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jhanghai Kindly Medical Instruments Co., Ltd
N0.925, Jinyuan yi Road, 201803, Shanghai, RR.C.
Tel: +86-(0)21-59140056 Fax: +86-(0)21-69000013

Declaration

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

1 the attached content is the cover page of the instruction for use> used for
medical device “Angiogranhv Catheter”.

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

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

Shanghai truments Co., Ltd.

Marketing Mana|

Wei Hailou
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hnnKhtii Kindly McdicM Instraments Cu«r, Ltd
40.925, Jioyuan yi Koad, 20Ul 3. Shanghai, P.R.C.
Icl:+8640)21-59140056 Pax: +8640)21-69000013

Instruction for use

Angiography Catheter

Approved By

Name Title Signature
Xulianhai QC Manager
Manufacturer;
Shanghai Kindly .Ltd.
N0.925 Jinyuan 03, China

Tel: 86-21-591400:
Fax; 86-21-6900001

Authorized Representative on the territory of the Russian Federation;

SP-CARDIOLd.

107076, Russia, Moscow,

Matrossbya 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
Angiographic catheter.

Product Description

Angiography Catheter is composed of tube hub, protect sheath, catheter and tip tube. The device
is designed with improved shaft strength for better pushability and torque. Nylon Pebax
material gives the improved kink resistance. Its flat-wire braid design offers greater stability

and increased torque. A large inner lumen enables increased flow rates. The winged
| polycarbonate hub offers enhanced handling and control. The radiopaque tip allows shaft
visualization under fluoroscopy and ensures accurate placement.
Angiography Catheter is a short-term contact with patients, single use device.
Angiography catheter is provided sterile. The device is sterilized with ethylene oxide (EO).
Product Types
The device size matrix is shown in the Table 1.
Table 1.
Nominal (outer) Tip Inner diameter Effective Weight, Tip
diameter ( (= 5%) length (= not length
%) - 10%) more (£ 5%)
4F (1.35 mm), JL3.5 1.07 mm, 100 cm 5.9g 35 mm
5F (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
7F (2.30 mm) 1.62 mm
4F (1.35 mm), JL4.0 1.07 mm, 100 cm 5.9¢ 40 mm
5F (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
7F (2.30 mm) 1.62 mm
4F (1.35 mm), JL4.5 1.07 mm, 100 cm 5.9¢ 45 mm
l 5F (1.67 mm), 1.17 mm,
| 6F (2.00 mm), 1.37 mm,
} 7F (2.30 mm) 1.62 mm
4F (1.35 mm), JLS.0 1.07 mm, 100 cm 5.9g 50 mm
5F (1:67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
7F (2.30 mm) 1.62 mm
4F (1.35 mm), JL6.0 1.07 mm, 100 cm 5.9¢ 60 mm
5F (1.67 mm), 1.17 mm,
6F (2.00 mm), L. 1.37 mm,
7F (2.30 mm) 1.62mm -
4F (1.35 mm), JR3.5 1.07 mm, 100 cm 5.9g 35 mm
SF (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
7F (2.30 mm) 1.62 mm
4F (1.35 mm), JR4.0 1.07 mm, 100 cm 5.9¢ 40 mm
SF (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
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7F (2.30 mm)
4F (1.35 mm),
5F (1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),
5F(1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),
5F (1.67 mm),

6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),

5F (1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),
5F (1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),
5F(1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),

5F (1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),
5F(1.67 mm),

6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm),

5F (1.67 mm),
6F (2.00 mm),
7F (2.30 mm)
4F (1.35 mm)

5F(1.67 mm)

6F (2.00 mm)

JR5.0

JR6.0

ALl

AL2

AL3

ARI

AR?2

AR3

TIG

PIG, 6 SIDE
HOLES
PIG, 6 SIDE
HOLES
PIG, 5 SIDE
HOLES
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1.62 mm

1.07 mm,
1.17 mm,

1.37 mm,
1.62 mm
1.07 mm,

1.17 mm,
1.37 mm,
1.62 mm
1.07 mm,
1.17 mm,

1.37 mm,
1.62 mm
1.07 mm,

1.17 mm,
1.37 mm,
1.62 mm
1.07 mm,
1.17 mm,

1.37 mm,
1.62 mm
1.07 mm,

1.17 mm,

1.37 mm,
1.62 mm
1.07 mm,

1.17 mm,
1.37 mm,
1.62 mm
1.07 mm,
1.17 mm,
1.37 mm,
1.62 mm
1.07 mm,
1.17 mm,
1.37 mm,
1.62 mm

1.07 mm

1.17 mm

1.37 mm

100 cm

100 cm

100 cm

100 cm

100 cm

100 cm

100 cm

100 cm

100 cm

60, 80, 110
cm
80, 110 cm

80, 110 cm

5.99

5.99

5.99

5.99

5.99

5.99

5.99

5.99

5.99

5.99

5.99

5.99

45 mm

50 mm

40 mm

50 mm

50 mm

25 mm

30 mm

40 mm

40 mm

16 mm

16 mm

16 mm



5F (1.67 mm), PIG, 145° 1.17 mm, 110 cm 5.99 55 mm

6F (2.00 mm) ANGLED 1.37 mm
5F(1.67 mm), PIG, 155° 1.17 mm, 110 cm 5.99 55 mm
6F (2.00 mm) ANGLED 1.37 mm
5F (1.67 mm) PIG, 20 MARK 1.17 mm 100 cm 5.99 16 mm
BAND, 10 SIDE
HOLES

Drawing and tips of the catheter are provided on the picture 1
Picture 1

2. Protect sheath,

3. Shaft,
4. Soft part shaft,
5. Soft tip
135 R3S
MO
na.o
JU.o
.2
iL4.S
C.
JU.O
iIs.0

AR1
.0 C G

AR2
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a AR3

PIG

Q1.

Size of the side holes for all size of catheters is 0.8 mm + 5%.
Distance between the side holes for all size of catheters is 2.5 mm + 5%.

Distance to the first hole from the distal tip of the catheter tube for all size of catheters is 3.5
mm + 5%.
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Breaking force for the 4F, 5F angiographic catheter should be not less than 10 N. Breaking
force for the 6F, 7F angiographic catheter should be not less than 15 N.

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 of the effective length of the 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 catheter has no lubrication.

Flow speed for each nominal diameter of catheter is presented in the table below.

Table 2.
Nominal diameter Flow (ML/s) Pressure
4F 20 6895 kPadOOO psi)
5F 25 7240 kPa (1050 psi)
6F 35 7240 kPa (1050 psi)
7F 45 7240 kPa (1050 psi)
The maximum allowable pressure of the flowing fluid for catheters of all diameters is 8274 kPa

(1200 psi).
The hub should have conical fitting with a 6% (Luer) taper.
The hub contains a marking indicating the nominal diameter of the catheter.

