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Shanghai Kindly Medical Instruments Co., Ltd
No.925, Jinyuan yi Road, 201803, Shanghai, PR.C.

Tel: +86-(0)21-59140056 Fax: +86-(0)21-69000013 !g_.

Declaration

We, Shanghai Kindly Medical Instruments Co., Ltd., the manufacturer of
the following medical device: Pe¢ I hereby

declare that:

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

2. the attached content is used only for the medical device registration in
Russia, and is required notarizing according to Russian official regulations.
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;nghni Kindi)' McdiMI InstrnmtDts Ltd
>925, Jinyuflti yi Road, 201U 3, Shanghai, P.R.C.
cl: +86-(0)21-59140056 Rax: -1°640)21-t59000013 M

Instruction for use

Percutaneous Vascular Introducer Set

Approved By

Name Title Signature Date /Ll
Xu Jianhai QC Manager 2024-05
Manufacturer:

Shanghai Kindly Me/inNjiptnjment
N0.925 Jinyuanyi Rd~Sh”ghai,
Tel: 86-21-59140056

Fax; 86-21-69000013

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

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
Percutaneous vascular introducer set (further - Introducer).

The Introducer is mainly used in intervention operation, applications range includes cardiac
angiography, percutaneous transluminal coronary angioplasty, stent implantation, peripheral
angioplasty etc.

Introducer set consists introducer, guide wire, dilator, and needle. _

The introducer set and dilator enter into the vessel along guide wire to build a passage. After the
dilator pulling out, the introducer sheath is the only entrance for the vascular operation. The
hemostasis valve of introducer set and the silica gel film at the handle is respectively used to stop
blood stream and prevent seeping blood. It could avoid hemorrhage.

Introducer is a short-term contact with patients, single use device.

The Introducer set components are specified on the picture 1.
Picture 1.
‘ , 1 —Needle
‘ / J  2-—Guidewire
3 - Introducer with
e ) extension tube
= i 4 - Dilator

When visually examined with normal or adjusted to normal vision at 2.5-fold magnification, the outer
surface of the effective length of the introducer should not have extraneous inclusions.

According to the method prescribed in EN ISO 11070, the metal part of the device should have no
traces of corrosion.

Introducer is visible in X-rays.

The tip of the needle should not have uneven edges, edges, burrs and should be protected from damage.
The conical fitting (with Luer join) on the introducer shall be not less than 6%.

According to the method prescribed in Appendix D of EN ISO 11070, using a minimum test pressure
of 300kPa, there shall be no leakage sufficient to form a falling drop.

According to the method prescribed in in Appendix C of EN ISO 11070, the breaking force between
introducer and its base shall be no less than 15N.

The safety wire should be along the entire length of the conductor, up to the attachment of the core
of the conductor to the tip.

According to the method prescribed in Appendix F EN ISO 11070, excluding the fixation zone and
the first turn, the guidewire should not have signs of destruction, there should be no signs of peeling
of the coating.

According to the method prescribed in Appendix G EN ISO 11070, neither the distal end of the
guidewire nor the remaining part of the guidewire should show signs of defects or damage caused by
bending, there should be no signs of peeling of the guidewire coating.
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Product Types

Femoral Percutancous vascular introducer set size matrix is shown in the table 1.

Table 1.
Femoral Introducer Sheath N Dilator Guidewire Needle
Size Effective _ Weight Sheath Effective Weight |0 diameter Effective | Weight Size OD / | Effective Weight
@swy| OO | @ | Lemsth | Coating | o0l hubcolor | Y8 |, 10wl (201 Length | Tip | 1ony| TOP¢ 1D~ | Length | . 0%
(4 5%) (* 10%), L @swy [E1O0 E01mm) g ( ) (+0.2 mm)| (= 10%) o
|
| SF 0.035™ (0.89 . 18G (1.27
! (167 2";m°" l.s:mo.l Hem | |N°/ iic| 548 | Gny 170mm | 12g | mm),0.038" | 45cm | J | 05g s:'::l““ mm)/084| 7em | 128
}‘ mm) (0.97 mm) ¢ mm
F 0.035" (0.89 ] 18G (1.27
(200 2":!;0" z,m.l them |, |N° ’I iic| 548 | Oreen | 170mm | 12 | mm),0038" | 4scm | J | 0 S‘ﬁ"d"“ mm)/084[ 7em | 12g
’ mm) Y (0.97 mm) needle mm
‘ F 0.035" (0.89 i 18G (127
i 3.1£0.1|24%0.
| @p0 |7 e m° " tiem " No/ sic| 548 | Omnge | 170mm | 125 | mm).0038" [ 4sem | 5 | 05 s:t'_f“dli" mm)/084 7o | 12g
| mm) yaror (0.97 mm) mm
8F 0.035™ (0.89 . 18G (1.27
34£01|27201 No/ " Seldinger | mm) 70.84
270 mm mm 1lem Hydrophilic $.4g |Dusty blue| 170 mm 1.2g | mm), 0.038 45cm J 0.5g ncedle mm Tem 1.2g
mm) (0.97 mm)
| Radial Percutancous vascular introducer set size matrix is shown in the table 2.
Table 2.
Radial Introducer Sheath Dilator Guidewire Needle
‘ . Weight |Intrody .| weight | Outer ] Weight Size OD Weight
[ , Effective Effective Effective
. Sheath i
, Size oD D Length |Conti (+ 10%) (£ 10%) | diameter 1 ' Tip |Costing (x 10%) Type ID Length | (x10%)
(£ 5%) 8 hub color 8 0.1 (02 [ (x10%)
(2 5%) (*5%) (£ 5%)
mm) mm)
Hem 54g 168, 170 1.2g 0.5g 1.0g
SF [24£0.03]1.9£0.03 mm . . [21G(0.82
0.021 . Seldinger
(1,67 mm mm 16 cm No 6.4g Gray 218 mm 1.4g 0.53 mm) 45cm |Straight] No 0.5g needle mm)/ 4cm 1.0g
mm) Tem 44g 120,178 | 108 [ 0.5 0.51 mm 1.0g
mm
6F 266 22008 11cm No S54g | Green | 168,170 1.2g 0.021" | 45cm |[Straight] No 0.5 |Seldinger{21G (0.82) 4 cm 1.0g
|
|
-

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



(2.00
mm)

5F
(1,67
mm)
6F
(2.00
mm)
5F
(1.67
mm)
6F
(2.00
mm)

(1,67
mm)
6F
(2.00
mm)
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0.04 mm mm

2.4+0.03 1.9+0.03
mm mm

266+ 2.2+0.0S
0.04 mm mm

2.4+0.03 1.9+0.03
mm mm

266+ 2.2+0.08
0.04 mm mm

2.4£0.03 1.9+0.03
mm mm

266+ 2.2+0.08
0.04 mm mm

16 cm

7cm

11cm
16 cm
7cm
1lcm
16 cm
7cm
11 cm
16 cm
7cm
11cm
16 cm
7cm
licm
16 cm
7cm
1lcm
16 cm
7cm

Hydrop
falid

Hydrop
hilic

Hydrop
hilic

Hydrop
hilic

6.49
449

5.4g
6.4g
4.4q
549
6.49
4.4¢9
5.4g
6.49
4.4q
5.49
6.4g
4.4q
5.4g
6.49
4.49
5.4g
6.4g

Gray

Green

Gray

Green

Gray

Green

mm
218 mm
120, 178
mm
170 mm
218 mm
178 mm
170 mm
218 mm
178 mm
170 mm
218 mm
178 mm
170 mm
218 mm
178 mm
170 mm
218 mm
178 mm
170 mm
218 mm
178 mm

l.4g
1.0g

I-2g
149
I-2g
1-29
149
129
1.29
149
1-29
1-2g
149
1-2g
1.29
149
1-2g
1-2g
1.4g
1-2g

(0.53 mm

uuz>
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u A D

Ozt~
W K3 ww

ouzt*
mo omm!

