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£\iQ€ name
‘guidewire (further - Guidewire).

duct Description
guidewire has two models with differing material of wire and coating, PTFE coating guidewire and
rophilic coaling guidewire. Guidewire is presented in different head shape straight tip, J tip and angled
PTFE coating guidewire is composed of stainless steel spring coil, core wire and a safety wire. This
idewire has a Polytetrafluoroethylene coating applied to the entire length ofthe device in order to aid in
ricity. Hydrophilic coating guidewire is nickel titanium alloys core wire with a jacket that has a
rophilic coating.
T coating guidewire is fabricated from high quality stainless steel utilizing a sophisticated construction
cess with coating;
1 Flush Pori; Luck lock and rotating Hush port provides quick and standard syringe to connect, and
protection for the tip;
2 Finger Straight and J tip Memory; Use finger to make the guidewire straight at end and consistency
in guidewire performance;
3 Pre-Coating; Smooth surface, safety, increased lubricity and improved durability.
Aphilic coaling guidewire; provides an optimum level of lubricity to cross the most difficult lesions
Akiliiaies successful clinical outcomes in the most challenging procedures:
Durabiliiv and Lubricity : Fhc resilient hydrated gel coating provides a constant fluid layer on the
wire surface for optimum lubricity and long lasting durability;
Enhanced Visibility: Nitinol core wire and radiopaque jacket are designed to provide enhanced
visibility.
ksSINA, TS and BW of Guidewire are provided with PTFE proximal coating and Hydrophilic distal
iy
dewire is a shori-ierm contact with patients, single use device.

duct Types
device size matrix is shown in the tables below.
Table 1
Maximal outer Tip Length (x 5%) Coating Weight, not
diameter (+ 5%) more
00,035" (0.89 mm) 150 cm, PTFE 4.88/5.91/8.44¢
180 cm,
260 cm
0.035" (0.89 mm) Straight 150 cm, PTFE 4.88/5.91/8.44¢
180 cm,
260 cm
0,038" (0.97 mm) 150 cm, PTFE 4.88/5.91/8.44¢
180 cm,
260 cm
a.038” (0.97 mm) Straight 150 cm, PTFE 4.88/5.91/8.449
180 cm,
260 cm
0.035" (0,89 mm) 45% Ningled 150 cm, Hydrophilic ~ 2.78/3.27/4.72¢
180 cm,
260 cm
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Y4Y0-89 mm)

70,035" (0.89 mm)

0.038” (0.97 mm)

0.038” (0.97 mm)

0.038” (0.97 mm)

aximal outer
lameter (£ 5%)

W’ (0.36 mm)

14'(0.36 mm

14'(0.36 mm)

14'(0.36 mm)

14'(0.36 mm)

4'(0.36 mm)

Tip

Straight

Straight

Straight

iwire has fixed core wire.
cediameter of guidewire shaft shall be 0.89 +0.1 mm.
visually examined with normal or adjusted to normal vision at 2.5-fold magnification, the outer
teof the effective length of the conductor should not have extraneous inclusions,
rding to the method prescribed in EN ISO 11070, the guidewire should have no traces of corrosion,
(wire is visible in X-rays due to stainless or nitinol alloy material of core wire,
afety wire should be along the entire length of the conductor, up to the attachment of the core of the

Ictor to the tip.

Straight
45° Angled
J
Straight
Tip load
(£ 5%)
0.5,0.7¢g
0.5,0.7¢
0.6, 0.8, 1.0g
0.6, 0.8, 1.0g
0.6, 0.8, 1.0g
0.6, 0.8, 1.0g

150 cm,
180 cm,
260 cm
150 cm,
180 cm,
260 cm
150 cm,
180 cm,
260 cm
150 cm,

180 cm,
260 cm
150 cm,

180 cm,
260 cm

Table 2.
Length
(£ 10%)

180,
300 cm
180,
300 cm
180,
300 cm
180,
300 cm
190,
300 cm
190,
300 cm

Hydrophilic
Hydrophilic
Hydrophilic
Hydrophilic
Hydrophilic
Proximal Distal
coating coating
Hydrophilic
PTFE yarop
Hydrophilic
PTFE ydrop
Hydrophilic
PTFE yarop
Hydrophilic
PTFE y P
Hydrophilic
PTFE yarop
Hydrophilic
PTFE yarop

2.78/3.27/4.72¢g

2.78/3.27/4.72g

2.78/3.27/4.72g

2.78/3.27/4.72¢9

2.78/3.27/4.72g

YPE

SINA

TS

BW

Weight, not
more

1.15/1.35g

1.15/1.35g

1.15/1.359

1.15/1.359

1.15/1.35g

1.15/1.35g

tdingto the method prescribed in Appendix F EN ISO 11070, excluding the fixation zone and the first
treguidewire should not have signs of destruction, there should be no signs of peeling of the coating.
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i>rding to the method prescribed in Appendix G EN ISO 11070, neither the distal end of the guidewire
/ the remaining part of the guidewire should show signs of defects or damage caused by bending, there
/sould be no signs of peeling of the guidewire coating.
;onnection force: Guidewire should not loose between connection of each part.
TFE coating guidewire components are specified on the picture 1.

Picture 1.
1- core wire

2 - spring wire
3 - safety wire

~TFE coating guidewire sheathing structure is presented on the picture 2.
Picture 2.
1- Guidewire sheathing

2 - Four-way connector
3 - Taper tip

Hydrophilic coating guidewire components are specified on the picture 3.
Picture 3.
1- Hydrophilic coating

2 - TPU coating
2 - Nitinol wire

| u3

Hydrophilic coating guidewire sheathing structure is presented on the picture 4.

Picture 4.
3 1- Guidewire sheathing
2 - Luer lock port
3 - Taper tip
4 - Clamp

Raw materials
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Y3'n materials specification of the Guidewire is provided in the Table 3.