Raw materials
The raw materials specification of the Angiographic catheter is provided in the Table 3.

Table 3.
Component Material Grade Manufacturer
Hub Polycarbonate IR2200 Formosa ldemitsu Petrochemical
Codoration
Protect Thermoplastic ESTANE 58277 The Lubrizol Codoration
sheath polyurethane NAT 021
Tube Pebax 7233 SAOI MED Arkema Inc.
Stainless steel 304V Cadenler Technology Codh
BaS04 Sachtleben Chemie GmbH
Tip Pebax 3533 SAOI MED Arkema Inc.
BaS04 - Sachtleben Chemie GmbH
Colorant Ultramarine Blue Pigment blue 29 : Holliday Pigments Ltd
Pigment 77007
White Pigment 8498 SHANGHAI XIA YING
PLASTICS CO., LTD.
Green pigment CAS No 1328-53-6 Clariant GmbH
Type and duration of contact of the product with the human body: short-term contact with
circulating blood. A
Contents

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

Indications

Angiographic catheters are designed to be used for delivering radiopaque media to selected
sites in the vascular system in conjunction with routine diagnostic procedures.
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Intended patient population and medical condition to be treated and patient selection
criteria

Angiographic catheters are indented to use in patients who need angiographic, angioplasty and
stenting procedures.

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

Devices to be used in combination

The Angiographic 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 Angiographic 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.

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

Warnings

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

2. Hold the guidewire anytime. According to the centimeter mark, adjust the insertion
depth. If widen the skin cut at the puncture position, please make sure the scalpel edge
to be against the guidewire.

3. 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.

4. Do notuse if package is opened or damaged.

5. Use Angiographic catheters prior to the expiration date specified on the package.

Precaution

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

2. “Prohibit reuse because the product is only for single use.

3. Please do not change the product’s structure.

4. The use ofthe device must be performed by professionally trained physicians.

5. High quality guidewire is required to match the specifications of the Angiography
Catheter.

6. 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
Angiographic Catheters should be used by physicians familiar with percutaneous catheter
introduction. Complications which may be associated with the use of angiographic catheters
include, but are not limited to, the following:

e Thrombus formation/emboli

e Airembolism

 Hematoma at the puncture site

e Arterial wall damage
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« Plaque dislodgement
e Myocardial infarction
e Cardiac arrhythmias
* Infection

* Perforation of the vessel wall

¢ Allergic reaction to contrast media

* Vascular occlusion
e Vascular spasm
e Stroke and death

Instructions for use

1. A coated guide wire is recommended for use with Angiographic Catheters.

2. Introduce the catheter into the blood vessel using vascular entry techniqueof choice.

3. PIGTAIL catheters. Pigtail catheters are fitted with a straightener. Itissplit for easy
removal after the catheter tip is on the guide wire.

tab.

Slide straightener forward until pigtail is straight.
Place catheter tip on guide wire and remove straightener by pulling on the straightener

4. Inject contract as operation requirement to identify the vessel and pull back after use.

Statements

The Angiography Catheter and packaging do not contain materials derived from animal or

human tissue.

The Angiography Catheter and packaging do not contain medicinal products.
The Angiography Catheter and packaging do not contain blood derivatives.

Applicable Standards and compliance with Essential Requirements

No. Standard number
1 Directive 93/42/EEC
2 ENISO 13485:2016

3 ISO 10555-1:2013

4 ISO 10993-1:2018

5 ISO 10993-4:2017

6 ISO 10993-5:2009

7 ENISO 10993-7:2008

8 ISO 10993-10:2010

10 ENISO 11607-1:2009

1 ISO 11607-2:2019

12 |SO 14155:2011
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Standard name
Medical Devices Directive
Medical Devices - Quality Management Systems -
Requirements for regulatory pudoses
Intravascular catheter - Sterile, single-use catheters - Part 1
General requirements
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
irritation and skin sensitization
Packaging for terminally sterilized medical devices. Part -
1; 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
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

requiremcntg

Shelf life

Shelf life of the Angiographic catheter is 3 years from the date of sterilization.

The Angiographic catheter was evaluated after being subject to accelerated aging simulating 3
years shelf life. All test successfully met acceptance criteria.

Labelling

Individual package label should contain the following information:
- name and description of the device;

- outer and inner diameter;

- effective length;

- compatible guidewire size;

- maximum allowable pressure of the flowing fluid;

- quantity of pieces in package;

! - name and address of the manufacturer;

! - catalogue number;

- serial number; ST

~ manufacturing date and expiration date;

- 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;

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

- effective length (only group package label);

- compatible guidewire size (only group package label);

- maximum allowable pressure of the flowing fluid (only group package label);

- name and address of the manufacturer;

- 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).

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



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

Legal manufacturer

LOT Catalogue number
LOT REF
Manufacturing date Use by
Ay\nl
Sterilized with Ethylene Do not resterilize
oxide gas
Do not reuse Do not use if package is
damaged
Consult instructions for use Caution! Refer to the
instructions for use
f Fragile, handle carefully Keep away from sunlight

Keep dry

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 Angiographic 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 Angiographic 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 Angiographic catheter does not adversely impact the environment.
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Warranty/Liability

The warranty shelf life of the Angiographic 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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CEPTUDOUKAT

* norotun*
CCPIT
(Kuraiicknii KOMHTET COAefiCTBHE pa3BUTHIO MEKIYHapOAHOH TOProBiH)

Kuralicknif kOMUTET CONCHCTBHS pPa3sBHTHIO MeXIYHapomaHo# Toprosnm — 3ro Toproso-
npoMennnenHas nanata Kuras
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01840429
Kuraiicxknil xkoMHTeT cofeitcTBHS PRIBHTHIO MEAKAYHAPOAHON TOProBIR
Toproso-npompimaennas nasata Kuran

CEPTHOHUKAT
/QR-xon/
Ne 243100B0/004108

HACTOAIIMM YAOCTOBEPJEM, UTO: neuars xomnamuu Shanghai Kindly Medical
Instruments Co., Ltd. sa npunaraemoit JIEKJIAPAITUH spnseTca MOATHHHOMN.

Ieuats: /Kumaticxuii xomumem codeiicmeus

- pazsumuio mexcoynapoonoii mopzosnu/
" Knralickuii koMHTET conelicTBra

PasBHTHIO MEXXXYHaPOAHOH TOProBIIH

TNoanucs ynomiomMo4eHroro auua: /nodnuce!/ Uxoy INMundats
(Mlara: 22 maz 2024 r.)

