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THIS IS TO CERTIFY THAT: the seal of Shanghai Kindly
Medical Instruments Co., Ltd. on the annexed
DECQLARATION is genuine.

China Cou{u‘:lil for the Promotion
of Intci”ationaf Trade

Authorized )
) Zhou Pingfa
Signature;
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(Date; May. 22,2024)
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ai Kindly Medical Instruments Co., Ltd
j, Jinyuan yi Road, 201803, Shanghai, RR.C.
rg86-(0)21-59140056 Fax: +86-(0)21-69000013

Declaration

We, Shanghai Kindly Medical Instruments Co., Ltd., the manufacturer of
the following medical device: Guiding Vascular Catheter, hereby declare that:

1. the attached content is the cover page of the <Instruction for use> used for
medical device “Guiding Vascular Catheter”.

2. the attached content is used only for the medical device registration in

Russia, and is required notarizing according to Russian official regulations.

Shangh iilnstruments Co., Ltd.

Marketing M

Wei Hailou
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Jndly Medical Instruments Co., Ltd
.nyuan yi Road, 201803, Shanghai, P.R.C.
.(0)21-59140056 Fax: +86-{0)21-69000013

Instruction for use

Guiding Vascular Catheter

Approved By

Name Title Signature Date
Xu Jianhai QC Manager 2024-05
Manufacturer:
Shanghai Kindly Instnunsei®uo., Ltd.
N0.925 Jinyuan 103, China
Tel: 86-21-591

Fax: 86-21-6900001

Authorized Representative on the territory of the Russian Federation:
SP-CARDIO Ltd.

107076, Russia, Moscow,

Matrosskaya Tishina str., h. 23., bid. 1

Tel.:+7 (903) 616-15-71

e-mail; so cardio@rambler.ni

2024, Version 03
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Medical device name

Guiding vascular catheter (further - Guiding catheter).

Product Description

Guiding catheter is composed of consists of tube hub, protect sheath, catheter body.
Guiding catheter is a short-term contact with patients, single use device.

Product Types

The device size matrix is shown in the table 1.

Outer diameter (£ 5%)

5F(1,67 mm),
6F (2.00 mm),
7F (2.30 mm).
8F (2.7 mm).
9F (3.0 mm)
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Table 1.
Tip
EBU2.0
EBU2.0, 2 SIDE HOLES
EBU3.0
EBUS3.0, 2 SIDE HOLES
EBU3.5
EBU3.5, 2 SIDE HOLES
EBU3.75
EBU3.75,2 SIDE HOLES
EBUA4.0
EBUA4.0, 2 SIDE HOLES
EBU4.5
EBUA4.5, 2 SIDE HOLES
EBUS5.0
EBUS.0, 2 SIDE HOLES
IM
IM, 2 SIDE HOLES
JL2.0
JL2.0, 2 SIDE HOLES
JL3.0
JL3.0, 2 SIDE HOLES
JL3.5
JL3.5,2 SIDE HOLES
JL4.0
JL4.0,2 SIDE HOLES
JL4.5
JL4.5, 2 SIDE HOLES
JL5.0
JL5.0, 2 SIDE HOLES
JL6.0
JL6.0,2 SIDE HOLES
JR3.0

Effective length
(x 10%)
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm

Weight
(= 5%)
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49



Dimensions and tips of the catheter are specified on the picture 1

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

JR3.0,2 SIDE HOLES
JR3.5

JR3.5,2 SIDE HOLES
JR4.0

JR4.0,2 SIDE HOLES
JR4.5

JR4.5,2 SIDE HOLES
JR5.0

JR5.0,2 SIDE HOLES
JR6.0

JR6.0,2 SIDE HOLES
ALI.O

AL1.0,2SIDE HOLES
AL2.0

AL2.0,2 SIDE HOLES
AL3.0

AL3.0,2SIDE HOLES
ARI.O

ARI1.0,2SIDE HOLES
AR2.0

AR2.0, 2 SIDE HOLES
XB3.0

XB3.0, 2 SIDE HOLES
XB3.5

XB3.5, 2 SIDE HOLES
XB4.0

XB4.0, 2 SIDE HOLES

Picture 1.

2. Radiopaque Marker,
3. Pebax tube (Green),
4. Pebax tube (Blue),
5. SS 304V,
6. PTFE,
7. Protect sheath,
8. Hub

100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm
100 cm

49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
49
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Breaking force for the 5F guiding catheter should be not less than 10 N. Breaking force for the 6F, 7F,
8F, 9F guiding catheter should be not less than 15 N.

The inner diameter of the guiding catheter should be: for 5F catheter - 1.47 mm; for 6F catheter - 1.80
mm,; for 7F catheter - 2.05 mm; for 8F catheter - 2.28 mm; for 9F catheter - 2.49 mm; tolerance is 0.1
mm.

Examination of the catheter with normal or adjusted to normal vision using a minimum magnification
of 2.5 times should show that the outer surface of the effective length of the catheter has no foreign
inclusions.

The outer surface ofthe effective length ofthe catheter, including the distal end, should not have defects
from processing and surface defects that could injure the vessels during the use of the catheter.

The guiding catheter has no lubrication.

When tested according to the method given in Annex A ISO 10555-1, the metal components of the
catheter intended for contact with the liquid should not show signs of corrosion.

The cannula or the fitting assembly or other parts of the catheter must not leak liquid when tested
according to the method given in Annex C ISO 10555-1.

There should be no leakage of air through the cannula during the aspiration process when tested
according to the method given in Annex D ISO 10555-1.

The design, number and location of the side holes should be such as to minimize adverse effects on the
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catheter and tissue injury.

The distal end should be smooth, rounded, cone-shaped or treated in a similar way to minimize vascular

injury during use.

The hub should have conical fitting with a 6% (Luer) taper.

Raw materials

The raw materials specification of the Guiding catheter is provided in the Table 2.

Component Material
Hub Polyamide
Tube Outer layer Polyether block amide
with blue colorant
Middle Stainless steel
layer
Inner layer PTFE
Radiopaque BaS04
marker Bi
w
Tip Polyether block amide

with green colorant

Hydrophilic coating PTFE

Polyvinylpyrrolidone

Table 2.

Grade
Grilamid TROONATUR
Pebax7233 SA01 MED,
CAS No 1324-76-1
304V

CAS No 9002-84-0

CAS No 1304-76-3,40%
CAS No 7440-33-7,60%
Pebax3533 SA01 MED,
CAS No 1328-53-6
CAS No 9002-84-0

Manufacturer
EMS-CHEMIE AG
Arkema Inc,
Clariant GmbH

Carpenter Technology
Corp

Zeus Industrial Products
Co. LTD

Sachtleben Chemie GmbH
MCP Lubeck GmbH
Merck KGaA

Arkema Inc.,

Clariant GmbH

Zeus Industrial Products
Co. LTD

JMEDTECH (XIAMEN)
COATING
TECHNOLOGY CO,
LTD

Type and duration of contact of the product with the human body: short-term contact with circulating

blood.

Contents

Guiding catheter - 1pc, Instruction for use - 1 pc.

Indications

Guiding catheter is designed to be used to provide access to interventional devices (such as
angiographic catheters, balloon catheters, guidewires) during interventional procedures.