Table 3.
vAroduct Component M aterial Grade Manufacturer
PTFE Core wire Stainless steel 304V Carpenter Technology Corp
coating Safety wire Stainless steel 304V Carpenter Technology Corp
guidewire  gpring wire Stainless steel 304V Cacenrler Technology Cod
PTFE coating PTFE Teflon Merit Medical Coatings
Accessori  Protect hoop HDPE 5000S Sinopec Yangzi
es Petrochemical Co. LTD
Four way port ABS TR 558A LG Chera, Ltd.
J-Straightener PE DMDAB8008 OIL REFINING AND
CHEMICAL BRANCH OF
REPETROCHINA CO.,
LTD
Hydrophil Core wire Nitinol alloy Ni (50- Lumenous Peiertech
ic coating 60%) - Ti
guidewire (40%-60%)
TPU jacket Thermoplastic ESTANE The Lubrizol Codoration
polyurethane (60%) [/ 58277 NAT
tungsten powder (40%) 021 / CAS
No  7440-
33-7
Hydrop Rough 2—Hydr0xy—1—[4—(2—hyd JMEDTECH (X|AMEN)
hilic coat roxyethoxy)phenyl]-2- COATING TECHNOLOGY
coating methyl-1-propanone CO,LTD
(0.1-0.5%)/Ethanol
(90-99.9%)
Superfici  Polyvinylpyrrolidone JMEDTECH (XIAMEN)
al coat (10-30%)/Ethanol (70- COATING TECHNOLOGY
90%) CO, LTD
Accessori  Spiral Protect hoop  HDPE 50008 Sinopec Yangzi
es Petrochemical Co. LTD
J-Straightener PE DMDAB8008 OIL REFINING AND
CHEMICAL BRANCH OF
REPETROCHINA CO.,
LTD
Luer lock port PC IR2200 Formosa Idemitsu
Petrochemical Codorallon
Clamp PE DMDAB800 OIL REFINING AND
8 CHEMICAL BRANCH OF
REPETROCHINA CO.,
LTD
Type and curation of contact of the product with the human body: short-term contact with circulating
blood.
Contents

One (1) Guidewire, Instruction for use.

Indications
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Juidewire is intended to be used in the coronary vascular system to introduce and position catheter or
to desired lesion location during diagnostic and interventional procedures.

Aitended patient population and medical condition to be treated and patient selection criteria
Guidcwires are indented to use in patients who require interventional procedures as long as the patient is
allowed to perform the interventional procedure.

Guidewire is usually worked with other catheters, during the examination and treatment to the extremity
\ essei and coronary artery it helps the catheter passing into the vessel.

Indications: angina pectoris; acute myocardial infarction (direct PTCA and post-thrombolytic PTCA);
high-risk patients (severely impaired left ventricular function); recurrent ischemia after surgical bypass;
vascular and multivessel lesions; atherosclerotic lesions.

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

Devices to be used in combination

The Guidewire 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 Guidewire 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
Guidewires 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 resteriiization 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 Guidewires prior to the expiration date specified on the package.

Precaution
1 Prohibit use if the individual package is 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.

Careful inspection prior to use should verify the size, shape, and condition of the product as

suitable for the specific procedure.

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.

gk owbd

Potential Adverse Events
Potential adverse reactions which may result from the improper use of a guide wire include, but are not

limited to:
e Thrombus
«  Emboli

e Arterial or venous vessel wall damage
e Plaque dislodgment
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/Hematoma at the puncture site
/ Infection
[ X'essel perforation
N e \'essel spasm
« Hemorrhage
» \'ascular thrombosis

Instructions for use
1. Open the package and take out the guidewire. Use Lure Lock syringe to inject saline to flush
guidewire.
2. Insert insertion tool into sheath and the guidewire will place into blood vessel via insertion tool
then take back the insertion tool.
Caution! The guidewire must be placed into vessel without any resistance slowly and carefully.
3. Insert Angiography Catheter from the end of guidewire until Angiography Catheter reach appointed
position.
Caution! Adapt to position of guidewire by torque device when Angiography Catheter moving in the
blood vessel through guidewire.

4. After Angiography Catheter placed, move the guidewire carefully leaving from the Angiography
Catheter.

Statements

The Guidewire and packaging do not contain materials derived from animal or human tissue.
The Guidewire and packaging do not contain medicinal products.

The Guidewire and packaging do not contain blood derivatives.

Applicable Standards and compliance with Essential Requirements

No.  Standard number Standard name
1 Directive 93/42/EEC Medical Devices Directive
2 EN ISO 13485:2016 Medical Devices - Quality Management Systems -
Requirements for regulatory pudoses
3 1ISO 11070:2014 Sterile single-use intravascular introducers, dilators and
guidewires
4 ISO 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 EN ISO 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals
8 ISO 10993-10:2010 Biological evaluation of medical devices - Part 10: Tests
for irritation and skin sensitization
10 EN ISO 11607-1:2009 Packaging for terminally sterilized medical devices. Part -

1: Requirements for materials, sterile barrier systems and
packaging systems

1 ISO 11607-2:2019 Packaging for terminally sterilized medical devices. Part -
2: Validation requirements for forming, sealing and
assembly processes

12 1ISO 14155:2011 Clinical Investigation of Medical devices for human
subjects: Good clinical practice
13 EN ISO 15223-1:2016 Medical devices. Symbols to be used with medical device

labels, labelling and information to be supplied. General
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requirements

fixation
Guidewire is ethylene oxide (EQ) sterilized and is intended for one procedure only (single-use,

eff life
le!: liie of the Guidewire is 3 years from the date of sterilization.

fee Guidewire was evaluated after being subject to accelerated aging simulating 3 years shelf life. All
tsi successfully met acceptance criteria.

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

Legal manufacturer
;1
LOT Catalogue number

- LOT REFE

Manufacturing date Use by
[NAnC
Sterilized with Ethylene Do not resterilize
L L L oxide gas
Do not reuse Do not use if package is
damaged
Consult instructions for use Caution! Refer to the
A instructions for use
Fragile, handle carefully Keep away from sunlight

Keep dry

Transportation, storage and usage terms

Handle with care. Store in oiiginal 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°Cand Relative
Humidity from 30% to 75% with a range of +5%.

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

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

ier use. dispose of product and packaging in accordance with hospital, administrative, and/or local
rolemment 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 thebiological 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 Guidewire does not adversely impact the environment.

Warranty/Liability
The warranty shelf life of the Guidewire 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 pucgose, 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 MedicallnstrumentsCo.,
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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CEPTUNDPUNKAT

*norotmn*
CCPIT
(KnTaiiCKnin KOMUTET COAENCTBUS Pa3BUTUD MEXAYHAPOLHON TOProB/n)

KuTtalickuin  KoMuTeT COAeACTBMA PasBUTUIO  MEXAYHapOAHOW TOpProenuM - 370 ToOproeo-
NpoMblILeHHas nanata Kutas
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01802467
KutacKnin KOMUTET COLENCTBMA Pa3BUTUIO MeXAYHapOAHOW TOProsaun
Toproeo-npombiwieHHas nanata Kutas

CEPTUDPUNKAT
/QR-kog/
Ne213100B0/011338

HACTOAWNM YOOCTOBEPAEM, UTO: neyatb komnaHun Shanghai Kindly Medical Instruments
Co., Ltd. Ha npunaraemom MPOTOKOJIE UCIMbITAHWNI sBnseTcs NOAANHHOIA.

