bICTPO BbINTW M3 BAKYYMHOIO MOMOXEHMUS, HAXXMUTE KHOMKY 6/T0KMPOBKM B MOMOXKEHME
PA3BE/TIOKMPOBKA.

[MeyaTs kBagpaTHas'. OopmieHNe HOTapMaIbHOrO 3aBepeHuns, EAuHOe 1opuanYecKoe areHTCTBo B BOCTOUHOM
CysoHe, topuct HamryH CoH63]

YcTpoiicTBa 419 COBMECTHOMO MCNO/b30BaHUA

1) TMMeped WHTePBEHLUMOHHOW mMpouefypol BCe UCNOMb3yemoe o060pyfoBaHWe, BK/OYas
ANarHocTuyeckme / WUHTEPBEHLMOHHbIe YCTPOCTBA, AO/MKHO OblTb TLLATE/IbHO MPOBEPEHO Ha
Hanmuune aetekToB. He Mcnonb3yinTe HemcnpaBHoe 060pyAoOBaHue.

2) MpucoeanHUTE COEANHUTENBHYIO TPYOKY K KONNEKTOPY 1 60KOBOMY NOPTY Y -KOHHEKTOPA.

3) 3anonHuTe U npomoinTe cO6OpPKY (PM3MONOrMYecKUM pacTBOpoM. OTKpOTe (UKCUPOBAHHbIN
KnanaH M reMoctaTMyecKui KnanaH, NomMecTuTe OAWH Maney, Ha (UTUHC Jlto3pa M 3anofiHuTe
c6OpKYy.

4) TloarotoBbTe [AMArHOCTUYECKOe / WHTEPBEHUWOHHOE YCTPOWCTBO B COOTBETCTBUM C
WHCTPYKUUAMYU NPOU3BOANTENS.

5) MopcoefmMHNTe Y -KOHHEKTOP K Hanpas/AlOLLEMY KaTeTepy.

6) AcnupupyinTe cucTemy, 4TOObl yAanuUTb BeCb 3axBayeHHbI BO3AyX, Npexpje 4eM BBOAUTHb
yCTpolicTBa.

7) BcTaBbTe UrNy MHTPOALIOCEPHYHO M MPOBOAHWUK Yepe3 OTKPbITbIA reMoCTaTUYeCKUin KnanaH u
OTKPbITbIA (PUKCMPOBaHHbIN KnanaH.

8) CHUMUTE UTNY UHTPOALIOCEPHYIO.

- BcTtaBbTe KaTeTep 6bICTpOro o6meHa (HanpaBnswoleid) ANS AWnatauum 4yepes OTKPbITbIiA
reMocTaTUyecKunii KnanaH v OTKPbITbI PUKCUPOBAHHbBIN KnanaH.
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- BcTaBbTe NpoOBOAHON funaTalMOHHbIA KaTeTep 1 NPOBOAHMK Yepe3 OTKPbITbIA remoCcTaTUYecKuii
KnanaH v OTKPbITbIA (PUKCMPOBAHHbINA KnanaH.

9) [lpoaBWMHbTE [MarHoCTUYeckoe /[ WHTEPBEHLMOHHOE YCTPOMCTBO  Yepe3  OTKPbITbIN
(hMKCUPOBaHHbIW KnarnaH.

10) Mocne ycCTaHOBKM [MarHOCTUYeCKOro / WHTEPBEHLMOHHOrO YCTPOWACTBa, NPU >KenaHwuw,
3aKpoiTe (hMKCUPOBaHHbIM KnanaH, 4To6bl 06ecneynTb HarHeTaHue fasBneHus o 30 atm (441
(GyHT / KB. O0AM), n / unn 3apukcnpyiTe gnarHoctTmyeckoe / MHTePBEHLNUOHHOE YCTPOMCTBO Ha
MecTe.

N) CHUMUTE ANArHOCTUYECKWUIA / NHTEPBEHLWOHHbIA NPM6GOP 4Yepe3 OTKPbIThbI (PUKCUPOBAHHbIN
KnanaH. Ecnu 4yyBCTBYeTCS COMPOTUB/IEHNE, OTKPOWTE TaKxXe reMocTaTUYeCcKunii Knanax.

6. TPAHCMOPTUPOBKA, YCNOBUNA XPAHEHUNA

O6pawaTbCAd OCTOPOXHO. XpaHWUTb B OPUrMHaNbHOW ynakoBke. W36eraliite BO3A4EWCTBMA MPAMbIX
COJIHEYHbIX Ny4yel uau Tenna. XpaHUTb B NPOX/aAHOM, TEMHOM U CYyXOM MecTe.