Intended patient population and medical condition to be treated and patient selection criteria
Guiding catheters are indented to use in patients whom intravascular interventional manipulations

should be carried out.

Only physicians who have received appropriate training and are familiar with the principles, clinical
applications, complications, side effects and hazards commonly associated with Guiding catheters

should use this device.

Devices to be used in combination

The Guiding catheter is intended to be used in the coronary vascular system to introduce and position
catheter or dilator to desired lesion location during diagnostic and interventional procedures

The Guiding catheter can be used in combination with devices routinely used in interventional
procedures at the discretion of a medical specialist, depending on the clinical situation and the

intervention being performed.
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Contraindications
There are no know contraindications with the use of product.

Warnings

Only physicians who have received appropriate training and are familiar with the principles,
clinical applications, complications, side effects and hazards commonly assocnated with
Guiding catheters should use this device.

The product is only for single use. Do not reuse, reprocess or resterilize this product. Reuse,
reprocessing or resterilization may compromise the structural integrity of the device and/or
create a risk of contamination of the device which could result in patient injury, illness or death.
Cleaning, disinfection and resterilization may compromise the essential material and design
characteristics of the device leading to device failure.

Do not use if package is opened or damaged.

Due to the size and relative stiffness of the guiding catheters, extreme care must be taken to
avoid damage to the wall of the vessels through which this catheter passes.

Use Guiding catheters prior to the expiration date specified on the package.

Precaution

Prohibit use if the individual package i 1s damaged or the product is overdue.

Prohibit reuse because the product is only for single use.

Please do not change the product’s structure.

The use of the device must be performed by professionally trained physicians.

Inject slowly whenever attempting to opacify the vessels via this catheter.

Careful inspection prior to use should verify the size, shape, and condition of the catheter as
suitable for the specific procedure.

If resistance is encountered at any time during the insertion of the interventional device through
the lumen of the Guiding catheter, do not force passage. Determine the cause of resistance
before proceeding. If the cause of resistance cannot be determined, remove the entire dilatation _
system.

After use, this product may be a potential biohazard. Handle and dispose of in accordance with
accepted medical practice and applicable local, state, and federal laws and regulations.

Potential Adverse Events
The following complications may be associated with Guiding catheter use:

Hemorrhage or Hematoma
Infection

Embolism

Perforation

Vessel spasm

Vascular occlusion

L ad

Instructions for use
Please pay attention to following instructions when you use it, as a disposable medical instrument:
1.

Select a suitable guiding catheter according to the lesion and check if primary package is
damaged.

Draw out guiding catheter from the primary package slowly; please hold one respect to avoid
damage or bend the catheter tip.

3. Flush the inner lumen of the guiding catheter with heparin saline solution before use.
4.
5. Under fluoroscopy, guiding catheter is advanced along the guidewire until it reaches the target

Introduce guiding catheter into the vascular system along guide wire through sheath.

position.
After the catheter is in place, perform subsequent diagnostic or therapeutic measures.
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Statements
The Guiding catheter and packaging do not contain materials derived from animal or human tissue.
The Guiding catheter and packaging do not contain medicinal products.

The Guiding catheter and packaging do not contain blood derivatives.

Applicable Standards and compliance with Essential Requirements
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Labelling
Individual package label should contain the following information:
- name and description of the guiding catheter;

- outer and inner diameter;

- effective length;

- compatible guidewire size;

- quantity of pieces in package;
- name and address of the manufacturer;
- catalogue number;
- serial number;

- manufacturing date and expiration date;

No. | Standard number Standard name

1 | Directive 93/42/EEC Medical Devices Directive

2 | ENISO 13485:2016 Medical Devices — Quality Management Systems -
Requirements for regulatory purposes

3 | 1SO 10555-1:2013 Intravascular catheter — Sterile, single-use catheters — Part 1:
General requirements

4 | 1SO 10993-1:2018 Biological evaluation of medical devices — Part 1:
Evaluation and testing within a risk management process

5 ISO 10993-4:2017 Biological evaluation of medical devices — Part 4: Selection
of tests for interactions with blood

6 ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for

. in vitro cytotoxicity

7 | ENISO 10993-7:2008 Biological evaluation of medical devices — Part 7: Ethylene
oxide sterilization residuals

8 | 1SO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for
irritation and skin sensitization

10 | ENISO 11607-1:2009 Packaging for terminally sterilized medical devices. Part —
1: Requirements for materials, sterile barrier systems and
packaging systems

11 | I1SO 11607-2:2019 Packaging for terminally sterilized medical devices. Part —
2: Validation requirements for forming, sealing and
assembly processes

12| ISO 14155:2011 Clinical Investigation of Medical devices for human
subjects: Good clinical practice

13 | ENISO 15223-1:2016 Medical devices. Symbols to be used with medical device
labels, labelling and information to be supplied. General
requirements

Shelf life

Shelf life of the Guiding catheter is 3 years from the date of sterilization.
The Guiding catheter was evaluated after being subject to accelerated aging simulating 3 years shelf
life. All test successfully met acceptance criteria.




- conditions of transportation and storage (indicated in the labeling in Russian);
- symbol "Sterilized with Ethylene oxide gas";

- symbol "Do not reuse";

- symbol "Do not use if package is damaged";

- symbol "Do not resterilize" (indicated in the labeling in Russian);

- the symbol "Consult instructions for use";

- the symbol "Caution! Refer to the instructions for use".

Group package and shipping box label should contain the following information:

- device name;

- name and address of the manufacturer;

- outer and inner diameter (only group package label);

- effective length (only group package label);

- compatible guidewire size (only group package label);

- catalogue number;

- serial number;

- manufacturing date and expiration date;

- quantity of pieces in package;

- conditions of transportation and storage (indicated in the labeling in Russian);

- symbols "Fragile, handle with care", "Keep away from sunlight”, "Keep dry" (only transport box
label);

- symbol "Sterilized with Ethylene oxide gas";

- symbol "Do not reuse";

- symbol "Do not use if package is damaged";

- symbol "Do not resterilize™ (indicated in the labeling in Russian);

- the symbol "Consult instructions for use™;

- the symbol "Caution! Refer to the instructions for use" (only group package label).

Graphical symbols used on the labeling are presented in the table below.
Legal manufacturer

m |
LOT Catalogue number
LOT REF
Manufacturing date Use by
1 Sterilized with Ethylene Do not resterilize
oxide gas 0
Do not reuse Do not use if package is
(§ ) damaged
. Consult instructions for use Caution! Refer to the
n instructions for use
Fragile, handle carefully Keep away from sunlight
|
Keep dry
f
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Transportation, storage and usage 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 -10°C to +40°C with a range of +2°C and Relative
Humidity from 30% to 75% with a range of £5%. '

The Guiding catheter should be stored at controlled room temperature, nominal 20°C to 30°C, in an
enclosed space in the original manufacturer’s packaging for the labeled shelf life.

The Guiding catheter should be used in hospitals and medical institutions, at room temperature,
between 15°C to 25°C and Relative Humidity from 30% to 75%.

Disposal instructions

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

Products, which had contact with blood and/or other biological liquids of patients should be disposed
; and eliminated in accordance with the requirements for handling medical waste, established by SanPiN
2.1.3684-21 for 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 domestic waste
' established by the legislation of the Russian Federation for class A by SanPiN 2.1.3684-21.

Environment protection requirements
The Guiding catheter does not adversely impact the environment.