VVij
Hoa

45 cm

45 cm

45 cm

45 cm

45 cm

45 cm

Straight

Straight

Straight

Straight

Straight

Straight

Hydrop
hilic

Hydrop
hilic

No

Hydrop
hilic

Hydrop
hilic

0.59
0.5¢

0.6g
0.69
0.69
0.69
0.69
0.69
0.5g
0.5g
0.5g
0.5g
0.5g
0.59
0.6h
0.69
0.69
0.69
0.6g
0.69

needle mm)/

0.51 mm

v 20G(0.91
catheter mm)/0.6
needle mm

v 20G(0.91

catheter mm)/0.6
needle mm

21G(0.82

m)/
0.51 mm

Seldinger
nccQiG

21G(0.82
m)/
0.51 mm

Seldinger
M6601C

IV 20G (0.91
catheter mm)/0.6
needle mm

v 20G (0.91
catheter mm)/0.6
needle mm

35cm

35cm

4 cm

4.cm

35cm

3.5cm

1.0g
1.0g

1.59
1.5¢9
1.59
1.5¢9
1.59
I-5g
1.0g
1.0g
1.0g
1.0g
1.0g
1.0g
1.5g
1.59
1.5g9
15¢g
1.5g
I-5¢



Raw materials

The raw materials specification of the Introducer is provided in the Table 3.

Table 3.
Product Material Grade Manufacturer
Introducer | Acrylonitrile Butadiene TR 558A LG Chem, Ltd.
Styrene :
Styrene Silicon rubber S7001R Escort Seal (Shanghai)
Co., Ltd
Thermoplastic polyurethane | ESTANE 58277 NAT | The Lubrizol Corporation
021
Fluorinated E[hy]ene- NP-20 Daikin Industries, Ltd.
propylene
PolyViny! Chloride MT Gaoyou Yapu Plastic
Industry Co., Ltd.
Stainless steel 304V Carpenter Technology
Corp
Gray / green / orange / dusty Pantone: 422C, 354C, Clariant GmbH
blue colorant 021C, 5415C
Introducer | Polyvinylpyrrolidone --- Eastman Chemical
hydrophilic Company
coating
Guidewire | Stainless steel 304V Carpenter Technology
Corp
Guidewire | Polyvinylpyrrolidone --- Eastman Chemical
hydrophilic Company
coating
Dilator Acrylonitrile Butadiene TR 558A LG Chem
Styrene
Polypropylene MED100-MGO03 YUNGSOX
Gray / green / orange / dusty | Pantone: 422C, 354C, | Clariant GmbH
blue colorant 021C, 5415C
Needle Polycarbonate IR2200 Formosa Idemitsu
Petrochemical Corporation
Stainless steel 304V Carpenter Technology
Corp

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

Contents

One (1) Introducer set:
- Introducer -1 pc.,
- Guidewire - 1 pc.,
- Dilator-1 pc.,
- Needle - 1 pc.

One (1) Instruction for use.
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Indications
The Introducer is intended to provide access and facilitate for the percutaneous introduction of
various devices into veins and/or arteries while maintaining hemostasis during PTA procedures.

Intended patient population and medical condition to be treated and patient selection
criteria

Introducers are indented to use in a link, suitable for patient who requires injection or infusion,
the product is not used to sustain life.

The Introducer is mainly used in intervention operation, applications range includes cardiac
angiography, percutaneous transluminal coronary angioplasty, stent implantation, peripheral
angioplasty.

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

‘ Devices to be used in combination

| The Introducer is intended to provide access and facilitate for the percutaneous introduction of
| various interventional devices, such as vascular catheters.

The Introducer 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
No absolutely contraindication.

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 Introducers should use this device.

2. 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.

3. Do not use if package is opened or damaged.

4. Use Introducers prior to the expiration date specified on the package.

5. Insert dilator into the sheath.

6. Insert guidewire from the end of dilator, hold tightly when the dilator is approaching the
skin, and rotate gently while pushing into the vessel.

7. Hold sheath tightly and remove guidewire and dilator.

8. Translate catheter across the shgath into the vessel, leave it in right position. Fix the
sheath with seam if it is necessary. :

Precaution

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

Prohibit reuse because the product is only for single use.

Reshaping should not be attempted.

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

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

il all S
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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
The following complications may be associated with Introducer use:
Potential complications include risks nomially associated with percutaneous diagnostic and/or
interventional procedures. Other complications include, but are not limited to:
e Air embolism
e Thrombus formation
e Infection
e Pseudo aneurysm formation
* Hematoma
* Guide wire embolization
e Bleeding
e Perforation or laceration of the vessel wall

Instruction for use

1. ldentify the puncture site and make the site aseptic and anesthesia as clinical required.

2. Take out all components of Introducer Set from packaging with aseptic methods.

3. Use saline to flush all components. After making the side-port extension line with
stopcock flushed, turn off the stopcock to prevent blood back when insertion into the
vessel.

4. Insert dilator into sheath through hemostasis valve, rotate the dilator to lock with the
introducer.

Caution! The dilator should be reach the position to lock with the introducer to avoid damage
when inserting to the vessel.

The dilator must be locked with introducer by thread, otherwise, stop to use and replace new
one

5. Puncture the seldinger needle into vessel as 45 degree. While holding seldinger needle,
place guidewires through the seldinger needle.

Caution! Don’t advance the guide wire when resistance comes across. Determine the cause of
resistance before proceeding.

6. Hold guidewire in place the remove seldinger needle. Hold the pressure on the site until
the introducer/dilator assembly is placed.

7. Use the tissue to clean blood on the guidewire outside then put the tissue on the puncture
site to prevent blooding.

8. Insert the introducer/dilator assembly through the guide wire into the vessel. Advance
the introducer/dilator assembly into the vessel with rotating motion .Hold the assembly
close to the skin after placed.

9. After placed, hold the sheath, carefully remove the dilator and guide wire together to
leave sheath in the vessel.

10. Use the syringe to contact stopcock to aspirate from the side-port extension line
removing any potential air. After that, flush the side port using saline. Turn off the
stopcock to maintain flush in side-port extension line.

11. Insert guidewires or catheter as clinical requirements into sheath.

Caution! Hold the sheath in place when inserting, positioning, or removing catheter and
guidewire slowing.

12. Remove the sheath after the operation finished.
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Statements
The Introducer and packaging do not contain materials derived from animal or human tissue.
The Introducer and packaging do not contain medicinal products.

The Introducer 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 18011070:2014
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
11 I1SO 11607-2:2019
12 ISO 14155:2011
13 ENISO 15223-1:2016
Sterilization

Table 4.
Standard name

Medical Devices Directive
Medical Devices - Quality Management Systems - Requirements
for regulatory puo3ses
Sterile single-use intravascular
Introducers
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
Medical devices. Symbols to be used with medical device labels,
labelling and information to be supplied. General requirements

introducers, dilators and

The Introducer is ethylene oxide (EO) sterilized and is intended for one procedure only (single-
use, disposable).

Shelf life
Shelf life of the Introducer is 3 years from the date of sterilization.