Calit ana npoBepkH ceprrduxaTta hitp://www.rzcepit.com/validate html
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Shanghai Kindly Medical Instruments Co., Ltd *norotun*
No. 925, Jinyuan yi Road, 201803, LUaaxait, Karaii
Tenedon: +86-(0)21-59140056; Pakc: +86-(0)21-69000013

Jdexnapanuns

M=, xomnanus Shanghai Kindly Medical Instruments Co., Ltd., sBnsacs npouspoaurenem
MeauIHMHCKOro H3fienus: Kareyep agrporpadraeckuii, HacTOAIIMM 3aABISEM CEAYIOWIEE:

1. TlpunoxeHHKI# MaTepHan npeiacTaBasieT cobolf THTYNBHYIO CTPAHHLY NOKYMEHTA

«URCTpyKumA 0 NPAMEHEHHIO», KOTOPhI# OTHOCHTCH K MCAMIMHCKOMY H3nemmio «Karerep
AHTHAO) MYSCKHHA».

2. [TpunoxeHusI MaTepyan HCIIONB3YETCH TOJIBKO JUIA PEMHCTPAlMH MEIHIHHCKONO H3ASIHA
B Poccaiickolt Deacpaunu, n eMy Tpefyercd HOTADHAILHOE 3aBEpPEHHE B COOTBETCTBHH ¢
opuIBANEHEIMA HOPMATHBHHIMA TpeGOBaHIIMH, AelicTBYI0mAMHE B Poccriickoit Qeaepauuy.
Shanghai Kindly Medical Instruments Co., Litd.

MapKkeTHHIOBLI MEHEDKED ‘
Wei Hailou *neyars®

*moanuce*
*neqats*

*neqyats*
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Shanghai Kindly Medical Instruments Co., Ltd *norotun*
No. 925, Jinyuan yi Road, 201803, 11lauxaii, Knrait
Tenedorn: +86-(0)21-59140056; Qaxc: +86-(0)21-69000013

HHcTpyKuHS NO NPUMEHEHHIO

Karertep anrnorpapuaecknii

*nevars*
Yreepann © -
OHO Jo/xHOCTS IMoamucey JaTa
Cio I3anbxait Menemxep OKK *mognach* 2024-05
pow3soaurenn:
Shanghai Kindly Medical Instruments Co., Ltd.
No. 925, Jinyuan Yi Road, 201803, Shanghai, China *neqars*

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

YunonnoMoueHHLI npeAcTaBHTENb Ha TeppHTOPHA Poccuiickolt Peaepanun:

000 "CII-KAPTHO"

107076, Poccus, Mocksa,

yn. Marpocckas Tammna, . 23, ctp. 1 *nevars*
Ten: +7(903) 616-15-71

e-mail: sp_cardio@rambler.ru

) 2024, Pepaxiua 03
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HanMenoBanxe MEAHNHHCKOr0 N3REAHS
Karerep anruorpaduyeckuti.

Ouncanne H3genns

Karerep anrvorpaduyeckui npeacrasnser coGoil TpyOKy, KOHUHK, COSAUHHTENBHYIO BTYJIKY H 3allMTHYIO
obonouxy. Hanenue paspaboraHo ¢ yTyqIlIeHHOH NPOYHOCTHIO TPYOKH ANA AyMWEro NPOTAIKMBAHKA W
KpyTAllero MoMeHTa. Marepuan Pebax obGecneunpaer nopsluieHHyl0 ycToHuMBOCTL k neperuGam. Ero
KOHCTPYKIMA ¢ TUIOCKOH npoBosnoyHol onnerkoii obecneunsaer Gonbinyio CTabUNLHOCTS H YBEIHYCHHBIN
KpyTaimi MoMeHT. bonbitioil BHyTpeHHuil npoceer obecneyHBaeT NOBLILICHHYIO CKOPOCTS NoToka. Brysika
u3 nonuMxapGoHaTA ¢ KPBUILIUKAMHA ofecneuMBaeT YMYULICHHYIO YNPaBAAEMOCT M  KOHTPOMb.
POHTTCHOKOHTPACTHHH KOHYHK MNOSBOJIACT BH3YAIM3HPOBATL KATETED NPH PEHTTCHOCKONHM H
obecnetMBacT TOYHOS NO3HLHOHHPOBAHHE.

Anrnorpajuuecknii  xaTerep SBIACTCA  M3OCJIHEM  OJHOKPATHOIO  NPUMCHCHWA, WMCIOLIAM
KPATKOBPEMEHHBIH KOHTAKT ¢ NALHEHTOM.

AnruorpadpuueckHii xaTeTep NoCTaBNgETCA CTEPWIHHLIM. Haaenue crepuimioBano okcuaoM atuneHa (20).

Texuuveckne XapakTepRCTHKH KINCARA
MarpHua pa3mepos H3Aenua npeacTasneHa B Tabnnue 1.

Tabnuua 1.

HomuHanbHe1 DopmMa KOHUHKA BHyTpeHHuit O¢dextunna | Macca, Hnuna

(napyxcbiit) apamerp (£ 5%) K ANMHA He KOHYHKA

auamerp (£ 5%) | - (= 10%) Gonee (£ 10%)

4F (1.35 mm), JL3.5 1.07 mm, 100 cM 59r 35 MM
5F (1.67 Mm), 1.17 mm,

6F (2.00 Mm), 1.37 M,

7F (2.30 mm) 1.62 MM

4F (1.35 mm), JLA.0 1.07 MM, 100 cM 59r 40 MM
SF (1.67 mm), . 1.17 MM,

6F (2.00 mM), 1.37 MM,

7F (2.30 Mm) 1.62 MM

4F (1.35 mm), JLA.S 1.07 MM, 100 cM 59r 45 MM
5F (1.67 mm), 1.17 mm, .