Warranty/Liability
The warranty shelf life of the Guiding catheter is 3 years from the date of sterilization.

The product and each component of its system have been designed, manufactured, tested and packaged .
with all reasonable care.

There is no express or implied warranty, including without limitation any implied warranty of
merchantability or fitness for a particular purpose, on this item. Product described in this document
under no circumstances shall Shanghai Kindly Medical Instruments Co., Ltd. be liable for any direct,
indirect, incidental or consequential damages resulting from reuse of the product and other than as
expressly provided by specific law. No person has the authority to bind Shanghai Kindly Medical
Instruments Co., Ltd.to any representation or warranty except as specifically set forth herein.

In case of questions or difficulties concerning our instruments please contact your local distributor or
Shanghai Kindly Medical Instruments Co., Ltd. directly during regular working hours.
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CEPTUOUKAT

| *norotun*
CCPIT
(IGrraiicknit xoMHTeT COACACTBHA PASBHTHIO MEXIYHAPOAHOH TOProRIH)

| Kuradickuit KOMHTET CONCHCTBHA PAIBHTHIO MEXIYHAPOAHOH TOProRINM — 310 TOProBO-NPOMBILILTCHHAS NAKATA

Kuras
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01840432
KnTalicknii koMHTeT coaelicTBRSE Pa3BHTHIO MOKAYHAPOAHOH TOProBIH
Toproso-npoMuimiiennan nanata Keras

CEPTHOHKAT

) /QR-kon/
Ne 243100B0/004105

HACTOSILIMM YIOCTOBEPSEM, YTO: neuats xoMmnauun Shanghai Kindly Medical Instruments Co., Ltd.
na npwraraeMoli IEKJIAPAIIUH sensercs nognusHo#.

HNeuars: /Kumaiicxuii xomumem codeticmsus
Pas6UMUI0 MeNCOYHAPOOROT mop2oeaul
Kuraitckuit kKoMHTeT coneficTBHA

PasBUTHIO MEXTYHAPOAHOH TOProBix

Moanucs ynonnomoueHHoTo anua: /noonuce/ Wbioy MNMuudans
(Hara: 22 man 2024 r.)

-

Caiir ana npopepku ceprudukara hitp://www.rzcepit.com/validate htm}
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Shanghai Kindly Medical Instruments Co., Ltd *norotun®
No. 925, Jinyuan yi Road, 201803, Lllanxaii, Kurait
Tenedon: +86-(0)21-59140056; ®axc: +86-(0)21-69000013

Hexnapanus

Mui, komnanus Shanghai Kindly Medical Instruments Co., Lid.,, asnascs npowssoaureneM MEZHUMHCKOIO

u3nenus: Karerep BHYTPHCOCYAMCTDIH NPOBOAHWKOREIR, HACTOALLMM 3A4BNSCM CIICAYIOMCE:

1. Tlpunoxennnit MaTepuan npeacramnser cobolk THTYNBHYIO CTpaHMuy AoxkyMenta «HMHCTpyxums no
NPHMEHEHHIO», KOTOPHH OTHOCHMTCA K MERHUMHCKOMY m3aenmio «Karerep BHYTPHCOCYAWCTHIR
[POBOJIHHKOBRIN».

2. TTIpunoxeHHEIA MATEpHAN MCMONB3YETCA TONLKO /IS PETHCTPALMH MEIMUMHCKOTO u3aeaua B Poccutickol
Geacpaunn, # eMy Tpefyerca HOTapHANBHOE 3aBEPEHHE B COOTBETCTBHH ¢ OPHUMANBHBIMH HOPMATHBHBIMH
TpebGoBannaMu, AelicTeytommmu B Poccuiickoll Peaepauun.

Shanghai Kindly Medical Instruments Co., Ltd.

Mapxerrnrosriii MeHepKep
Wei Hailou *nevats*

- ‘nopnwcy*
*neyarn*

*neuarn*
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Shanghai Kindly Medical Instrumeats Co., Ltd *toromMn’®
No. 925, Jinyuan yi Road, 201803, Lllanxaii, Kuraii
Tenedon: +86-(0)21-59140056; Qaxc: +86-(0)21-69000013

HHCTpYKIHS N0 NPHMEHEHHIO

KaTeTep BHYTPHCOCYAMCTLI NPOBOAHHKOBLIH

*neuarsp*
YTBepana B
OHO JlomxuocTh Moanucs Jarta
Cio I3anuxait Meneaxep OKK *moAnHCH* 2024-05
NponiBoguTennb:
Shanghai Kindly Medical Instruments Co., Ltd.
No. 925, Jinyuan Yi Road, 201803, Shanghai, China *nevars*

Ten: 86-21-59140056
daxc: 86-21-69000013

Ynoanomodenuslit npeacTaBuTens Ha TeppATOpAR Pocchiickoit Penepannn:

000 "CIT-KAPHUO"

107076, Poccus, Mocksa,

yA. Matpoccxas Trinnna, a. 23, c1p. 1 *nevars*
Ten: +7 (903) 616-15-71

e-mail: sp_cardio@rambler.ru

2024, Peaaxuus 03 .
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HaumeHnosanne MEANIHACKOTO HITCIHSA

Katerep BHYTPHCOCYAMCTRIN NPoBOAHMKOBLIH (nanee - IIpoBoAHMKOBBIH KaTeTep).

Onucanne B30enna

[IpoBOAHNMKOBLIl KATETEP COCTOMT K3 BTYJIKH, 3ALATHOH 0bonouky, TpyOku (wadra) karerepa.
TIpOBOAHUKOBHIH KATETEp SBAAETCH M3ACTHEM OAHOKPATHOIO NMPHMEHEHHA, HUMEIOUIMM KPATKOBPEMEHHLINR

KOHTAKT € NMaUHCHTOM.

Texuuueckue XAPAKTEPRCTHKE N3ASNR
Martpuua pa3Mepos H3neNHA NpeAcTaBiexa B Tabnuue 1.

Tabnuna 1.
Hapysxubiii anameTp (x KoHunk SdepexturHan | Macca (=

5%) anuna (£ 10%) 5%)

SF (1,67 mm), EBU2.0 100 cM 4r
6F (2.00 mm), EBU2.0, ¢ 2-M3 60KOBBIMH OTBEPCTHAMH 100 cm 4r
F (2.30 mm), ] EBU3.0 100 e 4r
8F (2.7 mm), EBU3.0, ¢ 2-Ms GOXOBBIMM OTBEPCTHAMM 100 cm 4r
9F (3.0 M) EBU3.5 ) 100 cM 4r
EBU3.5, ¢ 2-M 6OKOBEIMH OTBEPCTHAMH 100 cm 4r