MeuaTb: 1KnTalicknit KOMUTET COAENCTBUS
pasBN TN MeXX/AYHapoAHOA Toproenu!
KuTtaincknin KoMuTeT coaencTens

pa3BUTUIO MEXAYHAPOAHOW TOProBau

Mognuce ynonHomouveHHoro nuua: /nognuce! Yxoy MuHgpaHb
(Oata: 26 ceHTAbps 2023 1.)

Caiit gns nposepku ceptudmkara http://www.rzccpit.com/validate.html

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



Shanghai Kindly Medical Instruments Co., Ltd *norotmn'
No. 925, Jinyuan yi Road, 201803, LUaHxali, KuTalickasa HapogHas Pecnybnunka
TenegoH: +86-(0)21-59140056; dakc: +86-(0)21-69000013

VIHCTPYKLMSI MO MPUMEHEHWIO

MpOBOAHUK BHYTPUCOCYANCTbINA

YTBepaun
(o37le] JomkHOoCTb Moanwuck Jata
Cto L3sHbxal MeHemxep OKK *nognuco™ 2023-07
MeuaTtb:!Shanghai Kindly Medical Instruments Co., Ltd/
MponssogunTens:

Shanghai Kindly Medical Instruments Co., Ltd.

No. 925, Jinyuan Yi Road, 201803, Shanghai, China
Ten: 86-21-59140056

dakc: 86-21-69000013

YNONHOMOYEHHbIW NpeACcTaBUTENb HA Tepputopun Poccuiickoin ®epepaymu:

000 "Cn-KAPANO™

107076, Poccusa, Mocksa,

yn. MaTtpocckas TuwmnHa, a. 23, ctp. 1
Ten:+7 (903)616-15-71

e-mail: sp cardio@ rambler.ru

2023, Pepakuuns 02
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HanmeHoBaHMe MeaULMHCKOrO n3aenus
MpoBOAHVK BHYTPUCOCYAUCTLIN (Aanee - MpPOBOAHUK).

OnucaHue n3genus

MpoBOAHVK UMeeT fiBa BapuaHTa UCMOSTHEHUA C Pa3/IM4HbIM MaTepuaioM MaHApeHa U MOKPbITUA: NPOBOAHUNK
¢ NT®3-NOKPLITUEM W MPOBOAHUK C TMAPOPUILHBLIM MOKPbITUEM. MPOBOAHMK NPEeACTaBNEH B BapuaHTax
NCMNONHEHNUA C NPAMbIM, J-006pasHbIM WM Yr/I0BbIM KOHYMKOM. MpoBOAHMK ¢ MT®P33-NOKPbITUEM COCTOUT U3
CnupaneBuAHON MPOBOMOKN W3 HEPXaBEKLeid cTann, MaHApeHa W NpefoXpaHUTeNbHOW MPOBOOKM.
MonuTeTpayTOPITUNIEHOBOE MOKPbLITUE NPOBOLHMKA HAHECEHO MO BCeil ANvHe u3fenus ANS NOBbILIEHWS
CKOMb3ALe cnocobHocTW. MpOBOAHWMK C TMAPOPUALHBLIM MOKPLITUEM NpeAcTaBnseT coboi MaHApeH u3
HVKeNb-TUTAHOBOIO CMnjasa C r’MAPOPUIbHBIM MOKPLITUEM.

MpoBogHWK C nNoOKpbiTuem [MTPS wu3roToBNeH W3 BbICOKOKAYECTBEHHOM HEpXXaBelLllen cTtanum c
MCNOMIb30BaHMEM CNOXXHOI0 TEXHONOTMYECKOro npouecca ¢ HaHeCEHNeM MOKPbLITUA:

1 Mopt gna npombiBaHua: CoeguHeHme Jlo3pa WM MOPT A8 NPOMbIBaHMA 06ecrnevynBaloT 6bICTPOE W
CTaHfapTHOe COefMHEHME LWNMPULA N 3alUTY KOHYMKA;

2. MpsAmoii 1 J-06pasHblii KOHYMK: C MOMOLLbI0 Nanbla npuaaiTe NpAMy0 GOpMYy KOHYMKY MPOBOAHMKA W
3aMKcnpyiiTe faHHOE COCTOSIHUE;

3. HaHeceHHoe nokpbITHe: [nagkas nMoBepxHOCTb, 6e30MacHOCTb, MOBbILWEHHAA CKONb3ALAaA CNOCOBHOCTb U
NoBbILIEeHHas J0/IT0OBEYHOCTb.

MpoBOAHMK C TUAPOPUAbHBIM MOKPLITUEM: 06ecneynBaeT ONTUMA/bHbLIA YPOBEHb CKOMbXEHUS ANs
NPOXOXAEHNs 4Yepe3 camble 3aTPYLHEHHbIE MOBPEXAEHUS WM CMOCOOGCTBYET YCMEWHOMY KAMHUYECKOMY
pesynbTaTy B CaMblX CMOXHbIX MpoLegypax:

1 [onroBeyHocTb W TMNOKPbITME: 3NacTUUYHOE TUAPATUPOBAHHOE TreneBoe MOKPbITMe obGecneynBaeT
MOCTOSHHbIA  BMI@XHbIA CNOW  Ha MOBEPXHOCTW MNPOBOAHWKA ANA  ONTUMANbHOTO CKOJBXEHUS U
[,0/ITOBEYHOCTH;

2. YnydlweHHas BUAUMOCTb: HUTMHONOBLIN MaHAPEeH M peHTreHOKOHTpacTHas 060/104Ka npegHa3HayveHbl Ans
obecneyeHunst ynyuyleHHoOW BUAUMOCTMN.

MpoeogHuk TNoB SYNA, TS n BW nmeroT npokcumansHoe nokpbiTue NT® 3 n rugpouibHOE AUCTanbHoe
MOKpbITHE.

MpoBOAHMK NBNAETCA MW3[eNVWeM OAHOKPAaTHOrO0 MPWMEHEHUS,, WUMEKOWMM KpPaTKOBPEMEHHbIA KOHTaKT C
nawuveHToMm.