The Introducer 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;

- introducer size and length;
- dilator size and length;

- guidewire size and length;
- needle size and length;
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- name and address of the manufacturer;

- catalogue number;

- serial number;

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

Group package and shipping box label should contain the following information:
- device name;

- introducer size and length (only group package label);

- dilator size and length (only group package label);

- guidewire size and length (only group package label);

- needle size and length (only group package label);

- quantity of pieces in package;

- name and address of the manufacturer;

- catalogue number;

- serial number;

- manufacturing date and expiration date;

- conditions of transportation and storage (indicated in the labeling in Russian);
- symbols "Upside", "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 "Caution! Refer to the instructions for use".

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

LOT Catalogue number
LOT REF :
Manufacturing date Use by
2
Sterilized with Ethylene Do not resterilize
|STERILE|EO] . 0
oxide gas
Do not reuse Do not use if package is
(§ ) damaged
Caution! Refer to the Keep away from sunlight
instructions for use 41\
Upside Keep dry
11 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 Introducer 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 Introducer 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 liguids 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 Introducer does not adversely impact the environment.

Warranty/Liability

The warranty shelf life of the Introducer is 3 years from the date of sterilization.

The product has 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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CEPTUNO®UNKAT

*norotun*
CCPIT
(KuTaiicknit KOMUTET COAENCTBNA Pa3BUTUIO MEXAYHAapPOAHOW TOProsan)

KuTailckmin  KOMWUTET COAENCTBMA pa3BUTMIO  MEXAyHapogHON ToproeaM - 3T0  ToOproso-
npombllneHHas nanasa Kntas
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01840430
Karalickait xoMuTeT coleiCTBEN PAIBATHIO MEXAYHAPOAHOK TOPIroBAR
Toproso-upomsiniiennads nanara Knrasn

CEPTHOHUKAT
/QR-xoz/
Ne 243100B0/004107

HACTOALLIUM YAOCTOBEPSEM, YTO: neuars koMmnanun Shanghai Kindly Medical Instruments
Co., Ltd. s1a npunaraemoit JEKJIAPALIMU asnsercs noatmnHol.

Teuatw: /Kumaiicxuii xomumem codeticmeus

Pazsunmiono mexcOyRapoonol mopzosaul

- Kuralicknit xomurer coaelicreus
" Pa3sBMTHIO MEXIYHAPOAHOMN TOProBNAK

TMoannce ynonHoMoueHHOTO anua: /nodnucy! Uxoy NMundats
(MAara: 22 man 2024 1.)

Caifr ans npoBepkH cepTuduKaTa hitp://www.rzcepit.com/validate him)
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Shanghai Kindly Medical Instruments Co., Ltd *norotun®
No. 925, Jinyuan yi Road, 201803, Lllanxait, Kurak
Tenedon: +86-(0)21-59140056; ®axc: +86-(0)21-69000013

Hexnapanns

M, xomnawua Shanghai Kindly Medncal Instmments Co, Ltd., saBnasch npomnommnem
meavumrckoro u3nenus: HaGg 1_obe: ECKOMKHOTO CO! 8, BADHAHTH!
HCOIOHEHNA, B COCTABE, HACTOALIMM ANBNIEH cnezmomee

1. ITpanoxeHubil MaTepran npeactannset cobolt THTYASHYIO cTpaHHLY AOKYMeHTa « MHCTpYKIHMA No
npuueaenmo», lcompuﬁ OTHOCHTCRE K Menmmucxouy memno «Habop__ans ofecpeyenus

2. TIpunoxeHHMA MaTEpRaN HCTIONB3YETCA TONBKO WX PETHCTPAUMM MCAHUMHCKOIO H3ACHHMA B
Poccnilickolit Pemepaumn, H eMmy 7TpebyeTca HOTapualbHOE 38BEPEHHE B COOTBETCTBHH C

opuLHANbHBIMHA HOPMaTHBHEIMU TpeGoBaHKAMH, AclicTBylomuMy B Poccuiickoi deaepaunn.
Shanghai Kindly Medical Instruments Co., Ltd.

MapkeTHHroBsIi MeHeDKEp
Wei Hailou - *nevar*

*RQHBKQ! *
*neuarn*

*neuath*
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Shanghai Kindly Medical Instruments Co., Ltd *norotun®
No. 925, Jinyuan yi Road, 201803, [llaxxait, Kura#t
Tenedoun: +86-0)21-59140056; Oaxc: +86-(0)21-69000013

HHCTpYKU U N0 NPHMEHEHHIO

Habop ans ofecnedenns YpecKOKHOT0 COCYANCTOro X0CTYNA,
BAPHAHTDI HCNOJIHEHHS, B COCTABE

*nevarp*
Yreepana .
®HO HomxaocTs IMommucs Jdara
Cro Izansxail . Menemuep OKK *noamHchL* 2024-05
ITpou3soauTenn:
Shanghai Kindly Medical Instruments Co., Ltd.
| No. 925, Jinyuan Yi Road, 201803, Shanghai, China *neqars*
i Ten: 86-21-59140056
! ®axc: 86-21-69000013
Ynoaromovennniii npeAcTaBHTENb HA TeppuTOpEN Poccniickoli denepanun:
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HanmeHoBanHe MeJHIHHCKOIO H3EJIHR
Ha6op ana obecrieueHHs YpEeCKOKHOro COCYAHCTOro AOCTYNa, BApPHAHTHI HCIOJHEHHS, B COCTaBe
(nanee - UnTpoasiocep).

Unrpoabiocep HcCnonb3yercs NpH NpPOBEACHHH HHTEPBCHUHMOHHBLIX BMEINATENLCTB, AHANA30H
NpHMEHEHHs BIKJIIOYaeT B ceOA aHrHorpagHio, YpeCKOXHYI0 TPaHCIIOMHHANbHYIO KOPOHApHYIO
AHTHOMIACTHKY, HMIUTAHTALIHIO CTEHTOB, MEPHPEPHYECKY IO aHTHOILIACTHKY .

Wutponsiocep B Habope COCTOMT M3 CaMOrO MHTPOABIOCEPA, NMPOBOJAHHKA, MMJIATATOPA M HMIJIbI
Cenbannrepa/MIHTpOABIOCEPHOro KaTeTEpa Ha MIJIE.

HHTpoabiocep M aunataTopa BBOAAT B COCYI MO NPOBOAHMKY AA co3naHua joctyna. Ilocne
H3BJICYEHHs aWnaTatopa o6osoyka HMHTpoAblocepa obecneyuBaeT MOOCTYN JUls TNPOBEACHHSA
COCYIHMCTOrO BMeLIaTeNbCcTBAa. ['eMocTaTHyeckHii KyjanaH H3 Habopa HHTpoAblOcepa H
CHJIMKarejeBas IUIEHKA Ha pYKOATKe MpefHa3Ha4YeHbl 1A obecrneveHHs remocrasa H
NpeOTBPalICHHS IPOCaYHBAHUA KPOBH. ITO MO3BOJIAET H36€KaTh KPOBOTEYEHHS.