EBU3.75 100 cM 4r

EBU3.75, ¢ 2-M8 GOKOBLIMI OTBEPCTHAMM 100 cM 4r

) -~ EBU4.0 100 cM 4r

EBUA4.0, ¢ 2-M3 60KOBbIMM OTBEPCTHAMU 100 cM 4r

EBU4.5 100 cm 4r

EBUA4.5, ¢ 2-M8 GOKOBRIMB OTBEPCTHAMM 100 cm 4r

EBUS.0 100 cm 4r

EBUS.0, ¢ 2-M8 GOKOBLIMH OTBEPCTHAMHA 100 cM 4r

i IM 100 cM 4r

IM, ¢ 2-M3 GOKOBBIMK OTBEPCTHAMM 100 cm 4r

JL2.0 100 cm 4r

JL2.0, ¢ 2-M3 GOKOBBLIMH OTBEPCTHAMM 100 cM 4r

JL3.0 100 cm 4r

JL3.0, ¢ 2-M3 60KOBLIMH OTBEPCTHAMH 100 cm 4r

JL3.5 100 cm 4r

JL3.5, ¢ 2-M3 GOKOBbLIMY OTBEPCTHAMHA 100 oM Ar

JLA.0 100 cm 4r

JLA.0, ¢ 2-M5 GOKOBBIMH OTBEPCTHAMH 100 cM 4r

JLA.5 100 cM 4r

JL4.5, ¢ 2-M% GOKOBBLIMH OTBEPCTHAMM 100 cm 4r

JLS.0 100 cm 4r

JLS.0, ¢ 2-Ma GOKOBBIMH OTBEPCTHAMH 100 cMm 4r

JL6.0 100 cM 4r

JL6.0, ¢ 2-M3 GOKOBBIMH OTBEPCTHAMKY 100 cM 4r

JR3.0 100 cM 4r

JR3.0, ¢ 2-Ma 60KOBBIMH OTBEPCTHAMH 100 cM 4r

- JR3.5 10 cm 4r

JR3.5, ¢ 2-Msa GOKOBBHIMH OTBEPCTHAMH 100 cm 4r

JR4.0 100 cMm 4r

JR4.0, ¢ 2-M3 GOKOBLIMK OTBEPCTHAMM 100 cm 4r

JR4.5 100 cM 4r

JR4.5, ¢ 2-M3 GOKOBBIMH OTBEPCTHAMMH 100 cM 4r

JRS5.0 100 cm 4r

JRS.0, ¢ 2-Ma GOKOBBIMU OTBEPCTHAMMU 100 cm 4r

JR6.0 100 cm 4r

JR6.0, ¢ 2-M51 GOKOBRIME OTBEPCTHUAMMU 100 cm 4r

AL1.0 100 cm 4r

AL1.0, ¢ 2-ma GOKOBLIMH OTBEPCTHAMH 100 cm 4r
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ALL.S 100 cM 4r
AL1.5, ¢ 2-m8 Go&omuu OTBEPCTHAMM 100 cm 4r
AL2.0 100 oM 4r
AL2.0, ¢ 2-M3 GOKOBBIMU OTBEPCTHAMM 100 cx 4r
] AL‘! 0 100 oM 4r
AL3.0, ¢ 2-Ma GOKOBBIMY OTBEPCTUAMA 100 cm 4r
ARL0 o 100 cm 4r
AR1.0, ¢ 2-M% GOKOBBIMM OTBEPCTHAMY 100 cM 4r
AR2.0 100 cm 4r
AR2.0, ¢ 2-M% GOKOBbLIMH OTBEPCTHAMMK 100 cM 4r
XB3.0 100 cm 4r
XB3.0, ¢ 2-ma GOKOBBIMM OTBEDCTHAMM 100 cm 4r
XB3.5 100 cM 4r
XB3.5, ¢ 2-M3 GOKOBBIMH OTBEPCTHAMK 100 cm 4r
__ XB40 100 cm 4r
XB4.0, ¢ 2-M5 GOKOBBIMM OTBEPCTHAMH 100 cm 4r
PasMepb! i GOpMa KOHYHKA KATETEPA YKA3aHH HA PHCYHKe .
Pucynok 1.
? 8
re 4
- \ L =N
Vet ,E
(o
¥/
1. Markuif KOH4MK, 2. PEHTT¢HOKOHTPaCTHLIN Mapkep,
3. Tpy6ka Pebax (3encHasn), 4. TpyOka Pebax (cunas),
5. Onnerxa S8304V, 6. Buytpennunii caof u3 [TTOJ,
\\\(\(’"‘"\mﬁm
EBU3Q fauls B! s EBULY ANy ARZ ARY

AT

ALs O

AV

e d

N

XM D F AR R0

KBd $
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Yewnie Ha paspsie Ang NpOBOAHKKOBOTO Katerepa SF nomkHo coctaenats He menee 10 H. Ycunue na paspuin
Ana nposoaxrkoBoro karerepa 6F, 7F, 8F, 9F nomkHo coctannste He menee 15 H.

BHyTpeHuuii AnaMeTp NpPOBOAHHMKOBOrO KaTeTepa AOJDKEH COCTaBIATH: Ans karevepa SF - 1,47 mm; ans
karerepa 6F - 1,80 Mm; ana xarerepa 7F - 2,05 Mm; ana xarerepa 8F - 2,28 mm; ann karerepa 9F - 2,49 mwm;
AoTrycK coctTasaser + 0,1 MMm.

OcMOTp KkaTerTepa HOPMAMLHLIM WM CKOPPEKTHPOBANMEIM O HOPMAILHOIO 3PEHUEM C NPUMOHEHUEM
MHHHMANBHOTO YRETUNEHHA B 2,5 pasa OMKeH NOKA3aTh, YTO HAPYXKHANX NOBEPXHOCTh YPPEKTHBHON ANHHLI
KATETEPa HE MMEET NOCTOPOHHHX BRTIONSHUH.

HapyxHat nosepxHocTs 3¢exTyBHON ATHHLI KaTerepa, BKMIOYas AMCTANLHEIA KOHEL, HeE. A0/DKHA HMEThH
Aedexros TexHonornyecko# 06paboTKH W NOBEPXHOCTHBIX HEAOCTATKOB, KOTOPhie MOrAN Gbl TPABMUPOBATH
COCY/EI B MPOLECCE UCNOMb30BAHHA KATETEpa.

TpoBOAHHKOBEIH KaTETEP HE HMEET CMa3KH.

[Ip¥ MCNEITAHHH B COOTBETCTBHH ¢ METOAOM, MpPHBEACHHbIM B npunoxkeunw A I'OCT ISO 10555-1,
METAILTHYECKHE KOMIIOHEHTH KATeTepa, NpeJHasHaueHHbIe ANA CONPHKOCHOBEHHS C XKMAKOCTLIO, HE AOJDKHRBI
HMETh NPUIHAKOB KOPPO3UA.

Kanions, ysen coennnerua GUTHHrOB MAH ApYTHE YaCTH KATETEpa He AOJDKHbI AOMYCKATh YTEUKY KMAKOCTH
NpH KCIIWTAKHA B COOTBETCTBHH C METOZOM, NpuseaeHHbIM B npunoxenun C F'OCT ISO 10555-1.

ITpu HCABITAHKK B COOTBETCTBHH C METONIOM, NPHBEACHHBIM B npunoxkenun D F'OCT ISO 10555-1, s npouecce
ACTIHPALUME He AOMKHO OBITH YTeUkH BO3AYXA Yepe3s KAHIOMIO.

Konctpyxumsa, xonuvecTso u pacnooxenne GOKOBBIX OTBEPCTHA BOMKHS! ObITh TAKHMH, YTOOH CBECTH K
MHHHMYMY He(IaronpHATHOE BO3ACHCTEIC HA KATETEp M TPABMY TKaHeH.