TexHnYeckne xapakTepucTuku nsgenms
MaTpuua pasmMepoB U3genus npeactaBneHa B TabauLax Huxe.
Tabnuua 1

HapyXHbIi fuameTp KoHuunk OnvHa (= 5%) MokpbITHe Bec, He 6onee
(+ 5%)
0.035” (0.89 mm) J-06pasHbIii 150, 180,260 cm MnTe3 4.88/5.91/8.44T
0.035” (0.89 mm) Mpsimoi 150, 180, 260 cm MnT®3 4.88/5.91/8.44T
0.038” (0.97 mm) J-06pasHblii 150, 180, 260 cm NT®3 4.88/5.91/8.441
0.038” (0.97 mm) Mpsmoli 150, 180, 260 cm NTe2 4.88/5.91/8.44T
0.035” (0.89 mm) Yrnosoi 45° 150, 180, 260 cm MgpodnnbHoe 2.78/3.27/14.72I
0.035” (0.89 mm) J-06pasHblii 150, 180, 260 cm rmgpodunnbHoe 2.78/3.2714.72T
0.035” (0.89 mm) Mpsmoli 150, 180, 260 cm MmapogunbHoe 2.78/3.27/4.721
0.038” (0.97 mm) Yrnosoii 45° 150, 180,260 cm MmapogunibHoe 2.78/3.27/14.72T"
0.038” (0.97 mm) J-06pasHblii 150, 180,260 cm MapodunbHoe 2.78/3.27/4.72T
0.038” (0.97 mm) Mpsimoii 150, 180, 260 cm MmapotunnbHoe 2.78/3.27/4.72T
Tabnuua 2
Hapy>xHbiii KoHuuk XKecTKoCTb OnvHa (x Bec, He
amameTp (£ 5%) KOHYMKa 10%) MokpbiThe vn 6onee
0.014” (0.36 MM) > 0.5, 0.7r 180,300 cm nTes/ SINA 1.15/1.35I"
06pasHbl MmapotnnbHoe
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i
0.014” (036 Mm) | Tipamoit |  05,0.7r | 180,300cm [ nrosy/ 1.15/1.35¢
uapopuibHoe
J-
0.014” (0.36 Mm) | obpasubi | 0.6,0.8, 1.0r | 180,300 cm nTos/ 1.15/1.35r
o I'mapodunbHoe
# TS
0.014” (0.36 wm) | Tipamodi | 0.6,0.8,1.0r | 180,300 cm Tesy/ 1.15/1.35¢
napodunsHoe
J-
0.014” (0.36 Mm) | oGpasubl | 0.6,0.8,1.0r | 190, 300 cm o3/ 1.15/1.35r
'napodunbHoe
it BW
" . OT®D/ 1.15/1.35r
0.014” (0.36 Mm) | Ilpamoii | 0.6,0.8,1.0r | 190,300 cm Fiapodmisoe

[MpoBoanuk uMeeT pUKCHPOBAHHLI MaHAPEH.
HapyxHblii aHaMeTp cTep)xHA NPOBOAHHKA JOJKeH cocTaraaTh 0,89 10,1 MM.
[Tpu BM3yanbHOM OCMOTpPEe HOPMa/IbHBIM WIH CKOPPEKTHPOBAaHHBIM [0 HOPMAILHOrO 3pEHHEM NpH 2,5-
KpaTHOM YBEIHYEHHH BHEIUHAS MOBEpPXHOCTb 3(GEKTHBHOH ANMHBI NPOBOAHMKA HE [O/DKHA HMETHb
NOCTOPOHHHX BKIIOYEHHIA.
IMpu ucnbirannax cornacHo npunoxernio B 'OCT P UCO 11070, npoBoaHHK He A0/XKEH HMETb MPH3HAKOB
KOPpPO3HH.
[TpoBoaHMK BHAEH MPH PEHTreHOBCKOM HMCC/ENOBaHHH Gnarosaps MarepHany MaHAPEHA H3 HEPXKABEIOLLEH
CTaJIH WIH HHTHHOJIOBOTO CTJaBa.
[TpenoxpanurenpHas NpoBONOKa AOHKHA OLITb MO BCEH ANHHE NPOBOAHMKA, BILIOTH A0 KPEIUIEHHA MaHApEHa
NPOBOJHHKA K HAKOHEYHHKY.
IMpu ucnbirannax cornacHo npunoxenuio F FTOCT P UCO 11070, ncknioyas 30Hy pHUKCaLMK H NEPBOro BHTKA,
NPOBOAHHK HE JOKEH HMETb NPH3HAKOB Pa3pyLUEHMUA, He AO/DKHO ObITh MPH3HAKOB OTCJIAHBAHHA NMOKPBITHA.
IMpn ucnbiranusax cornacHo npwioxkerHnio G F'OCT P UCO 11070, u aucTanbHbli KOHELl NPOBOAHHKA, HH
OCTaIOWAACA YaCTh MPOBOAHHKA HE NOJDKHbl MMETb MpPH3HAKOB Ae(EKTOB WIH NMOBPEKACHHI, BbI3BAHHBIX
H3ru6oM, He NO/LKHO ObITH MPH3HAKOB OTC/IaHBAHHA MOKPHITHA NMPOBOAHHKA.
[MpounocTtb coeannenns: CoeAMHEHNA KXAO#H YaCTH NPOBOAHHKA HE OJDKHBI ocabeBaTh.
CocraBHble yacTi npooatnka ¢ PTFE-nokpbiTHeM yka3aHbl Ha pucyHke 1.

Pucynok 1.
1 — ManapeH
2 — cnMpaneBuaHan
NpoBOJIOKa
3 — npeaoxpaHuTeNbHAA
NpoBONOKa

i

O6onouka nposoaHHka ¢ PTFE-nokpbITHeM npeacTarneHa Ha pUCyHKe 2.
PucyHok 2.
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1- O60/104Ka NpoOBOAHMKA
2 - YeTbIpexxof0BOoli pasbem
3 - KoHyc006pasHblit KOHUYMK

CocTaBHble YyacTu NnpoBOAHUKaA C FI/I,qu(*)I/II'IbeIM NOKPbITMEM NPeACTaBNEHbI HA PUCYHKE 3.

PrcyHok 3.

1- T'napodunsbHoe

MoKpbITHE
2 - TokpbiTne TMNY
3- MaHgpeH

CTpyKTypa 060/104KI NPOBOAHUKA C FTAPOGUILHBIM NOKPLITUEM NPeACTaBNeHA HA PUCYHKE 4.