6F (2.00 Mm), 1.37 mm,

7F (2.30 Mm) 1.62 MM

4F (1.35 mm), JL5.0 1.07 mm, 100 cm 59r 50 MM
SF (1.67 mm), 1.17 My,

6F (2.00 Mm), 1.37 mm,

7F (2.30 Mm) 1,62 MM

4F (1.35 mm), JL6.0 1.07 mm, 100 cm 59r 60 MM
5F (1.67 mm), 1.17 mm,

6F (2.00 mm), 1.37 mm,

7F (2.30 mMm) 1.62 MM

4F (1.35 mm), JR3.5 107 mm, 100 cm 59r 35 mm
SF (1.67 mm), 1.17 mm,

6F (2.00 mm), 1.37 mm,

7F (2.30 mmM) 1.62 MM

4F (1.35 mm), JR4.0 -~ 1.07 MM, 100 cm 59r 40 MM
SF (1.67 mm), 1.17mm, - ~

6F (2.00 mm), 1.37 MM,

7F (2.30 mm) 1.62 MM

4F (1.35 mm), JRS.0 1.07 mm, 100 cM 59r 45 MM
SF (1.67 mm), 1.17 MM,

6F (2.00 M), 1.37 MM,

7F (2.30 Mmm) 1.62 MM

4F (1.35 mm), JR6.0 1.07 MM, 100 eM 59r 50 MM
SF (1.67 mn), 1.17 MM,

6F (2.00 mm), 1.37 Mm,

7F (2.30 MM) . 1.62 MM
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4F (1.35 mm), ALl 1.07 mm, 100 cm 59r 40 MM
5F (1.67 vm), 1.17 MM,
6F (2.00 mn), 1.37 M,
7F (2.30 mm) 1.62 MM
4F (1.35 mm), AL2 1.07 M, 100 cM 59r S0 MM
SF (1.67 mn), 1.17 MM,
6F (2.00 mM), 1.37 mm,
7F (2.30 mm) 1.62 MM
4F (1.35 mm), AL3 1.07 nm, 100 cm 59r 50 MM
SF (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 MM,
7F (2.30 Mm) 1.62 MM
4F (1.35 mm), ARI1 1.07 Mm, 100 cm 59r 25 MM
SF (1.67 mm), 1.17 mm,
6F (2.00 mm), 1.37 mm,
7F (2.30 Mm) }.62 MM
4F (1.35 mm), AR2 1.07 mm, 100 e 59r 30 MM
5F (1.67 mm), 1.17 mm,
6F (2.00 Mm), 1.37 mn,
7F (2.30 Mm) 1.62 MM
4F (1.35 mm), AR3 1.07 MM, 100 cm 59r 40 MM
SF (1.67 mm), - 1.17 MM,
6F (2.00 mm), 1.37 Mm,
7F (2.30 Mmm) 1.62 MM
4F (1.35 mm), TIG 1.07 Mm, 100 oM 59r 40 Mm
SF (1.67 mm), 1.17 MM,
6F (2.00 mm), 1.37 mom,
7F (2.30 Mm) - 1.62 MM
4F (1.35 mm) PIG, 6 BOKOBBIX 1.07 MM 60, 80,110 59r 16 MM
OTBEPCTHUH M
SF (1.67 mm) PIG, 6 BOKOBbLIX 1.17 MM 80,110 cm 59r 16 MM
OTBEPCTUH
6F (2.00 mm) PIG, 5§ BOKOBBIX 1.37 MM 80,110 cm 59r 16 MM
OTBEPCTHUAN
SF (1.67 mn), PIG, 145° 1.17 M, 110cM 59r S5 MM
6F (2.00 mm) M30THY THIA 1.37 MM
5F (1.67 mm), PIG, 155° 1.17 Mm, 110 cM 59r 55 MM
6F (2.00 mm) H30I'HYTBIN 1.37 MM
SF (1.67 mm) PIG, 20 1.17 MM 100 cm 59r 16 MM
. PEHTTCHOKOHTPACTH
BIX MapKepos, 10
BOKOBBIX
OTBEPCTUH

Cxemaruaeckoe u3oOpaxeHve i popMa KOHYHKA KATeTepa yKa3aHb! Ha pHCYHKeE 1.

Pucynox 1.

-

1.Brynka, 2.3amurHas obonosuka, 3. Tpybka xarerepa, 4.Markas uacts TpyGkn, 5. Markni xoHuux

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




s

|

ALY

Juo

s

ARV

&4
—
—

R0

PP
HHTIT(\

a___°;

Pasmep GoxoBbIX OTBEpCTHIE ANK KATETEPOB BCeX pasmepos cocTarnser 0,8 mm x 5%,

Paccrosnue mexay GOKOBLIMM OTBEPCTHAMH JUIA KATETEPOR BCEX Pa3IMEPOB cocTasiseT 2,5 MM + 5%,
PaccTosHne A0 MEPBOro OTBEPCTHA OT AHCTANLHOIO KOHYWKA TPYOKH KaTeTepa IR BCEX PasMEpoB
KareTepos cocTarnser 3,5 MM % 5%.

Pasprisnoe ycmnue mna anrmorpaduueckoro karerepa 4F, 5F momkHo cocrasnare He meHee 10 H.
PaspuisHoe ycunue ang aHrHorpaduseckoro karerepa 6F, 7F aomkHo cocrannars He Mexee 15 H.

OcMOTp KaTeTepa NpH HOPMAILHOM HAM CKOPPEKTHPOBAHHOM 1O HOPMEl 3PCHUH ¢ HMCMONBL3OBAHHEM
MUHHMAILHOTO yBENUYCHUA B 2,5 pasa 10/UKEH NOKA3ATH, YTO BHEIUHAA MOBEPXHOCTL HheKTHBHOM ATHHEI
KaTeTepa He MMEET NOCTOPOHHNX BIUIIONEHHI.

Brenaa nosepXxHocTh PPEKTHBHON THHE KATETEpa, BRNIOYAS JMCTANBHEIN KOHEL, HE JO0/DKHA HMETDH
aeexros  00paborku W AedeKTOB NOBEPXHOCTH, KOTOPHE MOIHM O NOBPEAMTL COCYHB BO BpeMs

HCTIONL30OBAHUS KaTeTepa,
Karetep He UMeeT CMa3KH.
CxopocTb NOTOKA A KAKAOTO HOMWHANHHOTC AKAMETPA KaTeTepa NPeACTaBNeHa B Tabnuue Hike.
Tabnuua 2.
HomuHansHbli AMaMeTp Cxopocts notoka {(Ma/c) JaBneHue
4F 20 6895 xIla (1000 psi)
5F - 25 _ 7240 «I1a (1050 psi)
6F 35 7240 xI1a (1050 psi)
7F 45 7240 xI1a (1050 psi)
MaxkcHManbHOe AOMYCTHMOE AaBJICHNE MPOTEKAEMONH JKHIKOCTH VI KATETEPOB BCEX ARAMETPOB COCTABIACT
8274 xITa (1200 psi).

Brynka jio/xHa ¥MeTh KOHYCOo0GpasHbili YUTHHT ¢ koHycHOCTBIO 6% (no Jlioapy).
Ha sTynke uMeerca MapKHMPOBKA, YKA3bIBAIOLLAK pa3Mep Karerepa.
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Marepnanwl, chipse
Cneundrxansus MaTepHAIOB H3TOTORIIEHHA KATETEPa aHIrHOrpadUIECKoro npueecHa B Tabnuue 3.