Hurponsiocep - 310 M3aeaHe OXHOKPAaTHOrO NPHMEHEHHS, HMEIOILEE KPATKOBPEMEHHBIH KOHTAKT €

MalHeHTOM.
KomnonenTs! Habopa HHTpoAbIOCEpa YKa3aHbl Ha PUCYHKE 1.
Pucysox 1.
- 1 -Hrna

/ / 2 - [IpoBoanuk
-« 3 — UuTpoasiocep ¢

Ek /7 - Y ATHHHTETbHOM

MarucTpanbio

4 — lunaratop

I[Ipy BH3yanbHOM OCMOTPE HOPMAJIbHBIM HJIM CKOPPEKTHPOBAHHBIM JO HOPMAJIbHOIO 3pEHHEM IpH-
2,5-KpaTHOM YBEJIHYEHMH BHEUIHAA NMOBEPXHOCTH 3 (PeKTHBHON UTMHBI HHTPOAbIOCEPA HE HOJKHA
MMETh TOCTOPOHHHX BKJIHOUCHHIA.

INpu ucnbitanusx cornacuo npuwioxeruio B 'OCT P UCO 11070, narpoasiocep He NOMKEH HMETb
MPH3HAKOB KOPPO3HH.

HHuTpoapiocep BUAEH NPH PEHTT€HOBCKOM HCCIEA0BAHHH.

OcTpHe HIIIBI HE I0JKHO HMETh HEPOBHBIX KpaeB, KPOMOK, 3ayCEHLIEB H JIOJKHO OBITh 3aLUMILEHO OT
MOBpeXACHUH.

KoHycHocTh coenuHenns (pasbeM JI1o3p) nomkeH 6bITh He MeHee 6%.

Ilpn ucnbrranuax cornacHo mnpunoxenuio D T'OCT P MCO 11070, npn wucnons3oBaHHH
HcnbiTaTensHoro nabieHHa no 300 kIla, He nmomkHO OwITh B 0OBEME, OOCTATOYHOM IS
¢ opMHpOBaHHS NaJAIOLIMX Kaneb.

[Ipu ucnbrranusax cornacHo npunoxenuio C 'OCT P UCO 11070, MuHHManNbHOE 3HA4YECHHE
Pa3pbIBHOrO YCHIHSA MEXAy O00O0MIOYKOH “MIHTPOAbIOCEpPa H COCAHHHMTENLHON BTYJIKOH MOJIKHO
COCTaB/ATH He MeHee 15 H.

[MpepoxpaHUTENBHBIA MPOBOJA NO/DKEH NPOXORUTS M0 BCeH THHE NPOBOAHHKA, BILIOTh A0 KPEIUICHHA
cepleyYHHKa NPOBOJHHKA K HAKOHEYHHKY.

Mpu ucnerranuax cornacko npuioxenuio F TOCT P UCO 11070, nckmoyas 30Hy (pUKcaLHH M
TNIepPBOro BMTKA, NPOBOAHHUK HE NO/DKEH MMETh IPH3HAKOB pa3pylICHHsA, HE JOJDKHO ObITb NPH3HAKOB
OTC/IaUBAHHA NMOKPLITHA.

[pu ucnerranuax cornacHo npunoxeruio G 'OCT P UCO 11070, Hu aucTanbHBIA KOHell
NPOBOJHMKA, HH OCTAIOLIAACA YacTb INPOBOJAHMKA HE JO/KHBI HMETh MPH3HAKOB NE(EKTOB HIH
MOBPEXAEHHH, BBI3BAHHBIX H3rHOOM, HE MOKHO OLITh MPHU3HAKOB OTCIAMBaHHS ITOKPBITHS
NPOROIHHKA. ’
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Texuunsckue IAPAKTEPECTIKE MIAZCARS

MarpRua pasMepos BETPOARIOCCPE AN EMOPATLHOTO SOCTYTIA NpaNcTaRness B Talinue 1.
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Martepuanni, chbipbe
Crneuuduxalys NATEPHAJIOB H3TOTOBICHHA HHTPOABIOCEpA NIPHBEACHA B Tabmuue 3.

Tabmuua 3.
Kommnonert Marepunan Mapka IMponssoanuTtens
HuTtpoapiocep AKpHIOHUTPHN-ByTannes- TR 558A LG Chem, Ltd.
CTHPON
ICHIMKOHOBBIN KayJyK S7001R Escort Seal (Shanghai)
' Co., Ltd
[TonuyperaHoBas cMONa ESTANE 58277 The Lubrizol
NAT 021 Corporation
PTOpHpOBaHHBIN ITHICH- NP-20 Daikin Industries, Ltd.
NIPOLIHICH
MonuBHARNXIOPUA MT Gaoyou Yapu Plastic
Industry Co., Ltd.
Hepxaseiomas cTanb 304V Carpenter Technology
Corp

Cepruti / 3encHbii / opamaessi | Pantone: 422C, Clariant GmbH
/ nuupHO-rony6oit kpacurens | 354C, 021C, 5415C

I'nppopunsaoe [ToNMBHHHINUPPOIUAOH - Eastman Chemical
MOKPEITHE Company
HHTPOABIOCEPA
TTpoeoaHHK iHepxaBelomas cTainb 304V Carpenter Technology
Corp

Tuapodunpaoe ONHBAHHINUPPONUAOH -— Eastman Chemical
NOKPLITHE ] Company
NPOBOJHHKA
Junararop AKPHIOHHTPUI-Oy TaNeH- TR 558A LG Chem

CTHPOJ .

OJIMNIPOIHJIEH MED100-MG03 YUNGSOX

Cepeiit / 3enenntii / opatxessiii | Pantone: 422C, Clariant GmbH
/ meLIbHO-TONyGoli xpacuTens | 354C, 021C, 5415C

Urna [TomuxapGoHaT IR2200 Formosa Idemitsu
Petrochemical
Corporation
Hepaxaseiomas cTanb 304V Carpenter Technology

Corp

Bua H NpoAOIKUTENSHOCTS KOHTAKTA H3ACHA ¢ OPraHH3MOM YENIOBEKA: KPATKOBPEMEHHBIR KOHTAKT

¢ LMPKYIHPYIOIEH KPOBBIO.

CoaepaumMoe ynakopku

Onun (1) HaGop ang obecneyeHHS YPECKOAKHOIQ COCYAUCTOrO AOCTYIA, BAPHAHTE! HCIONHEHN, B

COCTaBE: -

- Hurponsiocep - 1 wr,,
- Ilpoeoauuk — 1 wr.,
- JHunararop - 1 mr.,
- Hrna-1mr.
Onsa (1) HacTpyxnes no NpHMEHEHHIO.

Hasnaguenwne

HuTpoasiocep npeaHasHa4en At ofecneucHHA COCYAHCTOrO A0CTYNA H O0NErdeHAs JPECKOKHOIO
BHYTPHMCOCYAMCTOIO BBEACHWS MHTEPBCHUMOHHBIX H3JENHi ¥ COXPAHCHMA TIeMoCTasa NpH
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NPOBEACHHH JHATHOCTHYECKHX H nevyeOHBIX HHTCPBCHUHOHHBIX BMCIIATEIILCTB.

IpeanonaraeMbie NOJIb30BaTE/IH, NOKA3AHHSA K IPHMEHEHHI0, KDHTEPHH 0TGOPA NaLlHEHTOB
MHTpoabioceps! mokasaHbl U1 MCMO/NB30BaHWA Y MALMEHTOB, KOTOpbIM TpebyeTcs npoBelcHHE
BHYTPHCOCYAMCTHIX HMHTEPBEHUMOHHbIX BMELUATENbCTB, M3JENME HE HCNONb3yeTcsd A
NOAAePXKaHUA XH3HH.