YCTpoicTBa, YyMnaKoBaHHble MPOU3BOAUTENIEM, MOTYT TPaHCNOPTMPOBATLCA BCEMU BuAamMu
TpaHcrnopTa B KPbITbIX TPAHCMOPTHbLIX CPeACTBaxX B COOTBETCTBUM C MpaBuiamMmu NepeBo3KU rpy3oB
0N KaXA0ro Buaa TpaHcnopTa.

TemnepaTypa Npu TpaHCNOPTUPOBKE A0MKHA 6bITb 0T 1° C go + 30 ° C ¢ AnanasoHom = 2 °C nu
OTHOCUTENbHOIN BNaXHOCTbIO OT 10% Ao 75% c guanasoHom + 5%.

YctpoiicTBa pasgysatowme GENOSS cnefyeT XpaHWTb MNpW  KOHTPO/IMPYEMOW KOMHATHOWA
TemnepaType, HOMUHanbHOW oT 1 ° C o 30 ° C M OTHOCUTENbHON BnaxHocTn oT 10% po 75%, B
3aKpbITOM MeCTe B OPUTMHaNbHOW yNakoBKe NPOM3BOANTENSA Ha YKa3aHHbINA CPOK FOAHOCTMN.

[MeyaTs kBagpaTHas: OhopMNEHe HOTAPUAILHOTO 3aBepeHms, EAMHOe IOpMANYECKOe areHTCTBO B BOCTOUHOM
CysoHe, topuct HamryH CoH63]

7. YTNNN3AUNA

MpoAyKTbl, WMEBLUNE KOHTAKT C KPOBbO W [/ wuau ApyruMu OGMONOTUYECKUMU XUAKOCTAMU
naunMeHToB, HEOO6X04MMO YTUAN3MPOBaTb U YTUIN3UPOBAaTb B COOTBETCTBUM C TpebOBaHUAMWU MO
o6palleHN0 ¢ MeAULMHCKUMU OTX0AaMK, ycTaHOBNeHHbIMKM CaHlMuH 2.1.3684-21 ans knacca b u
APYTMMU HOPMaTUBHbLIMM NPaBOBbIMY akTammn Poccuiickoin depepaynu.

Heucnonb3oBaHHble MNPOAYKTbl, B TOM 4MC/le MNPOCPOYEHHble (HE KOHTaKTUpoBaBLIME C
6MONOTMYECKUMN XUAKOCTAMU NaLMEHTOB), CneayeT YyTUAM3MPOBaTh B COOTBETCTBUM C MOPALKOM
yTunusaumm TKO, ycTaHOBNEHHbIM 3aKOHOAaTeNbCTBOM Poccuiickoin ®epepauunmn gna knacca A no
CaHlMwnH 2.1.3684-21.

8. CTAHAOAPTHDI

EN ISO 13485: 2016 N3penna meguumHckmne. Cuctema MeHegXMeHTa KayecTa. TpeboBaHUs
ANA Uenein perynnpoBaHus.
ENISO 14971:2012 N3genna wMeguumHCKMe. TlpuMeHeHWe MeHef)KMeHTa pucka K

MELULMHCKUM U3Lenam

EN 180 10993-1:2009 W3genus Me4ULWHCKNeE. OueHKka  6MONOrMYecKoro  AencTems
MeAULMHCKNX n3genmnii. Yacte 1. OueHKa u nccnefoBaHms

EN ISO 10993-4: 2017 Wspenua  MeguuUUHCKHMeE. OueHka  6MONOrN4YecKOro  AencTBUS
MeAUUMHCKMX  m3pgennin. Yactb 4. WccnepoBaHuss — vM3aenuii,
B3aMMOJENCTBYHOLWNX C KPOBbIO

EN ISO 10993-5:2009 W3genua  MeguLUMHCKKeE. OueHka  OMONOrMYECKOro  AencTBUS
MeAULMHCKUX nsgennii. Yactb 5. MiccnegoBaHns Ha UMTOTOKCUYHOCT:
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EN ISO 10993-7:2008
EN ISO  10993-10:
2013

EN ISO  10993-11:
2009

EN ISO  10993-12;
2012

ISO 594-1: 1986

ISO 594-2: 1998

EN ISO 11607-1:2009

EN ISO 11607-2: 2006

EN ISO 11135:2014

ENISO 11138-2: 2017

ENISO 11140-1:2009

EN ISO 11737-1:2018

ENISO 11737-2: 2010

ENISO 10993-7: 2008

ENISO 15223-1:2016

EN 1041: 2008
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GENOSS B30, GENOSS B40

CrtpaHuua 14

MeTofbl in vitro

N3genna  meguumHcknme.  OueHka  6MONOrMYeckoro  feicTsuma
MeAULMHCKUX — u3genuin. Yacte 7. OcTaTOvyHOe  COAep)KaHue
3TU/IeHOKCKAa Nocse CTepunmsannm