AucranbHiiii koHEll AMDKeH OBITb TIAAAKHMM, JaKPYI/ICHHLIM, KOHycooOpasHbIM WIH 00paGoTaHHBIM
BHAIOrHYHBIM 06paioM, YTOOE! CBECTH K MEHMMYMY TPABMY COCYZIOB BO BPeMS HCTIONb30BAHHUA.

Brynka cosmecTiMa ¢ Jlyep-KOHHEKTOpPOM KOHYCHOCTBIO 6%.

Marepaansi, chipbe
CneundUKALNA MATEPHANOB H3rOTOBNCHUA NpOBOAHHKOBOrO KaTerepa NpHBeacHa B Tabnuue 2.
Tabauua 2
KomnoneHT Marepuan Mapxa TlponssoauTens
Brynxa Toanamua Grilamid TR 90 NATUR | EMS-CHEMIE AG
TpyGka IleGaxc ¢ cunnM kpacurenem | Pebax 7233 SA 01 MED, | Arkema Inc,
(wadr) | # cnoit CAS No 1324-76-1 Clariant GmbH
Cpeannit | Hepmageiowas crans 304V Carpenter Technology
cnoi Corp
Buytpenn | Ionwrerpadropatunex CAS No 9002-84-0 Zeus Industrial Products
Hif cnol Co.LTD
Penrrero | BaSO, e Sachtleben Chemie GmbH
KOHTpacT | Bi CAS No 1304-76-3, 40% | MCP Lilbeck GmbH
L Wu CAS No 7440-33-7, 60% | Merck KGaA
Mapkep
Konunk TNeGakc Pebax 3533 SA 01 MED, | Arkema Inc.,
CAS No 1328-53-6 Clariant GmbH
IuapodwisHoe TMonwrerpadropaTneH CAS No 9002-34-0 Zeus Industrial Products
MOKPBITHE - Co. LTD
[NoAvBHHRANKPPOAUACH e JMEDTECH (XIAMEN)
COATING
TECHNOLOGY CO, LTD

BHI M MPOAOKHTENBHOCTL KOHTAKT M3NCAHA ¢ OPraHW3MOM YENOBEKA: KPATKOBPEMEHHLIH KOHTAaKT C
UMPKYHpYIOW el KPOBbIO.

Coaepaxumoe yRakoBkH
IposoaxukoBLI# kaTeTep — | WT., HHCTPYKLMA NO NpHMEHEHNIO — 1 wT.

Hasuavenne .
[IposoaxnkoBbIl kaTeTep NpeAHasHAYEH A1 MPOBEACHHA M Pa3MELIeHHA MHTEPBEHUMOHHBIX YCTPOHCTS, TAKUX
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KaK 8HrHOTPAQUYECKHE KATETeph!, GAIONHbIE KATeTeps), NPOBOAHMKH NPH MPOBEACHHH HHTEPBEHUMOHHBIX
npouenyp.

Hpeanonaraembie HOXLIOBATENH, NOKAIAHNS K NPHMeHERHI0, KPHTepHE 0T6OPA NAUNEATOB
[IpOBOAHHKOBHE KAaTETEPH! NMOKA3AHbE A8 WCMONbL3OBAHUA Y MAUKMEHTOB, KOTOPbIM TpefyeTcs NpOBEACHHE
BHYTPHCOCYAHCTHX HHTCPBEHUMOHHBIX BMELIATENLCTB.

Tonsko Bpauw, npoweawne COOTBETCTBYIOULYO NOAFOTOBKY M 3HAKOMBIC ¢ MPHHUMNAMH KNHHMUECKOTO
NPUMEHEHNs, OCNOKHEHRUAMH, TIOOOYHLIMU 3PPeKTaMH W  ONACHOCTAMH, OOBIYHO CBAZAHHBIMK C
NPOBOAHNKOBEIMM KaTETEPAMH, JOMKHLI HCNONbIOBATL AAHHOE HIAENHE,

H3nenng, ucnoanzyemMule B koMGunanna

ITpoBOAHKKOBLIA KATETEP MONCET HCTIONB3OBATLCA B CONETAHHH C YCTPOHCTBaMH, OGLIMHO UCTIONL3YEMBIMH NPH
MHTEPBEHUMOHHLIX MPOLEAYPaX, NO YCMOTPEHUIO MEAHUMHCKOTO CNELMATHCTR, B 38BHCUMOCTH OT
KIHHMYECKO) CHTYAIIMM M BHINOMHAEMOTO BMEILATeNbCTBa.

[poTusonokazanEs
[TpoTHBONOKA3aHNA K NIPHMEHEHHIO W3ACNHA He H3BECTHBI.

TIpexocTepesenns

1. Tonbko Bpaun, NpPOWEAWIHE COOTBETCTBYIOWIYIO TIOANOTOBKY M 3HAKOMSLIE C MPHHUMNAMH KIHHHYECKOTo
NPHMEHEHUSA, OCNOXKHEHWAMH, noOOYHBIMM 3(QpexTaMH M ONACHOCTAMH, OOLIMHO CBA3AHHMLIMH C
MPOBOJHHKOBBIMH KaTETEPAMH, JO/HKHE! HCTIOIBL3OBATL AAHHOE HIACTHE.

2. Hanenue npenHasHaueHo TOMLKO AN OAHOKPATHOrO Mcnonb3osaHua. He ucnonesylire noBTOPHO M He
noAseprafTe NOBTOPHONR CTEPHIH3ALKKH JaHHOe Hanenue. [losTopHoe KHcnone3osaHKe, nosrophas obpaborka
WIH NOBTOPHAA CTEPIIH3ALMA MOTYT HAPYWNHTD CTPYKTYPHYIO LIENOCTHOCTD YCTPOHCTBA H/HIN CO3AaTh PUCK
€10 3aTPA3HEHNAA, YTO MOXKET IPHBECTH K TpaBMe, 3a601eBaHuI0 WK CMEPTH nauMeHTa. OUHCTKE, Ae3HHGEKIIHA
H NOBTOPHAA CTEPHIH3IALMA MOTYT HApPYIIMTh OCHOBHBIC XAPAKTEPHCTHKM MATCPHAIA H KOHCTPYKUHH
YCTPOHCTBA, YTO MOXKET PHUBECTH K €10 NONOMKE.

3. He ncnone3yiite, ecnu ynakoBka BCKpbITa WA NOBPEXKACHA.

4. B cBA3M C pa3sMepoM M OTHOCHTENBHOH JKECTKOCTHIO NPOBOAHMKOBLIX KAaTeTepos HeobxoanMo cobniosars
0cobyI0 OCTOPOKHOCTD, WTOGLI HE NOBPEAUTH CTEHKH COCYAOB, Y€Pes KOTOPLIE MPOXOAMT 3TOT KaTeTep.

5. Henonb3yitre NPOBOAHHKOBBIC KATETEPH! 0 HCTEHCHUA CPOKA FOAHOCTH, YKA3aHHOTO HA YTIAKOBKE.

Mepal npeocTOPORHOCTH

l. 3anpeweHo HMcnonL30BaTL, €CNH WHAHBHAYAILHAS YNAKOBKA NMOBPEXAEHA HAH CPOK FOAHOCTH H3fen:us
HCTEK.

2. 3anpetlieHO TIOBTOPHOE WMCMONB3OBAHHE, TAK KAK W3JeNHe NpeAHA3HAYEHO TONbKO I OAHOKPATHOTO
NpHMEHeHN.