PucyHok 4.
1 2 3

Martepuarnsl, Cbipbe

CreumndguKalums MaTepmanos U3roToBNeHMs NMPOBOAHUKA NpUBeeHa B TabnuLe 3

Tabnuua 3
3penune Jetanb MaTtepuan
MpoBoAgHUK ¢ MaHpapeH Hep>kaBetowwasa cTanb
NMOKPbITUEM
MT®3 MpepoxpaHuTensHas Hepxaselowas ctanb

npoBoOKa

cnupanesupHas Hep>kasetowas ctanb

NnpoBo0oKa

MokpbiTe MNTP3I MonuteTpadTOpaTUeH
KomnnekTyto lNpegoxpaHuTensHoe MoAnaTUNEH BbICOKOIA
e KO/bLIO MJ0THOCTK
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1- O60n04Ka NPoOBOAHUKA

2 - MopT /Tto3p

3 - KoHyco06pa3Hblil KOHYMK
4 - ®ukcartop

Mapka

SS304V
SS304V
SS304V

edhnoH

5000S

MpounssoguTtens

Carpenter Technology
Corp

Carpenter Technology
Corp

Cadenter Technology
Coth

Merit Medical Coatings

Sinopec Yangzi
Petrochemical Co. LTD



UeThipeXcTopoHHKHNA ABC TR-558A .G Chem, Ltd.
COSAHHHTEND (axpunoruTpHIGyTaaHEH
CTHPOS)
Buinpamurens ana J- [MonuaTneH DMDA-8008 OIL REFINING AND
POPaIHOTO KOHYHKA CHEMICAL BRANCH
OF REPETROCHINA
CO., LTD
[IpOBOAHNK C H [Harunonopas nposonokafNi (50-60%) — Ti Lumenous Peiertech
rHApogHIb (40%-60%)
M nokpritieM Tlokpritae TITY TepMOnnacTHHLINA STANE 58277 NAT[The Lubrizol
monuyperaH (60%) / 021 / CAS No 7440- [Corporation
NOpOWOK Bonbgpama  B3-7
(40%)
Funpodunc bazopsit  R-I'mapoxceu-n-f4-(2- — H
D& NOKPLITHE ok HAPOKCHAITOKCH WpeHHN - XIAMEN) COATING
2 -MeTHA-1-NponaHoH HNOLOGY CO,
(0,1-0,5%) TD
[loepxsoc [IONMBHHHITTAPPOIHIOH |- TECH
[repait cnol {10-30%) / Oranon (70- COATING
‘ 90%) HNOLOGY CO,
TD
El(lc::mekmo CnupansHoe onusTHACH BRicoKOK  [S000S inopec Yangzi
IPCAOXPAHHTENBHOS MOTHOCTH etrochemical Co. LTD
KONbLO
Bunpamurens s J-  [[onusanen DMDA-800S OIL REFINING AND
OOpasHOro KOHYMKA CHEMICAL BRANCH
OF REPETROCHINA
CO., LTD
Iopt Jiro3p [[lomukapGosar IR2200 ormosa Idemitsu
etrochemical
Corporation
buxcarop [loauaTHneH DMDA-8008 OIL REFINING AND
CHEMICAL BRANCH
OF REPETROCHINA
CO., LTD
BuA ¥ NpOAOKUTENBHOCTE KOHTAKTA H3JENUS C OPraHH3MOM WEJIOBEKA: KPATKOBPESMCHHBIH KOHTAKT C

UHPKYAHpYiomeH KPOBLIO.

‘ CopepxuMoe yNaKoBKH
OauH (1) nposoanuk, UHeTpyKia no NpUMEHEHHIO,

Hasznauenue
IIpoBOAHMK NpeAHA3HAYEH AN BBEACHMA H NOHUMOHHPOBAHMA MHTCPBCHUMOHHBIX HM3ACAMHA npH
MpOBEACHUH AMArHOCTHMECKHX M HHTEPBEHUMOHHBIX NPOUCAYP.

IIpeanonaraeMbic NOIL3OBATE/IN, NOKAIANEA K NPHMCHEHNI0, KPATEPAH 0T60pa NaNHEHTOB
MMposoAHMKM mOKA3aHE! ANS WCTMOJNB3OBAHME Yy TNAUMEHTOB, KOTOpEIM Tpebyercs npopeAcHHS
BHYTPHCOCY/MCTBIX WHTCPBEHIIHOHHBIX BMCLIATENLCTE, NIPH YCIOBHH, MTO NAIHEHTY PaspemieHo BHIOIHATD
HHTCPBCHIHOHHYIO TPOLCAYPY.

»  TpoBOAHMK HCMONB3YETCA ¢ PASAMMHLIMM KATETEpaMH, BO BpeMA AMATHOCTHUECKMX H TEpPaneBTHYECKHX
MSHANMYAAUMI Ha COCYAaX KOHeUHOCTeH A KODOHAPHBIX apTepusx, OH obecreymunaeT MPOXoKACHHE KaTeTepa
B COCYAE.
TokazaHua: cTeHOKApARS; OCTphiit ungapkT Muokapaa (npamas YTKA u nocrrpomGonuriueckas YTKA);
NALMEHTH BHICOKOIO pHCKa (Pe3K0 BHIDOKEHHAT MUCOYHKUMA NEBOTO KEMYAOUKa), PeLHAMBHPYIOWAA
HIIEMHS MOCNe XWPYPrH4eCKOro WIYHTHPOBAHHA; COCYAWCTH® M MHOTOCOCYAMCTBIC NODAMEHMS;
ATEPOCKICPOTHHECKAS TOPAXKEHNA.
Tonexo Bpaus, NpoHIeAilNE COOTBETCTBYIOLIYIO NOATOTOBKY W 3HAKOMEIC ¢ NPHHLMIAMH KIHHHYECKOrO
ApUMEHEHHS, OCNOXKHEHMAMH, TOGOYHBIMH ABJIGHHAMM MW ONACHOCTAMH, OOBIYHO CBA3GHHBIMH C
NPOBOHHKAMM, JODKHE HCTIONB3OBATD ITO H3RENHE.
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H3aenug, Hcmonb3yemble B KOMOUHAIEA

TIpoBoAKMK MpEAHASHAYEH VIR HCTIONB30BAHHR B COCYANUCTON CHCTEME JUIA BBSACHHA H NMOIHUMOHHPOBAHUN
KaTeTepa Wi PacilHPHTENA B XKENACMOM MECTE MOPAKESHHA BO BPEMA AUATHOCTHYECKHX H HHTCPBEHLIHOHHLIX
MpOLERYP-

TIpOBOMHHK MOXET HCNONB3OBATECA B COHMETAHMM C YCTpohcTBamMH, OOBIYHO HCMONB3YEMBIME IPH
HHTEPBCHLMOHHBIX MPOLIEAYPAX, N0 YCMOTPEHHIO MEMMLMHCKONO CNEHHANMCTA, B 3ABHCHMOCTH OT
KITHHHYECKOH CHTYalMH M BLIMONHAEMOrO BMELIATEIBCTRA.