N3genna  meguuymHckme.  OueHka — GMONOrMYecKoro  AelrcTBuA

MeaAUUMHCKNX un3genuii. Yactb 10. WccnegoBaHmsa pasgpaxatolero u
CEHCMOBMIN3NPYIOLLETO AeliCTBUSA

N3genna  meguumHckume.  OueHka  6MONOrMYeckoro  feicTsuma
MeauLMHCKNX n3gennin. Yacte 11. MccnegoBaHns 06LETOKCUYECKOTO
fencTBus

N3genna  MeguuMHCKHKE.
MEeAUUMHCKNUX  U3AENUNIA.
KOHTPO/NbHbIe 06pasLbl
JeTann coegMHUTeNbHbIE C KOHYCHOCTbIO 6 % (JTto3pa) Ansa WwWnpuues,
Urn v Apyroro MeAnUUHCKOro obopygosaHus. Yactb 1. O6uime
TpeboBaHMA

6nonornyeckoro
MpurotosneHue

aencrTams
npo6 u

OueHka
Yactb 12.

[eTann coeguHUTENbHbIE C KOHYCHOCTbIO 6 % (J1t03pa) ANa WnpuLes,
Urn n gpyroro MeauuMHCKOro obopypoaHus. Yacte 2. JIHO3pOBCKUE
HAKOHEUYHUKM

YnakoBka AN MEAULMHCKUX UW3LeNnid, nognexawnx
cTepunmsaumm. Yacte 1. TpeboBaHUA K maTtepuanam,
cucTeMam Ans cTepunmsanmm u ynakoBoYHbIM CUCTEMAM
YnakoBka ANnd MEAULUHCKUX W3LeNnil, nognexaynx
ctepunusaumn. Yacte 2. TpeboBaHMA K Banujauuu
(hopmMumpoBaHusA, repmeTm3anmnm n cbopkmu

CTepunnsayns meguumMHCKON NpoayKumMn. TnuneHokens. TpeboBaHus K

(DMHULLHOW
6apbepHbIM

(DUHULLHOWA
npoueccos

pa3paboTKe, BanMAauMM U TEKyLeMy YMNpaBneHWt0 MNpPOLEeCCoM
CTEPUNM3ALUN MEAULMHCKUX N3aeNnii
CTepunumsayms MEeAULIMHCKO NPOAYKL M. Buonornyeckue

nHankatopbl. YacTtb 2. bruonornyeckne MHAMKaTopbl 414 CTepUIn3aLmnm
OKCUAOM 3TUNEHA

CTrepununsayma MeaULUHCKON NpPoAyKUMW. XUMUYECKUEe WHLMKATOPSI.
YacTb 1. O6uimne TpeboBaHMUs

CTtepunusaumns MeguLNHCKNX n3genmii. Mmkpobnonornyeckne MeTogpbl.
UacTtb 1. OueHKa nonynauum MMKpPOOPraHU3MoB Ha NPOAYKLNK
CTepununsauns MeguUNUHCKNX n3gennii. MMKpoobmonornyeckme MeTobl.
YacTb 2. VicnbiTaHMA Ha CTEPUIBHOCTL, NPOBOAMMbBIE MPWU Banujauuu
MpoLeccoB cTepuIn3aumnm

3genna  MepuUMHCKKe. OueHka
MeANUMHCKUX  n3genuii. Yactb 7.
3TUNEHOKCUAA Noce CTepuIn3anmnm
W3genna meguunHckue. CUMBONbI, NPUMEHAEMbIE MPU MapKUPOBaHUU
Ha MeAULMHCKUX W3LeNnax, I3TUKEeTKax W B COMNPOBOAUTENIbHOW
JOKyMeHTauun. YacTtb 1. OCHOBHbIe TpeboBaHUA

VHpopmaunsa, nogrotaBnnmeaeMas W3rotoBuTesieM, COMPOBOXAAKOLLASA
MeauLUHCKNE npnubopbl

61MonNornyeckKoro
OcTaToyHoe

NeAcTBUS
cofepxaHue
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Yerpoticrso pasaysaiomes GENOSS s |22
Aabopax, BAPHARTLI HCHONHEHHS
GENOSS B30, GENOSS B40

HHCTPYKLIAA N0 MPMMEHEHHIO Jn Poccunt
2021-03

Crpannng 15

H3ACR ¢ YIeTOM SKCILUTYRTAHOHHON NPRTOAROCTH

EN 62366-1: 2015 WM3nemma memamurckme. Yactes 1. IIpoextHpoBaHHe MEARIEHCKAX

[[Texams xeadpamnas: Odopunchue HOTAPHANLHOTO 3aBEPEHNA, EARHOE 10pHAMIECKOE areHTCTBO B BocTouHoM