HuTpoablocep Mcnonb3yercs NpM WHTEPBEHUMOHHbIX BMELIATENbCTBAX, AUana3oH NPHUMEHECHHA
BKJIIOYAaeT aHrHOrpaQMio, HYPECKOXKHYIO TPAHCIIOMHHAIbHYIO KOPOHApHYIO aHIHOIUIACTHKY,
MMIUIAHTALMIO CTEHTA, NNepHpEepHYECKYIO ARHTHOIUTACTHKY.

Tonbko BpauM, npoueaUIHE COOTBETCTBYIOULYIO MOArOTOBKY M 3HAKOMbIE C MPHHLHNAMH,
KTHHHYECKUM TIPUMEHEHHEM, OCNIOXKHEHHAMM, No60YHbIMY ddPEKTaMH H ONMACHOCTAMH, OOBIYHO
CBA3aHHBIMH C HCTIO/Ib30BAHHEM MHTPOABIOCEPOB, NODKHbI HCNIOJIb30BATh JAHHOE H3/IETIHE.

H3nenus, ucnoablyembie B KOMOHHALMH

HuTpoabiocep npegHasHaueH mna obecnedeHHs AocTyna u oOner4eHHs YPECKOXKHOIO BBEICHHS
HMHTEPBEHLIMOHHBIX YCTPOHCTB, TAKMX KaK COCYIHCTbIC KaTeTephl.

HHTpoasiocep MOXeET HCIOJIb30BATbCA B COYETAHHM C YCTPORCTBAMH, OOBIYHO HCNOJIB3YyEMBIMH NPH
HHTEPBEHUHOHHBIX NMPOLEAypax, 0 YCMOTPEHHIO MEAMUMHCKOrO CNEUHANHCTa, B 3aBUCHMOCTH OT
KITMHHYECKOH CHTYaALHH H BbIMOJHAEMOr0 BMEILIATE/IBCTBA.

IIpoTnBONOKa3aHuA
[TpoTHBONOKa3aHKA K NPUMEHEHHIO M3aeHs He H3MaccaTHBI.

Ilpeaocrepexenns

1. Tonbko Bpauu, NpolIeALIHe COOTBETCTBYIOLIYIO MOATOTOBKY H 3HAaKOMbIE C IPHUHLMIAMH
KJIMHHYECKOTO NPHMEHEHHS, OC/IOXKHEHHUAMH, NOOGOYHBIMH 3PdeKTaMH H OMacHOCTAMH, OOBLIYHO
cBA3aHHBIMH ¢ MHTpoablocepaMH, 101KHbBI HCNIOIb30BaTh JAHHOE H3JENHE.

2. U3nenue npeaHasHaveHoO TOJBKO VI OHOKPATHOrO Henosib3oBaHus. He ucnone3yiite noBTOpHO
H He mnojaBepraiiTe NOBTOPHOH cTepHiIM3aUMH JaHHoe u3agende. [loBTopHOoe Hcnonb3oBaHHMe,
noBTopHas 06paboTka WM MOBTOPHAs CTEPHIM3ALMA MOTYT HapYIUHTh CTPYKTYPHYIO UEIOCTHOCTD
YCTPOICTBa H/HJIH CO31aTh PHCK €ro 3arpA3HEHHs, YTO MOXeET npuMaccaTtu K TpaBMe, 3a601€BaHHIO
HIH cMepTH mauMeHTa. O4yHMCcTKa, Ae3HHEKUMS H TIOBTOPHas CTEPH/IM3alMA MOTYT HapylIHTb
OCHOBHbIE XapaKTEPUCTHKHM MaTepHala U KOHCTPYKUHH YCTPOHCTBA, YTO MOXET npHMaccaTH K ero
MOJIOMKE.

3. He ucnone3yiite, ecu ynakoBKka BCKpbITa HIIH OBPEXICHA.

4. cnonb3y#iTe MHTPOABIOCEPHI 10 HCTEYEHUA CPOKA FOJHOCTH, YKa3aHHOIO Ha YNaKOBKe.

5. BcraBbTe aqunatatop B 060/104Ky.

6. BcTaBbTe NpoBOAHMK B KOHEl AUJIaTaTOpa, KPENKO AEPXKHUTE, KOrjaa AnaaraTtop npubamxaercs K
KOXe, H OCTOPOXXHO BpallaiTe, BBOASA B COCY L.

7. Kpenko yaepxuBas 060104Ky, H3BJIEKHTE IPOBOAHHUK H AHNATATOP.

8. INpoBeauTe Karetep yepe3 oGONOYKY B COCYZ, OCTaBbTE €ro B MPaBHILHOM MON0XEHHH. [Ipu
HeoOX0AMMOCTH 3aKpenuTe 000JI0UKY LUBOM.

Mepbi npeaocTOpoOKHOCTH

1. 3anpemeHno HCNoNib30BaTh, €CIH HHAMBHAYalbHAd YNAaKOBKAa MOBPEXAECHa WIM CPOK IOAHOCTH
M3JE/HA UCTEK.

2. 3anpelleHO MOBTOPHOE MCNOJIb30BaHUE, IOCKOJBLKY H3JE€IHE NPeNHA3HAYEHO TONbKO A
OJHOKpaTHOrO NPHMEHEHHA.

3. He cneayer nbiTaTthcs H3MEHHTh QOPMY H3JCTHA.

4. Hicnonb3oBaHKue H3JENHA NOJDKHO BHINOIHATLCA MPOPECCHOHATBHO MOArOTOBCHHLIMH BpayaMH.
5. Tlepen ucnonp3oBaHMeM HeoOXxoaMMO mnpoMaccaTH TUIATENbHBIA OCMOTp M3ENWA Ui
NOATBEPXAEHHA, YTO pazMep, GOpMa U COCTOAHHE U3ENHA IOAXOAAT Uit KOHKPETHOH NpOLEaypbl.
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6. ITocine KCNONB30BaHKs AAHHOE M3JeIHe MOXET NPEACTaBATh MOTEHUHMATbHYIO GHOJIOrHYECKYI0
omacHocTh. OOpamiatbcs ¢ HM3AE/MEM M YTHIM3HPOBAaTh M3JENHe CledyeT B COOTBETCTBHHM C
OOLIENPHHATON MEIMLMHCKON NPAKTUKOM M MPHUMEHHUMBIMM MECTHBIMH, rOCYJapCTBEHHBIMH M
¢enepanbHLIMKM 3aKOHAMK M TIPaBHJIaMH.

INoTenunanbHbIE OCTA0KHEHHS

Creayoluue 0CI0XHEHHSA MOTYT ObITh CBA3aHb! C UCMOJIb30BAaHHEM HHTPOABIOCEpA:
[ToreHuManbHble OCJIOXKHEHHA BKJIIOYAlOT pHCKM, OOBLIYHO CBA3aHHBIE C YPECKOXHBIMH
JHarHOCTHYECKUMH W/HJIM HHTEPBEHUMOHHBIMH npoueaypaMu. JIpyrue ocnoHEHHs BKIIOYAIOT, HO
He OrpaHHYHBAIOTCS CNEAYIOLIMMH:

- Bo3aywmHas sM6onus

- Tpom603

- Undekuns

- [IceBnoaneBpu3mMa

- 'ematoma

- OM60HM3aLUHA TPOBOAHUKOM

- KpoBoTteuenue

- JIMcceKuus WK pa3pblB CTEHKH cocyaa
HHCcTpyKuss N0 NpUMEHEHHIO )

1. Onpegpenute 061acTh HHBa3HBHOMN MpOLEAYPH! H OCYLIECTBUTE acCENTHYECKYIO 00paboTKy H
06e300nuBaHKe JAHHOTO Y4acTKa B COOTBETCTBHH C KJIMHHYECKHMH TpeOOBaHUAMH.