3. He caemyer MEHATH KOHCTPYKIIMIO H3JENHR.

4. Hcnone3oBanue H3ACMUA AOKHO BbINMOMHATHCA NPOGECCHOHANEHO NOANOTOBNICHHEIMIY BpaaMH.

5. OcywecteaaiiTe BBeicHHE MEANEHHO BCAKWI pa3 NPH MPOXOKIACHHM B COCYAAX ¢ MOMOLILIO JAHHOIO

6. Iepen ucnons3oBaHKeM HEOOXOAMMO NPOBECTH TILATENLHBIA OCMOTP MIACIMA ANA NMOATBSPKACHUA, HTO
pasmep, hopMa H cOCTORHHE UIAENHA NOAXOAAT ANA KOHKpPETHOH npoueayphbl.

7. Ecnu BO BpeMs BBEACHUS MHTEPBEHLIMOHHOTO YCTPO/CTRA Hepes NpocBeT NPOBOAHKUKOBLIHK kaTerepa B moboil
MOMCHT BO3HMKAET CONpOTHRNCHHE, HE NpuMeHaliTe cuny. OnpeaeAHTE NPHUKHHY CONMPOTHRNCHIA, NEPES TEM,
KaK npogomkars. ECi npuuMHy CONPOTHBACHHA YCTAHOBHTS HE YAACTCH, YAAIHTE BCIO CUCTEMY, KaK CAHHOS
uenoe. -

8. [locne ucnone30BaHKS AAHHOE U3ACHE MONKET NPEACTARIATS NOTEHUMATLHYIO OHONOIMYECKYIO ONaCHOCTb.
O6pawaTeca ¢ HINCTHEM H YTWIH3UPOBATS W3CIIHE CICAYET B COOTBETCTRHH ¢ obuenpruATOR MeAHMUMHCKOH
NpaKTHKOM ¥ NPHMEHWMbIMH MECTHBIMH, NOCYASPCTBEHHBIMH ¥ (efepanbHbLIMK 3aKOHAMH 1 NPaBHIAMH.

IorennuanbALIE OCIOKHCHHS

Cnenyotine ocaoxHeHHa MOTYT GLITh CBA3AHKI C HCNONB30BAHHEM ITPOBOIHHKOBOIO KaTeTepa:
- Kporouznussue win rematomMa

- Hudpexuns

- Inbonus

- llepgopauma .

- Cna3m cocynos
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- OKK/MIO3HA COCYA0B

HucTpyxuss 00 BpEMEeRERNIO
Moxanyiicta, ofpaTure BHHMaHWe Ha CREAYIOUIME HHCTPYKUMM NPM HCHIONB3OBAHWM AAHHOIO OAHOPAIOBONO
MENLMHCKOTO UIZCANA:

L.

Brifepure noaxoaawnii NPOBOAHKUKOBLIH KATETEP B COOTBETCTBUH C NOPAKEHHWEM M NpPOBEPLTE, HE
NOBPEXACHA 1M NEPBUYHA YNAKOBKA.

2. H3Bnexwre NPOBOAHMKOBHIN KATETEP M3 NMEPBHYHON YNAKOBKHM; NOXANYHACTA, ASPKHTE €10 B OAHOM
NONOMEHHH, YTo0bI He NOBPEAMTDH WAM HE COTHYTh KOHYKK KaTeTepa.
3. Tepea wHCnONG30BAHMEM NpPOMONTE  BHYTPEHHHA NpPOCBET  NPOBOAHWKOBOrO  KaTeTepa
PH3HONOTHYSCKMM PacTBOPOM ¢ FEMapPHHOM.
4., Beeaute npoBOAHUKOBEIN KaTeTEp B COCYAUCTYIO CHCTEMY MO NMPOBOAKKKY YEPe3 MHTPOABIOCED.
5. Tloa KOHTpOJIEM PEHTTEHOCKONNH NPOABUraiTe NMPOBOAHMKOBSLIA KaTeTep NO NPOBOAHHMKY 1O TEX 110p,
NOKa OH HE JIOCTHIHET HENEBOro NONOXKEHHS.
6. llocne YCTAHOBKM KAaTETEpa BLIMONHWTE MOCIEAYIOUME AHATHOCTHYECKME WM TepaneBTHYecKHe
MaHNITY AU,
3aunnenns
TTpoBOAHHKOBHII KATETEP W €10 YNAKOBKA HE CONCPKAT MATEPHAIIOB, NOTYYEHHBIX H3 TKAHEN IKHBOTHBIX WM
HesnoBeKa.

[IpoBOBHMKOBHEIN XKATETEP W €ro YNaKOBKA HE COACPHKAT ICKAPCTBEHHAIX CPEACTB.
IpoBOAHNMKOBLIHA KATETEP U €ro YNaKoBKa HE COAEPXAT NPON3BOAHLIX KPOBH.

IpamenuMbie CTRHAAPTHI H COOTBETCTBHE CYIECTBeHHLIM Tpebopanuam

Ne | Homep cranpapra Ha3pakue cTangapra
1 Jupextuna Jupexrnea 93/42/EEC Ha wmeanumsckue npuGopbl,  ycrpo#crsa,
93/42/EEC obopyaoBanue
2 | ENISO 13485:2016 | Wanenws MeauummHckue. CHCTEMB MEHEUKMEHTa xadecTea. Tpebopanua
JUIg nenell peryJIMpoBasng
3 ISO 10555-1:2013 Karerephl BHYTPHCOCYAHCTHIE OXHOKPATHOIO NMPUMEHEHNA CTEPWIbHbIE —
Yacts 1 — OGuue TpeGosanug
4 ISO 10993-1:2018 Haaenua megnupuckue. Onetka GHONOrHUeckoro AHCTBHA MEANUHHCKHX
wageanii. Yacts 1. OueHka ¥ HCCneAOBaHHS B NPOLECCE MEHEKMEHTa |
PHCKOB
5 1SO 10993-4:2017 Hinenua meanumHckue. OtieHka SHONOTMYECKOro ACHCTBHA MEAHLUMHCKIX
wigenuii. Yacts 4. HccnesoBanms w3nenuii, 83aWMOEHCTBYIOWHMX ¢
KPOBbIO
6 1SO 10993-5:2009 Hanenns memnumnckne. Onenka 6HONOrHIECKOTO AEHCTBHA MEMHLIMHCKHX
uzaenwii. Yacrs 5. MccnenoBanns Ha LIWTOTOKCHYHOCTD: METOABI in vitro
7 EN 1SO 10993- Hanenua meautmHckre, Ouerka Guonorvveckoro AefcTaus MEAUIMHCKHX
7:2008 wanenusi, Yacte 7. OCTRTOMHOE COACPKAHME 3THNEHOKCHAZ NOCNe
CTEpPHAM3ALIMM
8 ISO 10993-10:2010 | Hsnenna meauumuckie. Ouerka GHONOIHMECKOrO NeHCTBHS MEHLIMHCKHMX
wagenati.  Yacrs 10, Hccnemosanuwa — pasgpakaomero  #
CEHCHOHMM3NPYIOWEro ACHCTBHS
10 | ENISO 11607- VnakoBka 1% MCAWUWHCKHX M3ACHM, NOANeXKAUMX GUHKLIHONR
1:2009 crepunuzaunn. Uacts 1. TpeGoBaHHS k MaTephanaM, 6apLEPHBIM CHCTEMAM
QI CTEPATH3AUNH H YNIAKOBOTHLIM CHCTEMAM
11 | ISO11607-2:2019 VnakoBka I18 MEAMUMHCKAX W3aenulf, noanexatux QUHHINHONR
crepunusaumn. Yacte 2:. TpefoBanua K BATMOaUMH OPOUECCOB
(hopMHPOBRHHSA, repMeTH3auny 1 cbopku
12 | ISO 14155:2011 Knunnueckue nccnenosanns. Haanexauas knuHUYECKas NpaKkTHKa
13 | ENISO 15223- HMagenna MeauumHckne. CHMBOADL, NpHUMeHseMble NPH MaPKHPOBAHMN Ha
1:2016 MEAMLMHCKHX  M3ZEAWNX, ITHKETKAX # B CONMPOBOAMTENbHON
pokymenTauun. Yacte 1. OcHoBHbie TPEGOBAHNA
Cpox roanocrn
CpoX roAHOCTH MPOBOAHMKOBOTO KATETEPa COCTABANAET 3 r'0/ia C AATHI CTEPHNH3ALUY. .
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MPOBOAHMKOBbIV KaTeTep WCMbITHIBAICA MOCNE MOABEPraHUs YCKOPEHHOMY CTapeHWH, VMUTUPYHOLLEMY 3-
NETHUIA CPOK XpaHeHWs. Bce UCMbITaHWA MPOLLN YCMELLHO 1 COOTBETCTBOBA/IN KPUTEPUSM MPUEMIEMOCTMW.