IIporuBonoxalauns
TIpoTwBONOKa3aHUA K NPUMEHEHHIO H3ACAMA HE HIBECTHBL.

HpexocTepesenss

1. Tosbko Bpaun, npolLIEAlINE COOTBETCTBYIOLLYIO NMOATOTOBKY H 3HAKOMbIE C NPHHLUKNAMH KTHHHUYECKOIO

NPHMEHCHHUA, OCNONKHCHHAMH, TNOGOYHBLIMH ARICHHAMH H ONACHOCTEMH, OOBIMHO CBASAHHBIMH <

NPOBOAHHKAMH, NOMKHE! HCMONB30BATD 3TO UIACAHE.

2. Hanenue npeaHa3Ha4eHO TOMLKO ANA ORHOKPATHOIO Mcnoms3oBaHus. He ucnonssyitre, He ncnonssylire

NOBTOPHO M He MOABeprafite mosTOpHONH crepummauuM JaHHoe Higenue. IloBTopHOe HCNONL3OBaHMe,
. nosropHas obpaborTka WM NOBTOPHAR CTEPUAH3ALMA MOTYT HAPYIIHTH CTPYKTYPHYIO LENOCTHOCTS

YCTpOHCTBE W/HIH CO3AATD PUCK €r0 3Aarpa3HERHA, YTO MOXKET NPHBECTH K TPABME, 3a00MeBaHHIO WIH CMEPTH

naunenTta. OuscTka, AesHHGEKIUNA H NOBTOPHAA CTEPHIM3ALMA MOIYT NPHBECTH K HAPYILICHUIO OCHOBHEIX

XapaKTEPHCTHK MATEPHANA W KOHCTPYKLMH HIAICNIHR, UTO NPHBEALT K €10 NONOMKe,

3. He ucnonsayitre nanenue, €cNH ynaxoska BCKPHTa HINW NOBPEXACHA.

4, Henonnsyire NPOBOAHHKH 210 HCTEHEHNA CPOKA FOAHOCTH, YKa3aHHOTO Ha YNAKOBKE,

Mephi RPEAOCTOPORHOCTH

1. 3anpemeno HCMONL30BATL, €CNHM HHAMBHAYAILHAA YIAKOBKA NMOBPEXKACHA WIH CPOK MOAHOCTH H3IENNA

HCTeK.

2. 3anpeliteo NOBTOPHOE HCMONL3OBAHHE, MOCKObKY H3ACAHE MPOAHA3HAYCHO TOJILKO AN OAHOKPATHOIO

MpHMEHEHUA.

3. 3anpelnaeTca HIMEHATH KOHCTPYKIMHIO H3AETHA.

4, Hanenne NOMKHB HCTIOMB3OBATD TONBKO NPOPECCHOHANTHHO NOATOTOBACHHLIC BPa4H.

5. Ilepen ucnonb2opanneM HeOGXORMMO NMPOBECTH TUIATEALHELE OCMOTP H3AENHA VIS MOATBSPKACHHS, HTO

pa3Mep, popMa H COCTOAHUE KATETEPa NOAXOART ANA KOHKPETHOH Npoueaypsl.

6. Tlocne HMCNONB30BaHMA JAaHHOE M3ZAENHE MOXKET NPEICTABIATH NOTERUHANLHYIO GHONOrHYeCKyio

onacHocTs. OGpaILATECA C HIAENHEM H YTHIH3IHPOBATH M3ZeNHe CNEeAYET B COOTBETCTRMY ¢ obmenpunarofi

‘ MEANLMHCKOH NPAKTHKOH M MPAMEHHMBIMH MECTHBIMH, TOCYIBPCTRCHHMMH H (eAepanbHEMH 3aKOHAMM 1
NpaBHIaMH.

IoTeBuMAaTbHbIC OCAOKHEHHS
TNoTeHuHATBHBIE OCNOXKHEHHS, KOTOPhE MOTYT BOSHHKHYTL B PEe3yNbTATe HENPABWILHONO UCMIONBIOBAHHA
NPOBOAHAKA, BKOYAIOT, HO HE OFPAHHYHBAIOTCA C/ICAYIOLIMMH:
- Obpasopanue TpomGos
- Bosaywnas smbonusa
- lMoBpexnaecHHEe CTCHOK apTEPHANLHBIX HIIH BEHOIHBIX COCYA0B
- Cmemenne Onamkun
- l'emaToma B MecTe NIpoKONa
- Hudexumn
- -Tlepdopauns cocyna
- Cnaswm cocyza
- Kpoonanuarue
- Tpombo3 cocyna

HucTpyknus no npuMeHeRnio
1. Orxpoiite ynakoBKy M ROCTAaHETE NpoBoAnHK. Hcnonesyfite wnpui ¢ anantepom Jhoopa, 4robul
BBECTH QHIHOROTHYCCKUHA PacTBOp V1S NPOMBIBKH NMPOBOJHHKA.
2. BcrassTe MHapoamocep B 060NOUKY, H BBOAMTE MPOBOAHHK B KPOBEHOCHBIK COCYA ¢ MOMOUIBIO
HHIPOABIOCEPA, & 3ATEM H3BACKHTE HHAPOABIOCEP.
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Ocropoxiio! Tposoanmk aowkeH GuTe BBEACH B COCYA MEIICHHO H OCTOpokHO, Oc3 kakoro-nnbo

3. Bcraeste anrnorpadudeckuii karerep OT KOHUA NPOBOAHUKA AO TeX MOP, NOKa AHrHOrpadueckHit

KaTeTep He JOCTHIHET HASHAYCHHOIO NOJIOJKCHHA.

Ocropoxcio! Apammvpyiite K NONOXKEHMIO NMPOBOLHHKA C MNOMOIILIO BpaIMAIOWEro YCTPOHCTBA, BO BpeMA
nepeMellieHUA AHTHOTPAHHYECKONO KATETepa B KPOBEHOCHOM COCYAE O NPOBOIAHHKY.
4, Tocne ycraHOBKM aHIMOTPadHYECKON0 KaTeTepa OCTOPOKHO M3IBACKMTE INPOBOAHHK M3

mmrpa(bmecuoro KaTeTepa.

3agnnenua
HPOBOJ.IHHK H €TI0 YNAKOBKA HE COCPKAT uzwpuanon, NOTY4YCHHHIX U3 TKaHeH XUBOTHBIX HNH YETOBEKS.
TIpOBOAHMK H €10 YIIAKOBKA HE COACPXKAT NEKAPCTBECHHBIX CPEACTB.