2. Ussnekute Bce KOMIIOHEHTHl HAbopa HHTPOABIOCEPA U3 YIIAKOBKH, HCTIONb3YS aCENTHYECKHE
METObI.

3. Hcnons3yiite ¢pusnonoruyeckuit pacTsop s NPOMBIBKH BCeX KOMMNOHEHTOB. [locne Toro,
KaK YUIMHMTENbHAsA JMHUA OOKOBOro mopra ¢ 3alnoOpHbIM KPaHOM IMpOMBITa, 3aKpoWTe
3anopHbIil KpaH, YToOb! NPe10TBPAaTUTh IOBTOPHOE NONaAaHHe KPOBH NPH BBEACHHH B COCYA.

4. BcraBbre aunaratop B 06010YKy 4yepe3 reMOCTaTHYECKHMI KiianaH, MOBEPHHTE AMJATaTop,
4yTo6b! 3aQHKCHPOBATh €ro C MOMOLIBIO HHTPOABIOCEPA.

OcTtopoxHo! Jlunaratop AoMkeH ObiTh YCTaHOB/IEH B (PUKCHPOBAHHOM MOJIOXKEHHH C MOMOLUDBIO ©
HHTpOAblOCEpa, 4TOObI M36exkaTh NOBPEXKACHUA NPH BBEACHHH B COCY 1.

Junaratop nomkeH ObiTh 3aQUKCHPOBAH K MHTPOABIOCEPY C MOMOLIBIO JIMFaTyphbl, B MIPOTHBHOM
CJTy4yae npeKpaTuTe HCNONb30BaHHE H 3aMEHHTE Ha HOBBIM.

5. OcywectBuTe Npokosn cocyna urioi CenbAMHrepa/HHTPOABIOCEPHOTO KareTepa Mol yriom
45 rpamycoB. Yaepxkupas uriny CenbaMHrepa/MHTPOABIOCEPHBbIA KaTeTep, MpOIMyCTHTE
npoBoAHMK Yepe3 uriry CenbIHHrepa/MHHTPOABIOCEPHBIA KaTeTep.

OcropoxHo! He nponsuraiite npoBOAHMK IIpH BO3HHKHOBEHHWH CONpOTHBAEHHA. Omnpenenure
NPHYHHY CONMPOTHBJICHHUA, IPEXKAE YEM NPOJOKHTD.

6. YoepxuBas npoBOAHHK Ha MecTe, u3Bnekute uriy Cenbaunrepa. [loanepxusaiite naBjieHue
Ha yYacTKe JI0 TeX 1op, NoKa He OyJeT yCTaHOB/EH y3€]1 HHTPOAbIOCEP/IHATaToP.

7. Hcnonb3yiite canderky, 4tobbl yaanutTh KpoBb Ha NPOBOAHKHKE CHAPYXH, 3aTEM NOJIOXKHTE
cajipeTKy Ha MECTO NMPOKOJIa, YTOOBI NPEAOTBPaTHTh KPOBOTEUCHHE.

8. BcraBbTe y3en HHTpoAblocep/aundTaTop uepe3 NpoBOAHHK B cocyld. [lpoapuHbTe Yy3en
HHTPOIBIOCEP/AUNIATATOp B COCYJ] BpallaTeNbHbIM ABHXEHHEM. Jlepxute ysen Oausko K
KOX€ MOCJie YCTAHOBKH.

9. Tlocne yctaHOBKHM yaepkuBaiite 060/I04KY, OCTOPOXKHO H3BJIEKHTE JHJIATATOP H MPOBOJHHMK
BMeECTE, YTOObI OCTaBUTh 000N0UYKY B COCY €.

10. Ucnone3yiiTe mnpuu ¢ 3amoOpHbBIM KPaHOM IUIA acUpalMHd M3 YIUIHHHTEILHOW NHHHH
GokoBoro nopra, yaanus Maccab noTeHuMaIbHBIA Bo3ayX. [Tocne 3toro npomoiite 6okoBoii
nopt (pHU3UONOrHYECKHMM pacTBOpoM. 3akpoiTe 3anmopHbifi KpaH, 4TOOBI NOANEPXKHMBATH
NPOMBIBKY YUIMHHTENbHON JTHHHHM 60KOBOro nopra.

11. BcTaBbTe MPOBOAHMK WM KaTeTep B COOTBETCTBHH C KJIHHMYECKHUMH TpeOOBaHHAMH B

.
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MHTpPOZBIOCED.

Octopoxno! Yiepxuaiite 000/04Ky Ha MeCTe NPH YCTaHOBKE, MO3HUMOHWPOBAHHH HIIM
M3BJIEYEHHH KaTeTepa U MeJUIEHHOM H3BJIEYEHUH NTPOBOJHHKA.
12. U3BnexuTe HHTpOIBIOCED NOCIE 3aBEPLUCHHUS ONEpalHy.

3anBJieHHA
UnuTponblocep ¥ ero ynakoBka He COAEPXKAT MaTEPHAIOB, MOTYUYEHHBIX U3 TKAHEH XKHBOTHBIX HIIH
yeJioBeKa. <

HHTpoabiocep # ero ynakoBka He COJEpXKaT JIEKapCTBEHHbIX CPECTB.

HuTpoabiocep 1 €ro ynakoBka He COAEPXaT MPOH3BOAHBIX KPOBH.

“pHMeHHMbIe CTAHAAPTDbI H COOTBETCTBHE CYIRE€CTBEHHDBIM 'rpe6onammM

Tabnuua 4.

Ne

HomMmep crannapra

HaspaHue cTaHaapra

1

Hupektusa 93/42/EEC

Hupextusa 93/42/EEC Ha MeauumHckue npubopsl,
yCTpoiicTBa, 060pyIOBaHHE

ENISO 13485:2016

H3penus meauuunckue. CHCTEMBI MEHEDKMEHTA KayecTBa.
TpeGoBaHus s uenell perynupoBaHus

[SO 11070:2014

HHTpoabiocepbl OOHOKPAaTHOrO NMPHMEHEHHS CTEPHIIbHBIE.
Texuuyeckue TpeGOBaHUS U METObI HCIIBITAHUH

ISO 10993-1:2018

H3anenusa Meanunnckue. Ouenka 6Moorudeckoro acicTBus
MeIMUMHCKUX H3genuit. Yacte 1. OueHka U Hcclle10BaHHUSA
B NpoLiECCEe MEHEIDKMEHTA PUCKOB

ISO 10993-4:2017

H3nenus Meauuuuckue. OueHka 6uonoruueckoro 1eicTeus
MeauuuMHCKUX n3genuit. Yacto 4. MccnenoBanusa H3zenui,
B3aHMOJCHCTBYIOLIMX C KPOBBIO

ISO 10993-5:2009

H3nenng MeauunHckye. OueHka 6Monoruueckoro aeicTreus
MEIMUMHCKUX H3genuii. Yacte 5. HccnemoBanus Ha
LHHUTOTOKCHYHOCTb: METOJABI in vitro

EN ISO 10993-7:2008

Uspenus meanunackue. OueHka GHoNorHueckoro JeHCTBUA
MeauuHHCKuX u3nenuit. Yacte 7. OctaTouHOE colepxKaHHE
ITHJIEHOKCHIA NOCJIE CTEPHIIH3ALIHH

ISO 10993-10:2010

HU3nenus meauuuHckue. OueHka 6Monoruueckoro aeicTeus
MeguuuHckux M3geanii. Yacts 10.  HccnenoBanus
pa3apaxarolero i CeHCHOMIN3MpPYIOLLEero AeACTBHSA