Tabanua 3
KomnoneHt | Marepuan Mapka ITponssoaurens
Btynxa IMonuxapGoxar IR2200 Formosa Idemitsu
Petrochemical Corporation
Saummias | TepmoruiacTuunsit ESTANE 58277 NAT 021 The Lubrizol Corporation
obonouka NOJIHYPETaH
Tpy6xa TeGake 7233 SA 01 MED Arkema Inc.
karerepa | Hepxaseiowas cranh 304V Carpenter Technology Corp |
BaSOs — Sachtleben Chemie GmbH
Konvmk IeGake 3533 SA 01 MED Arkema Inc.
BaSO4 e Sachtleben Chemie GmbH
Kpacurenp | Cunuill NHIMEHT TMurment cinuil 29 : 77007 | Holliday Pigments Ltd
Benuiif nurmMenT 8498 SHANGHAI XIA YING
PLASTICS CO., LTD.
3enennift nHrMeHT CAS No 1328-53-6 Clariant GmbH
BHA ¥ NpOACDKMTENLHOCTS KOHTAKTA M3LE/MA C OPraHH3MOM HENOBEKA: KPATKOBPEMEHHLIH KOHTaKT ¢
LMPKYAUPYIOLICH KpPOBBIO,
KoMnexkT NOCTABKH

1. Karerep anrnorpaduaeckuit — 1 wr.,
2. MHcTpyRums no npAMeHeHuIo — | wr.

Haszunavyenue
Karerepbl aHrHorpaduueckye NpeaHasHaYeHb! ANA AOCTABKM KOHTPACTHBIX H JICKAPCTBEHHEIX BEILECTB K
LENCBOMY YUACTKY COCYAMCTON CHCTEMBI IPH NMPOBEACHNH AHTHOrpadHUeCcKHX npoueayp.

IpeanonaraeMas NODY/ASHHEA NALHEHTOB H NOKAAHHA K NPHMEHCHNIO, 8 TAKKe KpETepA" orlopa
IANHCBETOB :

Karereps: anrnorpaduuecksie NnokasaHkl K NPHMEHEHWIO Y MAUKEHTOB, HYKJAIOUWXCA B NpPOUERYpax
aHrnorpadgny, aHTHOIVTACTHKM H CTEHTHPOBAHHA.

Toneko spaun, MpolmegIHe COOTBETCTBYIOWIYIO MOATOTOBKY H 3HAKOMBIE ¢ MPHHLIHIIAMH, KIHHHYECKWM
NPUMEHEHHEM, OCIOKHEHMAMH, NOGOUHBIMU ABJEHHAMH H ONACHOCTAMY, OOBIMHO CBA3AHHBIMH ¢
MCTIONB30BAHHEM KATETEPOB UIA aHTHOTPa(HH, ZOMKHE! HCTIONE30BATE ITO HIAEITHE.

H3zeans, ACHOALIyeMbie B KOMORRAURK

AHTHOTpadHueCKHNM KATETEpP MOMKET MCMONL3OBATBCH B COUETAHMM C  ycTpolicTRams, OOLIYHO
KCMONL3YEMBIMK NIPH MHTEPBEHLUMOHHBIX MpPOLeAypax, MO YCMOTPEHHIO MCAHLHHCKOrO CTIELMANIHCTa, B
3ABMCHMOCTH OT KITMHHYECKOH CHTYAUWH W BEINOMHACMOTO BMEWATEILCTEA.

IIporrBonoxazanus
TpoTHBONOKA3AHNS K IIPUMEHEHUIO M3AENHA HE H3BECTHEL.

Ilpenocrepexenns -

1. JlanHoe w3nenWe HAO/DKHH MCMONB30BATH TOJNBKO ~ BPa4H, Mpolueawne COOTBETCTBYIOLLYIO

MOATOTOBKY M 3HAKOMBIE C TNPUHIMNAMH, KIHHHYECKHM NPHUMECHCHHUEM, OCNOKHEHHAMY,
noGowHBIMH 3PHEKTAMH M PUCKAMH, OGLIYHO CBA3AHHBIMHU C AHTHOrPAGHIECKHME KATCTEPaMH.

2. JlepxuTe NpoBOAHKK BCE BPeMA. B COOTBETCTBHH C CRHTHMETPOBOM IPAYHPOBKOH OTPETyY THPOBATL
rny6uny esesenus. TIpu paciiupeHHH pa3pe3a KOXW B MecTe npokona yGeawrech, 4To Kpaii
CKANtbIES NPUKAT K MPOBOAHUKY.

3. Hsgenue npeaHasHAYEHO TOMBKO ANA ORHOKPATHOIO Henonn3osaHug. He ucnonsayitre nosTopHO U
He noasepralfire nosTopHoli crepuamsauMM AaxHoe H3Aenue. IlosTOpHOE HCMOAL3OBaHuE,
NoRTOpHag 06paboTka MK NOBTOPHAR CTEPHAMIAUHA MOTYT HApYLUINTL CTPYKTYPHYIO HEJIOCTHOCTS
YCTPOHCTBE WM COAIATh PUCK €r0 3arpA3HEHNS, YTO MOXXST NPHBECTH K TpasMe, Sonesnu wiw
CMepTH nauHenTa. OYHCTKA, AS3HH(EKIMS ¥ NOBTOPHAN CTEPHITH3ALMA MOTYT HADYHIMTh OCHOBHbI®
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XApAKTEPHCTHKH MATEPHAIA W KOHCTPYKIIMHA YCTPOKCTBA, YTO MOXET APUBECTH K €10 HOJOMKE.

He Henonap3syiire, ecnu ynakoBka BCKpLITa WiH ROBpeXAeHa.

Henonpaylite karerep anrvorpapuuecknfi f0 HMCTEMeHHWS CPOKa IOJHOCTH, YKA3aHHONO Ha
YTIAKOBKE.

bl o

Mepu NPenOCTOPORHOCTH
. 3anpeuleHO MCMONL30BATH, €CNH HHAWBWAYANbHAA YMAKOBKA MOBPEKACHA WM CPOK TOAHMOCTH
H3ACAHA HCTEK.
2. 3anpeilicHO NOBTOPHOE MCNONBIOBAHME, TaK KAK MINGIHE NPeAHasHAYEHO TONBKO ANf
ORHOKPETHOTO MPHUMEHEHHUR.
3anpemaeTcs M3MEHATb KOHCTPYKItHIO HIAENHA.
Hanenne NODKHB HCNOAB3OBATL TONLKO NPOgeCCHOHANBLHO NOANOTORACHHbIC BPayH.
Jdns COOTBETCTBHA TEXHWHCCKWM XAPAKTCPHCTHKAM KaTeTepa aHrvorpaguueckoro Tpedyercd
BbICOKOKa4Y€CTBEHHBI! NPOBOAHHK.
6. Ilocne HCNMONBLIOBAHNA HAHHOC W3AC/IAE MOXKET NPEACTABNSTL NOTCHUMANbHYI0 GHONOrHYecKyio
ONACHOCTb. YTHAHIHPYHTE €r0 B COOTBCICTBMW € NPHUHATOH MEAHWUMHCKOH npakTuko# u
NpHMEHUMbIMU

bl ol

HoTeanganhikiec HexeNaTeNbubie SBNCHHST

Karerep anrvorpajuueckuit A0/DKeH HCNIONb30BATECA BpauaMH, OGMANAIOLHMHA HABBIKAMH YPECKOXKHONO
BBEACHUA Karerepa. OCNOXKHEHHA, KOTOpbie MOryT ObiTh CBA3aHBLI C MCMOML3OBAHMEM Karerepa s
8HrHOrpacgum, BKAIOYAIOT, HO HE OTPAHHYHBAIOLCA CIICAYIOLIMMY:

- O6pasosanne TpomGop/amMbonu3auma

- Bosgymuaa smboma

- I'emaToma B MECTE ITYyHKLMUH

- IloBpexaeHue cTeHKH apTepHl

- CMeneHme Gnamxu

- Hndapxr muoxapzaa

- Hapymesine cepaeqHoro purMa

- incperagus

- [epdopaunus crerku cocyna

- AJIEpruMeckas peaKuMa Ha KOHNTPACTHOS BEUIECTBO

- OxKmo3ug cocyna

- Cocymucruii cnasm

- HucymT M cMepTs

HBcTpyxkuss no npamMeHeHHI0

I. Jlna ©CnONB3OBAHMA ¢ AHrHOrPaGHYECKHMMH KATETEpaMH PEKOMEHIYeTCS HCMONb30BaTh

NPOBOAHUKH C NOKPLITHEM.
2. BseauTe KaTeTep B KPOBEHOCHBIH COCYA, HCTIONB3YA BHIOPAHHYIO TEXHUKY BBEIEHHS B COCYLbI.
3. Kdrerepm Tuna Pigtail. Karerep Tvina Pigtail chaGxer sbinpamurenem. OH npeaHasHaueH ans
obneryeHus HIBNCHEHUA MOCAE TOTO, KAK HAKOHEUHHK KATETEPA OKKETCA HA IMPOBOXHHKE.
IMpozeuraiiTe BHNpAMHTEIL BNepea A0 TeX NP, NOKa Karerep THNa Pigtail He cTaneT npaMbiM.

- TlomecTHTe KOHMMK KaTeTepa Ha NMPOBOAHHK W H3BJEKHTE BHIIPAMWTEIb, TOTAHYE 38 A3BIMOK
BHIMPAMHUTEA.
BBeaHTe KOHTPACTHOE BELUECTBO B COOTBETCTBHH ¢ TPeOOBAHHAMH BMOIIATELCTBA, YTOOHI
WACHTHHHIMPOBATD COCYH H BHIBEANTE JJOCE HCMOIB30BAHMS.

»

3amBaenns

Katetep anrnorpapuueckuit i €10 ynakosxa He COACPIKAT MATEPHANOB, NOMYHEHHBIX H3 TKAHEH XKHBOTHBIX
WTH HC/IOBCKA.

Karerep anruorpaducieckuti 4 ero ynakoBka He COACPAKAT JIEKAPCTBCHHLIX CPEACTB.

Karerep anrvorpaduyeckuii ¥ ero ynakoBka HE COACPRKAT MPOH3BOAHBIX KPOBH.

IpuMeEuMLIC CTRHARPTLI B COOTBETCTBHE CYLIECTBEHHLIM TPeSoBanHaM

Ne | Homep cranpapra Haspanue cTangapta

. ofopynobanue

1 Hupextusa 93/42/EEC Hwnpexrupa 93/42/EEC Ha mMeaHUMHCKHE npuﬁopu, yCTpoHCTBa,
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2 EN ISO 13485:2016 H3nenus MeauuuuHckde. CHcTeMbl MEHEeKMEHTa KauvecTBa.
TpeGoBanuus ana uenei peryiMpoBaHus

3 ISO 10555-1:2013 Karerepbl BHYTPHCOCYAMCTbIE OAHOKPAaTHOrO MNpPHMEHEHHA
cTepuabHble - YacTsb 1 - O6uive TpeGoBanus
4 1SO 10993-1:2018 H3penus meauunHckue. Ouenxa OGuonoruueckoro pedcrTBus

MeauurHckux usaenuit. Yacts 1. OueHka U uccneaoBaHus B
npouecce MCHECI)KMECHTA pPUCKOB

5 ISO 10993-4:2017 HUsnenus menudumHckue. Ouenka Ouonoruueckoro aeHcTBUs
MeauuuHckux wu3genuit. Yacte 4. UccnemoBanus u3aenuid,
B3aHMOJEACTBYIOLIHX C KPOBBIO

6 ISO 10993-5:2009 HUsnenus meauumHckue. OueHka OHosOrMueckoro AeHCTBHA
MEAHUMHCKHX H3genuit. Yacts S. Hccnenosanus Ha
LIMTOTOKCHYHOCTb: METOAbI in vitro

7 EN ISO 10993-7:2008 Uspnenus meauuuHckue. OueHka Ouonornyeckoro neficTBuUg
MeauuMHCKHX u3penuii. Yacte 7. OcrtaTouHoe coaepxaHHe
ITHIEHOKCHA NMOC/ie CTEPHIN3aLHH

8 I1SO 10993-10:2010 Usnenns menuumHckue. OueHka OHonoruyecxoro aeicraus
MEAHLIHHCKHX H3ACITHIA. Yacts 10. Hccnenosanna
pas3apaxaloliero H CEHCHOWTH3NPYIOLLEro AeHcTBHA

10 EN ISO 11607-1:2009 VnakoBka 18 MEAMLIMHCKHX M3JIENHiA, noanexalmx GHHUILHON

trepunsaumn. Yacts 1. TpeGoBanus k MaTepHanaM, 6apbepHbIM
CUCTEMaM 19 CTEPHITH3ALMH K YNIAaKOBOYHbIM CHCTEMaM

11 | 1SO 11607-2:2019 VYnakoBKa A8 MEAMUMHCKHX H3AENHH, Moanexawmx GUHHILHONA
crepunusaunn. Yacts 2. TpeGoBanus k BaMIALMHU MPOLECCOB
¢dopMHpOBaHHA, repMeTH3aLHH U COOpKH

12 | 1SO 14155:2011 ) Knununueckne uccnepnosavus. Hamnexawas kiMHHYeckas
npakTHKa
13 | ENISO 15223-1:2016 HUspenns meauumuckne. CHMBOALI, NPHMEHAEMbIE  MpH

MapKHPOBaHHM Ha MEAHUMHCKHX H3OE/IHAX, ITHKETKAX H B
conpoBoAuTENbHOH  AokymeHTauud. Yacts 1. OcHoBHble
TpeboBaHuA

Cpox ropnoctn

Cpok roaHOCTH KaTeTepa 418 aHrHorpaduu cocTaBseT 3 rojia ¢ AaThl CTEPHIIN3ALIMH.