HPOBOAHHK H €r0 YNAKOBKA HE COACPXKAT IIPOMBOJIHNX RpOBH

IIpamennMbie CTARAAPTRE
Ne

H COOTBETCTBHE CYIeCTBeHHbIM TpeloBannsm

Homep crannapra

HanmeHoBaHHe CTAHAAPTA

1

JAupexrusa 93/42/EEC

Jupextura 93/42/EEC na meanumHckue npubopul, yeTpoiicTea,
obopynosanne

‘ 2

ENISO 13485:2016

Hanenna wmepuuunckune. CHCTEMEH MCHOKMEHTA KavecTBa.
TpeGonauua ana uenedi perynHpoBaHHA

IS0 11070:2014

Hurpoastocepsl  OAHOKPATHOMO MNPHMCHCHHS  CTEDHIBHBIC.
Texuwueckue TpeSoBaHUS H METOABI HCRLITAHHY

ISO 10993-1:2018

Hagenus mepuumickue, Ouenka OGuonornueckore zaekcrsus
MeauuMHCeKMX wigennifi. Yacrs 1. OuleHKa H HMccnexoBaHKHE B
MpOLIECCe MEHE/KMERTA PHCKOB

ISO 10993-4:2017

Hsnenna megmmmuckne. Ouenka Ouonornueckoro AchcTBHA
memmigiHcknx  waaenuil. Yacte 4. HccnemoBaHuS H3INSHHIA,
B83aHMOICHCTRYIOMMX ¢ KPOBBIO

ISO 10993-5:2009

Hanenus meanuuHeke. OueHka OHONOrHYeCKOro AcHCTEHMA
meauumucknx  maaennit. Yacte 5. HccnemoBanms  Ha
UHMTOTOKCHUHOCTh, METOAR! i Vitro

EN ISO 10993-7:2008

Hanenun meanumnckue. Ouetika Ononormueckoro aeffcTeis
MeauMumHekHX w3mennil. Yacts 7. OctarouHoe comepxanue
ITWICHOKCHJA NOCTIE CTEPHINALNY

I1SO 10993-10:2010

Hapenua MeaumuMuckue. Ouenka OHonornueckoro aelcrens
Meautuckux  w3nenwii.  Yacts 10. HUccnenomanns
PA3APRAKAIOIETO H CCHCHOUINBHPYIOIIErD AeHCTBUA

10

EN ISO 11607-1:2009

VnakoBxa I8 MEAHLMHCKHX H3ACANH, MOMICKALHX GUHHIIHON
crepunmsaunn. Yacrs 1. TpeGopanua k MaTepuanam, GapsepHBM
CHCTEMaM /14 CTEPHIH3ALMH U YIIAKOBOUHBIM CHCTEMAM

19

ISO 11607-2:2019

VnakoBka I MEAHUMBCKUX B3aenul, noAnexRaumux GHHUAONK
crepunusauni. Yacts 2. TpeGoBaHnA K BANHAAUNH MPOLECCOB
(OpMHpPOBAHMA, repMeTHIALHY K cOOpKH

12

I1SO 14155:2011

Knunnveckue mHecnegosanma. Hagnexawmas winnideckas
NpaKTHKa

13

EN ISO 15223-1:2016

Hapenus wMeanuuickue. CHMBONB, NpAMCHSCMblE MNpH
MapKMPOBAHHH HAR MEIHLUHHCKHMX M3Ae/IHMAX, ITHKCTKAX U B
conposoanTensHoi  gokymenraumn. Yacts 1. OcHoBHbe
TpefoBaHNA

Cpox roxsocTn
CpoK roaHOCTH NPOBOAHMKA COCTABAACT 3 10ia ¢ AATH CTEPHIH3ALIMH.

TIpOBOAHHK MCNBITHIBATCA NOCNE NOABEPraHMS YCKOPEHHOMY CTApPEHHIO, HMHTHpYIOIIeMY 3-neTHMI cpok
XpaHeHuA, Bee HCMBITAHHA NPOLLIH YCIEUWIHO H COOTBETCTAOBANM KPHTEPHAM MPHCMIICMOCTH.
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MapKknposka
rpa(bl/ll—IECKl/le CUMBO/Ibl, UCNONb3YEMbIE B MAapKNPOBKe, N 3€ACTaB/EHbI B Ta6n|/|u,e HWXe.

M3rotosuTtens

Koa napTtum Homep no katanory

Jata n3rotosneHuns Mcnonb3oBaTh [0

Crepunusauma oKcuaom He cTepunusosatb

aTuneHa MOBTOPHO

3anpeTt Ha NoBTOpPHOE He ncnonb3oBatb npu

npuMeHeHne NoBpPeXAeHNN YynaKoBKU

|

O6patnTecb K MHCTPYKLUN NO OcTopoxHo!

NMPUMEHEHWIO

Xpynkoe, obpaliaTbes nln He gonyckatb BO3feicTBuS
T OCTOPOXHO COJIHEYHOrO CBeTa

no\

Bepeub oT Bnaru

‘“f

TpaHCNOPTUPOBKA, YCNOBMA XpaHEeHUS

CobntofaiiTe OCTOPOXHOCTb. XpaHUTe B OPUTrMHaNbHOW YynakoBKe. V36eraiiTe BO3AeWCTBUS MPAMbIX
CO/THEYHBIX NYYeil UK BbICOKMX TeMMepaTyp. XpaHWUTb B NPOX/1agHOM, TEMHOM M CYXOM MecCTe.

W3penvsa, ynakoBaHHble NPOU3BOAUTENIEM, MOTYT TPAHCNOPTUPOBATLCSA BCEMU BMUAAMM TPAHCMOPTA B KPbITbIX
TPaHCMOPTHbLIX CPeACcTBaxX B COOTBETCTBUU C NpaBuIaMy NEPEBO3KM rPy30B A1 KaXA0ro Buaa TpaHCnopTa.
TpaHcnopTupoBaTb U3fgenve Heobxoaumo npu Temnepatype oT -KO®C go +40°C ¢ agmanasoHom +2°C u
OTHOCUTENbHOW BRaXKHOCTU 0T 30% [0 75% c AnanasoHom +£5%.

MpoBOAHMK CNeayeT XpaHUTb MPU KOHTPO/IMPYEMON KOMHaTHON Temnepatype, oT 20 go 30°C, B 3aKpbITOM
MOMELLEHNN B OPUTMHANIbHOM yNaKoBKe NPOM3BOAMNTENS B TeYeHMe 0603HAYEHHOIO CpoKa rOAHOCTH.
MpOBOAHMK [OJ/HKEH 3KCMyaTMPOBaTbCA B FOCAUTANSAX U MEAUUUHCKUX YUYPEXLEHWAX MPU KOMHATHOW
Temnepatype oT +15°C go +25°C 1 oTHOCUTENbHON BRaXHOCTK oT 30% A0 75%.