10

EN ISO 11607-1:2009

YnakoBka a18 MEIULMHCKHX M3ZENHiA, MoAneXalux
¢uHuwHOM crepunusaumd. Yacte 1. TpeGosanusa K
MaTepHasaM, 6apbepHbIM CHCTEMaM A1 CTEPHIM3AUMH M
yNaKOBOYHBIM CHCTEMaM

11

ISO 11607-2:2019

YnakoBka I8 MEIMUMHCKHX H3NCJIHH, MOMIEKAHX
¢upuwHOM crepunusaumu. Yacte 2. TpeGosanus K
BaNMJAUMH NpoueccoB (OPMHPOBaHHA, FepMETH3AUHHM H
cOopku

12

ISO 14155:2011

Knunuueckue uccnenosaHus. Hamnexkamias KiMHU4YecKas
NpakTHKa

13

EN ISO 15223-1:2016

Usnenus meauuuHckue. CHMBONBI, NpPHMEHSEMblE IpH
MapKHPOBAHHH Ha MEIMLIMHCKHX H3IENHAX, ITUKETKAX U B
conpoBoauTenbHON aokymeHTauun. Yacte 1. OcHoBHbIE
TpebOBaHHUs
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Crepuayanns
Hutpoasiocep crepuimsyercs 3THAeHOKCHAOM (EQ) 1 npennasHavier TOABKO ANA OAHOM nponexy psl
(OHHOKPATHOTO HCNONB30BAHNUS, OJHOPA3OBLIH).

Cpok rogaocTn

CpoK roAHOCTH HHTPOABIOCEPa COCTABNAET 3 IOfa C JAaTH CTEPHIN3AUHRM.

HEBTpoABIOCEp HCIMTHIBANCA MOCAE MOABEPTaHMA YCKOPEHHOMY CTApeHHIO, MMHTHpPYIOmMEMY 3-
neTHuit CpoK XpaHeHMd. Boe MCNBITaHHS MPOUUIM YCHEWHO W COOTBETCTBOBAIM KPHTEPHAM
TNPHEMIIEMOCTH.

Mapxuposka

Ha 3TEKETKE HHAMBAYANBHOH YIIAKOBKH H3JENHA JOJDKHA OBITh yKa3aKa cheaylonias HHOOPMAalnA:
- HAHMEHOBaHNE H OIMHCAHHE NIAC/INS;

- pasMep M JUIHHA HATPOABIOCEPa;

- pasMep K ANIHHA AUNaTaTopa;

- pasMep H JJIHHA NPOBOAHMKA;

- pa3sMep K JUTHHA HIJILY;

- HAMMCHOBaHKE U Afpec TPOH3IBOAUTENA;

- HOMEP N0 KaTaIoTY;

= KOJi napTHu;,

- JATa IPOH3BOACTBA H CPOK FOAHOCTH;

- YCNIOBHA TPAHCTIOPTHPOBAHKA 1 XpaHEeHHA (YKa3aHbl B MAPKHPOBKE HA PYCCKOM A3LIKE);
~ cHMBON «CTepHIN3aLEsI OKCHAOM 3THIICHAY;

- CHMBOJ1 «3afIpeT Ha IOBTOPHOE NPAMEHEHUEY;

- cHMBON «He ucnons30BaTh NPH NOBPEXACHNH YNAKOBKHY;

- cuMBol «He creprm30BaTL NOBTOPHOY» (YKa3aH B MAPKUPOBKE HA PYCCKOM S3hIKE);

- caMBon «OcTopoxHo» O6paTATECh K HHCTPYKLHH N0 IPHMEHEHHIO.

Ha sTAKeTke rpynnoBoif ynakoBKH H TPaHCHOPTHONH KOpoOKA W3jenws Ao/DKHA OBITH ykasaHa
chacAyioman HHpopManma: ’
- HAUMEHOBAHHE H3/ICHA;

- pa3sMep M JUMHA HETPOABIOCEPa (TONBKO Ha ITUKETKE IPYyIINOBOH YNaKOBKH );

- pa3Mep ¥ JUTHHA JunaTaropa (TONbKO Ha ITHKCTKE IPYNNoBOH ynakoBKH);

- pa3Mep 4 JUIMHA MPOBOAHEKA (TONBKO HA 3THKETKE IPYNNOBOi YIAKOBKH);

- pasMep | JUIMHA MIJIH (TOJIBKO HA 3THKETKE IPYNNOBOM YIAKOBKH);

- KOIHYECTBO M3/IC/HH B YIIAKOBKE;

- HAUMEHOBAHHE N AAPEC IPOH3BOMATEIIA;

- HOMEp TIO KaTajory,

- KOJ| NapTHH;

- AaTa MPOH3BOACTBA H CPOK FOAHOCTH;

- YCIOBHA TPAHCIIOPTHPOBAHUA H XpaHEHHS (YKa3aHH B MAPKHPOBKE HA PYCCKOM A3BIKE);

- cuMBOJIB! «Bepx», «He nomyckars Bo3fe#icTBHA CoiHEYHOTO CBeTay, «He momyckats Bo3nelcrana
BIArK» {TOABKO HA 3THKETKE TpaHCNopTHOH KopoOku);

~ CHMBOJ «CTepHIH3ALHMA OKCHAOM THIICHAN;

- CHMBOJI «3anpeT Ha HOBTOPHOE MPHMEHCHHEY,;

- cuMBO «He HenopsoBaTh NPH NOBPEKACHUH YIIAKOBKHY;

- cuMBon «He crepaim3oBaTs NOBTOPHO» (YKA3aH B MAPKHPOBKE HAa PYCCKOM A3BIKE);

- cAMBOT «OcTopokHO» OGpaTHTECh K HHCTPYKIHH 10 NPHMCHEHHIO,
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I pad)nqecxne CHMBOJIbl, HCNTOJIL3YEMbBIC B MADKHPOBKE, NIPEACTABJICHDI B TabnuLE HUXKeE.

L

HUsrotosutens

LOT

Kon naprun

REF

Howmep no karanory

Jlata u3rotoseHus

Hcnons3oBathb 10

STERILE

Crepunusauus OKCHAOM
3THJIEHa

&

He ctepunusoBars
NIOBTOPHO

3anpeT Ha NOBTOPHOE

He ucnons3oBatb npu

NpUMEHEHHUE NOBPEXAEHHH YNaKOBKH
OcTopoxHO /\\‘//\ He monyckatb
O6paTuTech K HHCTPYKLMH A\ BO3JCHCTBHA

N0 NPHMEHEHHIO - [ ] CONTHEYHOTO CBETa

Bepx R He nonyckartsb

=>®) | &

T BO3/eficTBUSA BJIaru
TpancnopTHpOBKa, YCJOBHA XPaHEHHUSA

Cobmoaaiite OCTOPOKHOCTb. XpaHUTE B OPUTHHAIbHOI ynakoBke. U36eraiiTe BO3AEHCTBHA NPAMBIX
COJIHEYHbIX JIy4ei WK BbICOKHX TeMnepaTyp. XpaHHTb B MPOXJIALHOM, TEMHOM H CYXOM MECTE.
U3nenus, ynakoBaHHble NPOU3BOAMTENEM, MOTYT TPAHCNIOPTUPOBATHLCA BCEMH BHAAMH TpaHCMopTa
B KPBITBIX TPAHCTIOPTHBIX CPEACTBAX B COOTBETCTBHM C MPaBHIAMH NMEPEBO3KH IPy30B IS KaXI0ro
BHa TPaHCMoOpTa. -
TpancnoprupoBath usaenue Heobxoaumo npu temneparype ot -10°C no +40°C ¢ ananasonom £2°C
M OTHOCHTEJILHOM BJIaXKHOCTH 0T 30% 10 75% ¢ auanasoHoM +5%.