KarteTep aHrvorpaduueckuii HCTbITHIBAJICA NOC/E MOABEPraHHA YCKOPEHHOMY CTapeHHIO, HMHTHpYIOLLEMY
3-neTHMi CPOK XpaHeHHA. Bce HCMbITAaHHA NpPOWH YCNEWHO M COOTBETCTBOBAIH  KPHTEPHAM
NpPHEMJIEMOCTH.

Mapkunposka

Ha 3TukeTke MHAMBHUAYANBHON YNAaKOBKH W3AE/NNA A0/KHA ObITh YKasaHa crefytowas nHdopmauus:
- HAWMEHOBAHHE H OTNIHCAHHE U3/IE/IHA;

- HapYXHbIA W BHYTPEHHHI AHaMeETp,

- 3¢ dpekTHBHAA THHA;

- pa3mMep COBMECTHMOIO NPOBOAHHKA,

- MaKCHMAJILHOE JIOMYCTHMOE 1aB/IeHHE NPOTEKAEMOi KHAKOCTH;

- KOJIMYECTBO M3JC/IHHA B YTIAKOBKE;

- HAWMEHOBaHHE M aJpeC NPOH3BOAUTEA;

- HOMEP MO KaTanory;

- KOl NapTHH;

- JlaTa NPOM3BO/CTBA H CPOK FOAHOCTH;

- YC/IOBHS TPRHCTIOPTHPOBAHHA M XpaHEeHHA (YKa3aHbl B MADKHPOBKE Ha PYCCKOM fi3blKe);
- cuMBON «CTEpUH3aLIMA OKCHIIOM 3THIEHAY,

- CHMBON «3anpeT Ha MOBTOPHOE [TPUMEHEHHEN;

- cumBon «He ucnonb30BaTh NpH NOBPEXKIAEHUH YNAKOBKHY,

- cumBon «He crepunn3oBarth NOBTOPHO» (yKasaH B MapKHPOBKE Ha PyCCKOM A3bIKE),

- cuMBon «O6paTHTECh K HHCTPYKLHHK NO NPHMEHEHHION,;
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- cuMBON «OCTOPOXKHO».

Ha 3TuKeTKe rpynnoBoii ynakoBKN 1 TPAHCMNOPTHOM KOPOOKM M3aenns Ao/MKHa BGbiTh yKasaHa crefytoLas
NHhopMaLus;

- HaMEeHOBaHWe U3enns;

- Hapy>XHblli N BHYTPEHHWIA anaMeTp (TONbKO Ha 3TUKETKe rPynnoBOi yNakoBKW);

- 3pheKTMBHAA ANUHA (TONLKO Ha 3TUKETKE TPYNMoBOiA YNakoBKW);

- pa3mep COBMECTMMOr0 NPOBOAHMKA (TOMbKO Ha 3TUKETKE FPYMMOBOMA YyNakoBKN);

- MakcuMasbHOe AOoMyCTUMOe AaBfEHME NPOTEKAEMOW >XMAKOCTU (TONbKO Ha 3TUKETKe FpynnoBoii
YNaKoBKW);

- KO/IMYECTBO M3AENNI1 B YNaKOBKE;

- HaMMeHOBaHMWe U aapec NPoOVN3BOANTENS;

- HOMep Mo KaTasory;

- Ko napTuu;

- laTa Npomn3BOACTBA ¥ CPOK FOAHOCTY;

- YC/IOBUS TPAHCNOPTMPOBaHMA M XpaHeHUs (yKasaHbl B MapKMPOBKE Ha PYCCKOM Si3bIKe);

- CUMBOMbI «XpYyMKoe, 06pallaThbCs OCTOPOXHO», «He [0onycKaTb BO3[ENCTBMS COMHEUYHOro cBeTa», «He
[lONyCKaTb BO3AENCTBNA Bnarn» (TONbKO Ha 3TUKETKe TPaHCMOPTHOM KOPOOKN);

- cumBon «CTepunnsanmns OKCULOM 3TUNeHa;

- CMMBO/T «3anpeT Ha MOBTOPHOE NPUMEHEHNEY;

- CMMBON «He ncnonb3oBath NpY MOBPEXAEHUN YNAKOBKN»;

- cuMBON «He cTepmnn3oBaTb NOBTOPHO» (YKa3aH B MapKMPOBKE Ha PYCCKOM S3bIKe);

- cumBon «O6paTuTech K MHCTPYKLUMN NO NPUMEHEHWNIO;

- cumBon «OCTOPOXHO!» (TONbKO Ha 3TUKETKEe FPYMMoBoi yNakoBKM).

I"pathnyeckre CMMBONbI, UCNONb3yeMble B MapKMPOBKE, NagCcTaBNeHbl B TabNLEe HUXE.

M3rotoBuTeENb
y Nl
Kog naptum Homep no kaTanory
[aTa n3rotoBneHms Vcnonb3oBatb Ao
|[N/yyl
CTepunnsaums OKCMaoM He cTepunnsosatb
3TUNeHa NMOBTOPHO
3anpeTt Ha NOBTOPHOE He ucnonb3oBaTb npu
NnpMMeHeHme MOBPEXAEHNN YMAKOBKU
O6partuTech K MHCTPYKUMK NO OCTOpPOXHO
NPUMEHEHUI0
Xpynkoe, obpawatbcs He pgonyckatb BO3aeicTBUA
T OCTOPOXXHO COMTHEYHOrO CBeTa
K
He fonyckatb BO3geicTBUA
A Bnaru
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TpaucnoprapoBka, yC/IOBHSE XpaHeHHSN

CobmonaiiTe OCTOPOXKHOCTb. XpaHWTEe B OpHrMHanbHOH ynakoske. Msberaiire BozaeACTBHA NpAMBbIX
CONTHEYHBIX JIyueil WM BLICOKHX TeMrepaTyp. XpaHHUTb B NPOXJIAAHOM, TEMHOM H CYXOM MeECTe.

Usnenuns, ynakoBaHHbie NpPOW3BOAMTENIEM, MOTYT TPaHCMOPTHPOBATLCA BCEMH BMAAMM TpaHCMopTa B
KPbITIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C MPAaBHJIaMM MEPEBO3KH IPy30B A KKAOro BHIA
TpaHcnopTa.

TpancnoptuposaTh usgenue HeoGxoaumo npu Temnepatype ot -10°C no +40°C ¢ ananasoHom +2°C u
OTHOCHTENbHOI BrakHocTH OT 30% no 75% ¢ ananasoHoM +5%.

AHrnorpaguueckuii KaTeTep cieayeT XpaHHTL NPH KOHTPONMPYEMO# KOMHaTHO#H Temnepartype, ot 20 no
30°C, B 3aKpbITOM NOMELLEHHH B OPHTHHANILHOH YNIaKOBKE NPOH3BOANTENS B TedeHHE 0603HaYEHHOro Cpoka
FOAHOCTH.