Mapknposka

Ha aTvkeTKe HAVBUAYaIbHON YNaKOBKN U3aennsa o/mkHa ObITh YKa3aHa Creflytowas MHhopmaLms:
- HaMeHOBaHWe ¥ onMcaHye NPOBOLAHMKOBOIO KaTeTepa;

- HapY>XHbIN 1 BHYTPEHHUI AnameTp;

- 3hheKTMBHAS ANNHA,;

- pasmep COBMeCTMMOrO MPOBOAHMKa,

- KONMYECTBO M3MENNIA B YNaKOBKE;

- HaVMeHOBaHWe 1 afpec NPou3BOAUTENS;

- HOMEp Mo KaTasory;

- Kog, maptuu,

- flaTa NpPou3BOACTBA 1 CPOK FOAHOCTY,

- YCNOBUA TPAHCNOPTMPOBaHUA 1 XpaHeHUs (yKasaHbl B MApKMPOBKe Ha PYCCKOM f3bIKe);
- cumBon «CTepununsalmna OKCULOM 3TUNEHAY;

- CUMBON «3arpeT Ha NMOBTOPHOE MPUMEHEHMEY;

- CUMBON «He 1CMNob30BaTh NPU MOBPEXAEHUN YAKOBKMY,

- CMBOJT «He CTepuin3oBaTh NOBTOPHO» (YKa3aH B MapKMPOBKE Ha PYCCKOM A3blKe);

- cMBON «OBpaTUTECH K MHCTPYKLUM MO NPUMEHEHUNIOY;

- CMMBO/ «OCTOPOXKHO!».

Ha aTuKeTKe rpynnoBOi YNakOBKM W TPaHCMOPTHOM KOPOOKW M3fenvs A0/MKHa ObiTh yKa3aHa crefytoLas
NHhopMaLs:

- HaVIMEHOBaHWe N3LeNns;

- HapY)XHbIA 1 BHYTPEHHWIA anameTp (TO/IbKO Ha 3TUKETKE IPpynnoBOi YNakoBKW);

- 3ptheKTMBHAA AIMHA (TOMbKO Ha 3TUKETKE rPynnoBoli YNakKoBKK);

- pa3Mep COBMECTMMOr0 NPOBOAHMKA (TONbKO Ha 3TUKETKE rpynnoBOi YNakoBKW);

- KO/INYECTBO M3LENWIA B YNaKOBKe;

- HaMMeHOBaHWe W1 afpec NPOV3BOAUTENS;

- HOMep o Kartasory;

- Ko, napTum;

- [lata NPOU3BOLCTBA U CPOK FOAHOCTHU;

- YCNOBWSi TPAHCMOPTMPOBaHMS M XpaHeHWs (YKa3aHbl B MApPKUPOBKE Ha PYCCKOM S3bIKE);

- CMMBOMbI «XPYnKoe, 06paLlaTbCsl OCTOPOXHO», «He AonyckaTb BO3AENCTBUS CONMHEYHOrO CBeTa», «He
[OMycKaTb BO3AECTBUA BNarn» (TObKO Ha 3TUKETKE TPAHCMOPTHOM KOPOOKMN);

- CMMBON «CTepunmsaums OKCUA0M 3TUNEHa,

- CUMBON «3anpeT Ha MOBTOPHOE MPUMEHEHMEY;

- CUMBON «He 1cnonb3oBaTb MNP MOBPEXAEHUN YNAaKOBKM,

- cMMBON «He cTepnn3oBaTb NOBTOPHO» (YKasaH B MapKMPOBKE Ha PYCCKOM SI3bIKE);

- cumBON «OBPaTUTECH K MHCTPYKLMM MO NMPUMEHEHUIO,

- cMBON «OCTOPOXKHO!» (TONBKO Ha 3TUKETKe rpynmoBoi YNakoBKW).

pacuueckme CUMBO/IbI CMO/b3yeMble B MAPKUPOBKE, M3eCTaB/eHb! B TaBANLIE HIKE.

M3rotoBuTeNb

(NN

LOTl Kopg napTum Homep no katanory
[Jata n3rotosneHus Vicnonb3oBath [0
CTepunusaums oKcuaoMm He cTepunnsosats
aTuneHa 0 MOBTOPHO
3anpeT Ha NOBTOpPHOE He ncnonb3osaTh npu

( D NpUMeHeHne ( § ) MOBPEXAEHNM YNaKOBKM
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O6paTnTech K MHCTPYKLMW M0 OcTopoXxHo!

1 MPUMEHEHNIO
Xpynkoe, obpatarbcs He gonyckatb BO3fencTaumA
OCTOPOXHO CO/IHEYHOrO CBeTa

XpaHUTb B CYXOM MecTe

TpaHcnopTUpOBKa, YCNOBUA XpaHeHUn

CobntogaliTe  OCTOPOXHOCTb. XpaHWTe B OPWUIMHa/IbHON YyMakoBKe. W3beravite BO3AENCTBMA MPAMbIX
COJIHEYHBIX /TyYeid UK BbICOKMX TeMmepatyp. XpaHuTb B NPOX/IaLAHOM, TEMHOM M CyXOM MECTE.

W3penus, ynakoBaHHbIe MPOV3BOAMTENEM, MOTYT TPAHCMOPTMPOBATLCA BCEMU BUAAMMU TPAHCNOPTa B KPbITbIX
TPAHCMOPTHbLIX CPEACTBAaX B COOTBETCTBUM C NpaBuIaMu NepeBo3Kn rpy3oB A1s KaXK4oro Brda TpaHCcnopTa.
TpaHcnopTupoBaTh M3genve Heobxogumo npu Temnepartype ot -10°C go +0RC ¢ guana3oHoM +2°C u
OTHOCWTENIbHON BNaXKHOCTW 0T 30% A0 75% c AranasoHoM +5%.