UnTpoasiocep ciieayeT XpaHUThb [pH KOHTPOIHPYEMOii KOMHaTHOH TeMneparype, ot 20 no 30°C, B
3aKPbITOM NOMEILEHHH B OPUIMHAILHOH yNaKOBKE NPONU3BOAHTENS B TEUEHHE 0003HAUYEHHOrO CPOKa
rOJHOCTH.

WHTpoablocep 10JDKEH IKCITyaTUPOBaTbCA B FOCMHTANAX W MEIMUHHCKHX YUYPEKACHHAX MNpH
KOMHaTHoM Temnepartype oT +15°C po +25°C u oTHOCHTENbHOI BaaxHocTH oT 30% no 75%.

HUHcTpyKuun no yTujiH3auuu

[Tocne HCMONB30BaHHSA YTHAM3UPYHTE H3AENHE H YNAKOBKY B COOTBETCTBHU C HOPMAaTHBaMH HIIH
npasuaaMHu 60bHULbI, AAMHMHUCTPALIUHA R/HIIN MECTHBIX OPraHOB BJIACTH.

M3nenus, uMeBLIME KOHTAKT C KPOBBIO W/HIIH APYrMMH OHONOrHYECKUMH KHAKOCTAMH MaLHEHTOB,
nojjexar YTHAH3AUMH M YHUUTOXKEHHIO-~B COOTBETCTBHM C TpeGoBaHMAMH no obpalleHHio ¢
MEIMUHHCKHMH OTXoAaMH, yctaHoBieHHbIMM CanlluH 2.1.3684-21 nns knacca b u apyrumu
HOPMaTHBHbIMM NPaBOBbLIMU akTaMu Poccuiickoit Peaepaunin.

Heuncnonb3oBaHHbIE U3€JIHS. B TOM YHCIIE C MCTEKLUMM CPOKOM FOAHOCTH (HE HMEBILIME KOHTAKTaA C
OMOJIOTHYECKUMH XKHAKOCTAMH MAUMEHTOB), NMOANEKAT YTHIH3ALUMH B COOTBETCTBHH C MOPAAKOM
YTHIH3aLKUH TBEpAbIX OBITOBBIX OTXOJOB, YCTAaHOBJIEHHbLIM 3aKOHOAATENbCTBOM Poccuiickoit
®enepaunn ana knacca A no CaulluH 2.1.3684-21.

TpeGoBanua k oxpaHe OKpyKalouleH cpeabl
HHTponblocep He Oka3bIBaeT HEraTHBHOIO BO3AECHCTBHSA HAa OKPYKAlOILYIO Cpeay.

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



IapaHTHS/0TBETCTBENHOCTD

Cpok roAHOCTH MHTPOABIOCEPa COCTABIACT 3 IO ¢ JATH CTEPHIHIAIMK.

Hanemue 6uino pazpaGoTano, HITOTOBIEHO, HCIKTAHO H YNIAKOBAHO CO BCEMH PasyMHBLIMA MEpaMH
NPEAOCTOPOKHOCTH.

Ha nawnoe uszenue He NpeAOCTABNAETCA HUKAKAX NBHHIX HAH NOJAPA3syMCBAaEMbIX rapaHTH,
BKMOuaK, Ge3 orpanmyeHuli, /moOnie NOApasyMeBACMEIC TMApAHTHH TOBAPHOrO COCTOSHHA HIMH
TIIPHrOAHOCTH V1A KoHkpernoit nem. Koumnanmg Shanghai Kindly Medical Instruments Co., Ltd. an
npH o0CTOATENLCTBAX HE HeCeT OTBSTCTBEHHOCTH 3a 000N NpaMoi, KOCBCHHEIN, ciryyalt HLIH
yiiepb B pesysbTaTe NOBTOPHOTO HCIIONB3OBAHUA M3ASIAS, OMHCAHHOIO B HACTOAINEM JOKYMEHTE,
332 MCKMIOYEHHEM CIyuacB, IPAMO NPEAyCMOTPEHHBIX CHCUMANM3HPOBAHHEIM 3aXOHONATCABCTBOM.
Hu oo mano se aMeet nonmaoMounil cBa3aBaTs xoMnanmo Shanghai Kindly Medical Instruments
Co., Ltd. ¢ xaxmMu-mabo 3aABNCHHAMH WM TapaHTHAMH, KPOME CIICIRANbHO OlOBOPCHHBIX B
HACcTOAINEM AOKYMEHTE.

B ciyuac BO3HMKHOBEHHS BONPOCOB MM 3aTPYAHCHHH, CBA3AHHBIX C HAINAMH H3ACTHAMH,
noxanylicra, oOpaniaiiTech K MECTHOMY JHCTpUGLIOTOpY WM HenmocpeacTBeHHO B Shanghai Kindly
Medical Instruments Co., Ltd. sanpaMyto B oGaasOe paGouce BpeMa.
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MepeBog AaHHOIo TeKCTa C KUTAWCKOro 1 aHrIMACKOro A3bIKOB Ha PYCCKMIA A3bIK BbIMO/IHEH MHOWA,
nepesoAuvKom MNasneHKo Bnagucnasom CTaHUC1aBOBUAYEM,

NnoAnuch

Poccuiickaa depepaumsi

Mopog Mocksa

MepBoro vions e ThiCAYM ABaALATbL YeTBEPTOro roga

[ KeuTko ®defop AnekcaHiposuy, HoTapuyc ropoga MoCKBbl, CBUAETe/IbCTBY NOAIMHHOCT b NOAMNUCH
nepesogynmka [MaBneHkKo Bna,qvlcnaBa CTaHuncnaeoBuya.

Moanuck caenaHa B MOeEM nPUCYyTCTBUN.

JIn4yHOCTb noaonmucasLUEro AOKYMEHT YyCTaHOB/IEHA.

3aperncTpuposaHo BpeecTpe: Ng62/137-H/77-2024- N
YnnayeHo 3a coBeplueHne HoTapuansHoro geicTeua: 400py6. 00 kon.

noAnmch

®.A. KBUTKO

epboBas neyaTb
HOoTapwuyca r.MockBbl
KBuTKO ®DJ1

Bcero npoLuHypoBaHo,
NPOHYMepoBaHO
M CKpenneHo nevyaTblo 27 nncT(a)(oB)

HoTapunyc

NoANuCh

Poccuiickaa ®egepauns
Fopoa Mocksa
MepBoro utonis Ase TbiCAYM ABajLaTb YeTBEPTOro roga
A, KsuTtko ®egop Anekcallhosuy, HoTapuyc ropoga Mockssbl,
n CBWAETENbCTBYIO BEPHOCTb KOMWUM C NPeACTaB/IEHHOr0 MHe 40 KymeHTy
A N 3apeructpupoBaHo B peectpe: Ne 62/137-H/77-2024- »
ANayeHO 3a COBEpLUEHME HOTapuanbHOro aeiicTemna: A0 G py6. 00 kon

QA0

Bcero npowwmTo, NpoHyMepoBaHO, CKPenaeHo
neyatbto 27 nMCT”a) (0B)

Hotapuyc
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