VIHCTPYKUMKM NO yTUAN3aLmnm

Mocne ncnonb3oBaHWUsA YTUAU3NPYITe U3fenne 1 yNnakoBKy B COOTBETCTBUM C HOpMAaTUMBaMM WK NpaBuiamu
60NbHULbI, AAMUHUCTPALUN U/UIN MECTHLIX OPraHOB BNACTW.

WN3gnenns, umeBLLME KOHTAKT C KPOBbIO U/MAKN ApyruMn 61M0N0TMYeCKUMUN XUAKOCTAMU NaLWeHTOB, NOANexar
YTUAN3AUUU U YHUUYTOXEHUIO B COOTBETCTBMMU C TPEBOBAHUAMU MO 06paLLLeHNI0 ¢ MeAULMHCKUMU OTXOAaMU,
yctaHoBsieHHbIMY CaHlMuH 2.1.3684-21 pgna knacca b n gpyrumuM HOpMaTMBHLIMW MNPaBOBLIMW aKTaMu
Poccuiickoli degepaymm.

Heuncnonb3oBaHHble W3fenns, B TOM YUC/e C WCTEKIIWM CPOKOM TrOAHOCTW (He WMEBLUME KOHTakKTa C
BMONOTMYECKNMU XXUAKOCTAMM NAaLUEHTOB), NOANEXAT yTUAN3ALMIN B COOTBETCTBMM C MOPALAKOM YTUAN3ALNN
TBEPAbIX ObITOBLIX OTXO0B, YCTAaHOB/EHHbIM 3aKOHOAaTeNbCTBOM Poccuiickoin defgepayumn s knacca A no
CanlnuH 2.1.3684-21.
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TpeboBaHMA K 0XpaHe OKpYXKatoLel cpeapl
MpoBOAHMK He OKa3blBAaeT HEFaTUBHOIO BO3AEWCTBIS Ha OKPYXKAIOLLYH cpeay.

MapaHTUA/0TBETCTBEHHOCTb

CpoK rogHoCT/ NPOBOAHMKA COCTaBNAeT 3 rofa Cc AaTbl CTepUAN3aLnN.

M3genve v Kaxablii KOMNOHEHT €ro CUCTEMbI BblnM pa3paboTaHbl, N3rOTOBMIEHbI, UCMbITaHbl U YNaKOBaHbl C
cobnoaeHneM BCeX PasyMHbIX Mep NpPeaoCTOPOXXHOCTH.

Ha paHHoe m3fenve He NpPeaoCcTaBAseTCs HUKAKWMX SBHbIX WAW NOApasyMeBaeMblX rapaHTuid, BKaouvas, 6e3
OrpaHnYeHuii, nobble Nogpa3yMeBaemMble rapaHTUM TOBAPHOI0 COCTOSAHUA UM MPUTOAHOCTY 415 KOHKPETHOA
uenn. OTBETCTBEHHOCTb 3a /1I0Oble MPAMbIE, KOCBEHHbIE, ClyYaliHble UAN MOCAeLYyHOLINe YObITKA, BOHUKLLNE
B pe3y/nbTaTe MNOBTOPHOr0 MWCNOMAb30BaHUA W3A4eNUs, ONWCAHHOTO B [AHHOM [AOKYMEHTE, MOSHOCTbHO
OTCYTCTBYET, KPOME C/ly4aeB, NPsSMO NPeayCMOTPEHHbIX CneluanbHbIM 3aKOHOM. HY OAHO NULO He UMeeT
nonHomouunii ceasbiBath Shanghai Kindly Medical Instruments Co., Ltd. ¢ KaKUMU-IMG0 3aBAEHMAMU UK
rapaHTUAMu, KpoMe cnelunasbHO OFOBOPEHHbIX B HACTOSLLEM LOKYMEHTE.

B cnyyae BO3HWKHOBEHMS BOMPOCOB WAM 3aTPyAHEHWI, CBA3AHHbIX C HaWMMW W3LENUAMU, MOXKaNyhcTa,
obpalyaiTeCcb K MECTHOMY ANCTPMGLIOTOPY MM HenocpeacTBeHHO B Shanghai Kindly Medical Instruments
Co., Ltd. B 06bI4HOE paboyee Bpems.
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MepeBoA JaHHOTO TeKCTa C KN TaiCKoro M aHrNIACKOro Si3bIKOB Ha PYCCKUIA S13bIK BbINMOMHEH MHOVA,
nepeBoAUNKOM VicuHrannesoii iuHapoii ApKaibeBHOM,

MoAnuch

Poccuitickas degepaums

"opoa Mocksa

CegbMoro MapTa fiBe ThiCA4M ABajuaTb YeTBepTOro roga

[ KsuTko ®defop AnekcaHfposuy, HoTapuyc ropoga MocKBbl, CBUAETENLCTBY NOAMMHHOCT b NOANUCK
nepesofunka Ncuuranmesoii [uHapbl ApKagbeBHbI.

Moanuck chenaHa B MOEM NMPUCYTCTBUN.

JlnyHoCcTb nognucasLlero 4OKYMeHT yCTaHoB/eHa.

3aperucTpupoBaHo B peecTpe: MA 62/137-H/77-2024~ VS" n
YnnayeHo 3a coBepLUEHNEe HOTapuanbHoro geiicTeus: 400 py6. 00 kon.
noArmcCob

®.A. KBUTKO

epboBas neyaThb
HOTapuyca r,Mocksbl
KBUTKO P A

Bcero npowHypoBaHo,
MPOHYMEPOBAHO /
1 cKkpenneHo nevaTbio 23 nucT(a)(oB)

HoTapwnyc

NoAnmch

Poccuiickas
opog Moc
CefijbMOro mapTta fABe TbiCAYM fiBAf
A, KBuTKo ®efop AnekcaHApoBMY, HOTapuyc
CBM/AETeNbCTBYIO BEPHOCTb KOMWMN C NPeACTaBNEHHOr0 MHe 01NeH T
3apeructpupoBaHo B peecTpe: Ne 62/137-H/77-2024-
YnnauyeHo 3a COBeplUeHNe HOoTapuanbHorog e mcTB M apy 6. 00 kon

®.A. KBUTKO

Bcero npowwunTo, NpoOHyMepoBaHO, CKpenseHo™
neyatbto 22 nuct(a) (oB)

HoTtapuyc
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