MpOBOAHMKOBSIA KaTeTep CneayeT XpaHWUTb NpY KOHTPOAMPYEMOI KOMHATHOM TemnepaType, oT 20 go 30°C, B
3aKpbITOM MOMELLEHUM B OPUTMHA/ILHON YNakKoBKe NPOU3BOAWTENA B TeYeHVe 0603HaYEHHOr0 CPOKa FO4HOCTY.
MpPOBOAHMKOBBIN KaTeTep LO/DKEH 3KCM/lyaTUpOBATbCA B FOCNUTANAX U MEAULMHCKUX YUPEXAEHUAX Mnpu
KOMHaTHol Temnepatype oT +15°C fo +25°C 1 0THOCUTENbHOM BRaXHOCTW 0T 30% A0 75%.

VMHCTPYKUMYK NO yTUAM3aLum

Mocne MCcrnonb30BaHWA YTUIN3UPYIATE U3eNNe U YNakoBKY B COOTBETCTBUM C HOpMaTVUBamMy WK npasuiamu
60/bHULBI, 3AMUHUCTPATUBHBLIMUA U/UIN MECTHBIX OPraHoB BNacTy.

M3aenms, MMeBLUME KOHTAKT C KPOBLHO U/WNW ApYTUMK BUONOTMYECKUMM XXUAKOCTAMW NaLMEHTOB, Mog/1exar
YTUAN3ALMN N YHUUTOXEHMIO B COOTBETCTBUM C TPEOOBaHUAMM MO 06PaLLEHNIO C MEAULMHCKMMI OTX0AaMK,
ycTaHoB/MeHHbIMM CaHlMH 2.1.3684-21 pana knacca b v gpyrMmMmM HOPMaTVMBHLIMU MPaBOBLIMWA aKTaMu
Poccuiickoin depepaupmn.

Heucnonb3oBaHHble W3Aenns, B TOM 4YWC/le C MCTEKWMM CPOKOM FOAHOCTW (He WMeBLUME KOHTakTa C
OMONOrMYECKMU XXMAKOCTSAMM MauMeHTOB), NOAIEXaT YTUIN3aL My B COOTBETCTBMN C NMOPSLKOM YTUAN3ALMM
TBepLbIX 6bITOBbIX OTXOA0B, YCTAHOB/EHHbLIM 3aKOHOAATE/IbCTBOM Poccuiickon Pefepaummn ans Knacca A ro

CaHllnH 2.1.3684-21.

Tpe6oBaHWsA K OXpaHe OKPYXalol e cpeab
MPOBOAHMKOBbIN KaTeTep He OKasblBaeT HEraTMBHOIO BO3AEMCTBIS HA OKPYKALOLLLYHO CPefy.

FapaHTNA/0OTBETCTBEHHOCTb

CpoK roiHoCTV NPOBOAHUKOBOIO KaTeTepa CoCcTaBnsaeT 3 rofa c Aatbl CTepUAn3aLmm.

W3penve 6bi10 pa3paboTaHO, W3rOTOBMIEHO, WCMbITAHO W YMakoBaHO CO BCEMW pPa3yMHbIMU Mepamu
MPeLOCTOPOXHOCTMK.

Ha faHHOe u3genve He MpefoCTaBNSETCA HUKAKMX SBHbIX WM MOApasyMeBaeMbIX rapaHTWiA, BKIOYas, 6e3
OrpaHnYeHuin, Nobble NoapasyMeBaeMble rapaHTUM TOBAPHOIO COCTOSHWUSA WAN NPUIOAHOCTU ANS KOHKPETHOW
uenn. KomnaHua Shanghai Kindly Medical Instruments Co., Ltd. H/M Npyu Kaknx 06CTOSATENbCTBAX He HeceT
OTBETCTBEHHOCTM 3a /1060 NpPAMONA, KOCBEHHbIW, ClyyaliHbliA  yuwiepb B pe3ynbTaTte MOBTOPHOrO
UCMOMb30BaHWA W3JeNNSA, OMNUCAHHOrO B HACTOALIEM [OKYMEHTe, 3a WCK/IOYEHUEM C/ly4aeB, MNpsMO
NpeayCMOTPEHHBIX CheLuaIiM3MpoBaHHbIM  3aKOHOAATeNbCTBOM. HW OfHO L0 He vMee3' MOTHOMOYMIA
cBssbiBaTb KomnaHumio Shanghai Kindly Medical Instruments Co., Ltd. ¢ KakuMu-nM60 3asBNEHUAMW WK
rapaHTMAMKU, KPOME CneLuasibHO OrOBOPEHHbIX B HACTOSLLEM [OKYMEHTE.

B cnyyae BO3HMKHOBEHMSI BOMPOCOB WM 3aTPYAHEHWI, CBA3aHHLIX C HAWMMK W3LeNUAMU, MOXaNyhCTa,
obpallainTecb K MECTHOMY AUCTPMOLIOTOPY 1M HenocpeAcTBeHHO B Shanghai Kindly Medical Instruments Co.,
Ltd. Hanpsimyto B 06bI4YHOE paboyee Bpems.
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lMepeBof flaHHOrO TeKkcTac KWTaNCcKoro n aHrnnincKoro s3blKoB Ha pyCCKVIVI A3blK BbIMOMHEH MHOIA,
nepesogymkom MNMasneHko Bnagucnasom CTaHUCNaBOBUYEM,

NoAMNUCh

Poccuiickas ®egepauns

Nopoa Mocksa

lMepBoro nions ABe ThiCcAYM ABajLATb YeTBepTOro roga

A, KeuTko degop AnekcaHaposuy, HoTapuyc ropoga Mocksbl, CBUAETENLCTBY NOANMHHOCTb MOANUCH
nepesofuuka MNasneHko Bnagncnasa CTaHncnasosmnya.

Moanuch caenaHa B MOeM NPUCYTCTBUK.

JInyHoCTb NoAnvcaBLIEro JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo BpeecTpe: M 62/137-1/77-2024- N
YnnayeHo 3a COBepLUEHMe HOTapuansHoro geiicTeua: 400py6. 00 Kon.

NoAMNuCh

®.A. KBUTKO

Fep6oBasd neyaThb
HoTapuyca r,Mocksbl
KBuTkKOo ® /1 1)

Bcero npowHyposaHo,
MPOHYMEPOBaHO
1 cKkpenneHo nevyaTbio 23 nucT(a)(oB)

HoTapuyc

noanmch

Poccuiickas ®egepayuns
[opog MockBa
MepBoro niona fse ThicA4K BajLaTb YeTBEPTOro roja
nTKo Pefop AnekcaHaposuy, HoTapuyc ropoga Mocksbl,
bCTBYIO BEPHOCTb KOMWK C NPeACTaB/IEHHOIN0 MHe JOKYMEHTa,
BaHO B peecTpe: Ne 62/137-H/77-2024- L, I*
COBepLUEHNEe HOTapnanbHOro AeicTBuns: py6. 00

®.A. KBnTKO

MO NpOWMTO, MPOHYMEPOBAHO, CKPEMNeHOo
neyatbto 23 nuctea) (0B)

HoTapuyc
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