Cynoue, opuct Hamryn Contio)
9. OTPAHHYEHHAS FAPAHTUA

VYerpolicteo 1 Bce €ro KOMIIOHCHTH OBUIM CHPOCKTHPOBAHH, H3TOTOBACHK!, NPOTSCTHPOBAHH H
YHaKOBaHH ¢ COOMOACHUEM MAKCHMANBHEIX Mep npenocropoxnocTH. [ixsHoce Ko. Jita. (Genoss
Co., Ltd.) naer rapanTHio Ha YCTPOHCTBO A0 HCTCYEHWA CPOKA €r0 FONHOCTH NPH YCHOBHH, ITO

YNAKOBKA HE C/IOMAHA, HS BCKPHITA H HE MOBPEKACHA.

[[Tevamy xaadpamuas: OdopMneHne HOTAPUANLHOTO 3asepend, E/aBoe I0pHANIECKOE S8reHTCTRO B BocTouHOM

Cysone, 1opuct Hamryn Conta)
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Ennuoe I0pEAHYECKOE ATEHTCTBO B MuoronpodansHas lopuaudeckas  upma
Bocrounom Cysone

ToxncyBoH
e P Pe™®  Tencjon (131)211-1411:
pation Burxon, yn. Bopna Kan 123, ®axc (031)211-1416(FAX)
opuc 405 (paiton Bowuxon 83-23, ChHIXOH
bunaunr)
(Tpodopma Ne43)
PerncTpannoHHbI HoOMep, 2022 ~ 89

Ananozuunsiii mexcm na xopesickom HOTAPHAJIBHOE YAOCTOBEPEHME
A3vike)

Byronr Ilapx,

Ipencrasurens

Cynr Mun Yysr,

TenepanbHbilt AMPEXTOP

xommanus «xanoce Ko, Jita.»,

ofparancs X0 MHE 33 COBEPMICHHCM HOTAPHANLHOIO
JeficTBMS B YHOCTOBEpHA TNOONHMCh  YKA3aHHOIO
[pranunana,

NOCTARNEHHYIO HA IPANAracMOM

3anenenny.

HucTpyKnus 1o NPAMEHCHHIO)

HacrosumaM AaBHBHE GakT yIocTOBEpACTCR

tero ans 25 sapaps 2022 r. B KaHBO# oprannsanmu.

Haspanre opraHu3alWA:

«3E MICT CYBOH JIO KOPIIOPEHIIIH»

MTevams xsadpamuan: OPOPMACHHE HOTAPHANMHOIO 3ABSPCHHA,
Emunoe iopuameckoe arentcrso 8 Bocrounom Cymose, topcT
Hamryn Coub3)

Ton pyxosoacTsoM: Oxpyxmoii npokyparypsl Cyson

Anpec opraEn3atBu:
Kopes, nposununs Kenra, ropoa Cyeon,

patton Exrxon, yn. Bopag Kan 123,
otuc 405 (paton BonnxoH 83-23, Cooxon Bunannr)

Mevame xsadpamuan: OPOPMNCHME HOTADHRNAMHOTO 38BEPEHMA,
Emnnoe jlopmmmeckoe arenrcrso 8 Bocrousnom Cysome, iopucr
Hanryu Conbo)

noonuce/

TNoymrch HOTapHyca

CEHT BAE HAMKYHI'

Hacrogmas opranu3auys ynoXxHOMOYEHa OCYLICCTRIIATH
HOTAPHANLHYIO [EATCILHOCTE MUHHCTPOM IOCTHIHH
PecnyGmaxu Kopes, BRICTYNATh B KaUeCTBe HOTApHYCa C
7 denpans 2020 r. Ha ocHOBaHHA 3akona Ne 138,

210um X 297 MM
Benas Gymara (1 anct) 70 r/m?
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MepeBof JaHHOTO TEKCTa CAeNaH MHOIA, nepeBoYMKOM YepHocnToBbIM Cepreem Mropbesnuyem

.

Poccuiickana ®degepaumns
Mopos MockBa
JeBAaTHaguarToro anpensa gBe TbiCAYM ABafuaTb BTOPOro roja.

A, MawkeBny AHHa NropeBHa, BpEMEHHO MCMOMHAOL a8 06593aHHOCTU HOTapuyca ropch
Mockebl  Kopcuk Mapun  AnekcaHApOBHblI, CBUAETENbCTBYHO  MNOAMUHHOCTL  nogm®
nepesogynka YepHocutosa Cepresa ropbesunya.

Mopnucek caenaw XK MM & 1« yTCTBUM.

NnyHocTtb noifecaBmer'o ' yCTaHOB/EHaA.
3aperucTp 12139-H/77-2022-
YnnayeHo Horo geiicteusa: 400 py6. 00 kon.
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