AHrunorpadiueckuii kaTeTep KO/HKEH IKCIUTYaTHPOBATLCA B FOCMUTANAX H MEAHLMHCKHX YUPEXIACHHUAX NPH
KOMHaTHoii Temnepatype ot +15°C no +25°C u oTHOCHTENBHOH BaXHOCTH OT 30% o 75%.

HHCTPYKUHH 10 YTHIA3ANMHH

[Mocae Ucnonb30BaHKUA YTHIM3HPYIATE H3/IENHE H YNIAKOBKY B COOTBETCTBUH C HOPMaTHBAMH WM NPaBUIIaMH
60nbHHLbI, AAMHUHHCTPALMH H/HIK MECTHBIX OPraHOB BNACTH.

HU3nenus, uMeBlHE KOHTAKT C KPOBbIO W/WIM APYrMMH OHONOIHYECKHMH XHIAKOCTAMH TMAalLHEHTOB,
NOANEXAT yTHAN3ALHH H YHHUTOXKEHHIO B COOTBETCTBHH C TPeGOBaHHAMH N0 00paLICHHIO C MEAHLIMHCKHMH
orxoaamH, ycraHoBneHHbiMH CanlITuH 2.1.3684-21 ana knacca b u ApyruMu HOpMaTHBHBIMH NMPABOBLIMH
aktamu Poccuiickoit denepauun. -

Heucnonb3oBaHHbie H3fennd, B TOM YHCJIE C MCTEKWHM CPOKOM FOHOCTH (HE MMEBLIHE KOHTaKTa C
GHONOrHYECKMMH JKHAKOCTAMH MaUMEHTOB), TOIEKAT YTWIH3AUMH B COOTBETCTBHH C MOPALKOM
YTHIM3aLMH TBEpbIX OLITOBBLIX OTXON0B, YCTAHORIEHHBIM 3aKOHORATENLCTBOM Poccuiickoit deaepaunn
ansa knacca A no CanlTuH 2.1.3684-21.

TpeGoBanua k oxpane oxkpyxaitouleii cpeabl
Karerep anrnorpaduuecknii He oka3biBaeT HEFrATHBHOrO BO3JCHCTBHA Ha OKPYKAIOLLYIO Cpeay.

FapanTiA/0TBETCTBEHHOCTh

Cpok roaqHOCTH aHrnorpapu4ecKkoro KaTerepa CocTaBaser 3 roaa ¢ AaThl CTEPHIH3ALIMH.

H3nenue 1 kaxabiit KOMNOHEHT ero CHcTeMbl GbUTH pa3paGoTaHbl, H3rOTOBINEHbI, HCMBITAHB! H YNIAKOBaHbI C
cobnoaeHHeM Bcex pasyMHbIX Mep NPeAOCTOPOKHOCTH.

Ha naHHoe u3nenue He NpefOCTABNSETCA HHKAKHX ABHBIX WIH NoApa3yMeBaeMbIX rapaHTHii, BKilovas, 6e3
orpaHuyeHHit, nobble noapasyMeBaeMble rapaHTHH TOBApPHOTO COCTOSHMA WIH TPHIOAHOCTH MIA
KOHKpeTHOH uenu. OTBETCTBEHHOCTb 3a JIIOObIE MpsAMble, KOCBEHHbIE, Cly4daiiHble WM Moc/iefyloulHe
yO6bITKH, BOSHHKLIHE B pe3yJbTaTe NOBTOPHOrO HCMONB30BAHHSA H3JENHA, ONTMCAHHOTO B JaHHOM JI0KYMEHTE,
NONHOCTBIO OTCYTCTRBYET, KPOME Cly4aeB, NIpAMO NPeAyCMOTPEHHbIX CeLHaibHbIM 3akoHOM. Hu oniHO HLO
He uMeer nonHomouuit cBasbiBaThb Shanghai Kindly Medical Instruments Co., Ltd. ¢ xakumn-nu6o
3aABICHHAMH HH FapaHTHAMH, KPOMe CMELHaIbHO OTOBOPEHHbIX B HACTOSLLEM JOKYMEHTE.

B cnyuae BO3HHKHOBEHHS BOMPOCOB WIH 3aTPYAHEHHH, CBA3aHHLIX C HAWWHMMH H3AENHAMH, noxanyiicra,
obpawaiitech kK MecTHOMY AHCTpHObIOTOPY HNH HenocpeacTBeHHO B Shanghai Kindly Medical Instruments
Co., Ltd. B o6biuHOe pabouee Bpems.
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MepeBoa [AHHOTO TeKCTAa CKMTAWCKOro M aHFNMNCKOTO i3blKOB HAa PYCCKMWI A3blK BBIMONTHEH MHOA,

nepeBoguYnkom MNaBneHko Bnagncnasom CTaHUCIAaBOBUYEM.

MNoAMNUChH

Poccunitickas ®epepaumnsa

fopog MockBa

MepBoro nions agBe T hiCAYN ABajuaTb YeTBepTOroroga

[ KeuTko ®egop AnekcaHaposud, HoTapuyc ropoga MockBbl, CBUAETENbCTBYH MOAIMHHOC T MOAMUCH
nepesofyvka NasneHko Bnaancnasa CTaHUCaBOBAYA.

[Moanuck caenaHa B MOEM NPUCY TCTBUK.

JInyHocTb NnoAnucasLUero JOKYMeHT yCTaHOoB/eHa.

3aperncTpupoBaHo B peecTpe: Ng 62/137-w/77-2024- 7 1* A~ 2
YnnayeHo 3a coBepLUeHMe HOTapuanbHoro geicTsaus: 400 py6. 00 kon.

MnoAMnMCob
Bcero npoLuHypoBaHo,

e
NPOHyMepoBaHo

1 CKpeneHo neyaTblo 25 nncT(a)(oB)

®.A. KBnTKO

HoTapuyc

Poccuiickas degepayus
[opoa MockBa
MepBOro nona ABe ThiCAYM BajLaTb YeTBEPTOro roga
A, KButko ®efop AnekcaHaposuy, HoTapuyc ropoga MocKBbl,
AMAeTeNbCTBY0 BEPHOCTL KOMUW C NPEACTABNIEHHOIO MHE [JOKYMeHTa.
‘gk’p Yr‘ “pernctpuposaHo B peecTpe: Ne 62/137-H/77-2024-y | -
Y n""eHo 3a COBEPLUEHNE HOTApWanbHOTo AeCTBUSA py6. 00 kon

®.A. KBUTKO

ero npowmnTo, NPOHYMEePoBaHO, CKPEMNIEHO
neyaTbto 25 nMMC~(a) (oB)

HoTtapuyc
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