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CERTIFICATE

213101A0/029526
No.

THIS IS TO CERTIFY THAT: the signature of Zuojing of
NANCHANG KAIMED MEDICAL APPARATUS CO.,LTD. and the seal
of the said company on the annexed DOCUMENT are genuine.

China Council for the Promotion
of International Trade

Authorized
Signature:

5w 20217124 06H
(Date: Dec. 06, 2021)

Jiang Jun

iiEf Website for verifying the certificate; http://ww.rzccpit. com/validate. htral
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INSTRUCTION FOR USE

1 NAVE
Disposable sterile tracheostomy tubes

Desigs:

t Disposable sterile tracheostomy tubes with cuff 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 6.0; 6.5, 7.0,

75 80.85, 9.0, 9.5, 10.0;
2 Disposable sterile tracheostomy tubes without cuff, 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 6.0; 6.5,

70 75, 8.0, 85. 9.0, 9.5, 10.0;

2 DESCRIPTION
Disposable sterile tracheostomy tubes (hereinafter referred to as tracheostomy tubes) are

intended for anesthesia, artificial aeration, respiratory tract clearance and restoration of the
respiratory function of the lungs for tracheostomy patients.

Designed for on-site use no more than 7 days.
Adisposable sterile tracheostomy tube consists of a connector for connection to the device,

atube with an X-line, a tube for cuff inflation, a flange, and an introducer. The product is a

IVegill tube.

Tracheostomy tubes are available in the following designs;
1 Disposable sterile tracheostomy tubes with cuff 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 6.0; 6.5, 7.0,

75, 8.0, 8.5, 9.0. 9.5, 10.0;
2. Disposable sterile tracheostomy tubes without cuff 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 6.0; 6.5,

70, 7.5,8.0, 85. 9.0, 9.5,10.0;

3. INTENDED PURPOSE/INDICATIONS
Disposable tracheostomy tubes are intended for anesthesia, artificial aeration, respiratory

tract clearance and restoration of the respiratory function of the lungs for tracheostomy

patients.
Designed for on-site use for no more than 7 days.

4. WARNINGS AND CONTRAINDICATIONS

1. Do not use for tension pneumothorax (you can use a computer after closed drainage
intubation), weak pulse, heart failure, especially right heart failure, pulmonary bulla,
pneumothorax, mediastinal emphysema before drainage, for patients with hemoptysis and
myocardial infarction, cardiac edema).

2. Never use ifthe package is open or damaged.

3. Service life is 5 years from the sterilization date.

4. For single use only. Destroy after use. Do not reuse.

5. CONDITIONS OF USE
Medical institutions, ambulance car

6. SIDE EFFECTS ASSOCIATED WITH THE USE OF MEDICAL DEVICE
Tension pneumothorax, Hypovolemic shock, heart failure (especially the right heart failure),
pulmonary bulla, pneumothorax, pneumomediastinum, big hemoptysis patients of

myocardial infarction, pulmonary edema
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ZAPPLICATION

1 Choose the size of the tracheostomy tube suitable for the patient.

2 Inflate the cuff using the minimum volume of air for testing. Minor cuff leaks can be
detected when air is inflated into the cuff. If there is a large leak, replace the cuff
immediately with a similar one.

3 The product is intended for insertion into a patient's trachea by physicians who have
received medical professional training and are approved for medical practice. The X-line on
the outside surface of the tube is used to determine the installation depth.

4 Inject the required amount of gas according to the tube size.
5 Ifthe tube is used within 24 hours, deflate to avoid damage, and renew the cuff after 1
hour.
6. After use remove the air, extract, dispose of and discard the product.

8 SCOPE OF SUPPLY
Disposable sterile tracheostomy tubes are supplied in a group package of 10/100
pcs/pack with instructions for use. Each tube has an individual primary packaging.

9. SHELF LIFE
Disposable sterile tracheostomy tubes are intended for use on site for no more than 7 days.
The shelf life is five years from the sterilization date.

10. MANUFACTURER GUARANTEED VALUES OF BASIC PERFORMANCE,
CHARACTERISTICS (PROPERTIES) OF THE MEDICAL PRODUCT.

Tracheotomy tube size range

In millimeters
Nominal inner diameter, Inner diameter and tolerance
the size
3.0 3.0+0.15
3.5 3.5+0.15
4.0 4.0t0.15
4.5 4.510.15
5.0 5.0+0.15
55 5.510.15
6.0 6.0+0.15
6.5 6.510.20
7.0 7.010.20
7.5 7.510.20
8.0 8.010.20
8.5 8.510.20
9.0 9.0K0.20
9.5 9.510.20
10.0 10.010.20

Information about the size of the connector for connecting to the equipment: 15 mm
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1 MATERIALS OF MEDICAL DEVICE

/ Product part Material
Name Brand Manufacturer
Inflation tube Polyvinyl Shuanghua Shanghai Ne\w Shanghua Polymer Material
chloride Co.,Ltd., China
Barium Cimbar Cimbar (foshan) Trade Co.,ltd., China
sulfate
(radio-
opague strip)
Hange Polyvinyl Hopefinder ~ Hopefinder Polymer Sci. &Tech. Co., Ltd.,
chloride China
QU Polyvinyl Hopefinder Polymer Sci. & Tech. Co., Lid,
chloride China
I05356-1  15- Polyethylene Kunlun Petrochina Daging Petrochemical Company,
rfimcone fitting China
External tube Polyvinyl Hopefinder ~ Hopefinder Polymer Sci. &Tech. Co., Ltd,
chloride China
Al Coatin Polyvinyl Shuanghua Shanghai New Shanghua Polymer Material
belloon g chloride Co., Ltd., China
Lid Polypropylen SINOPEC  Petrochina Jiujiang Branch, China
e
Kernel ABS polymer TERLURAN Styrolution Korea Ltd., Korea
Sealin  Silikogel Juhe Guangdong Juhe Silicone Material Co., Lid,
gpLg China
pring 304 stainless KOS Shenzhen Huijun Metals Co., Ltd., China
steel
Tubefixingtape  Polyester Sanding Sanding Ribbon Group Co., Ltd., China
Ribbon

12 STORAGE CONDITIONS

Disposable sterile tracheostomy tubes should be stored in a non-corrosive gas, cool, dry,

well-ventilated and clean room, with a relative humidity of not more than 80%
Temperature Relative humidity Atmospheric pressure
+4°C to +49°C Up to 80%. NA

13 TRANSPORT CONDITIONS
Disposable sterile tracheostomy tubes are transported by all types of transport in

Temperature Relative humidity Atmospheric pressure
+4°C to +49X Up to 80%. NA

14. OPERATION CONDITIONS
Temperature Reiative humidity Atmospheric pressure
+4X to +49C Up to 80%. NA
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15. CONDITIONS FOR DISPOSAL OR DESTROYING OF THE MEDICAL PRODUCT

a hospital, warehouse, etc., if necessary, the medical product is disposed of and
‘destroyed in accordance with the rules for handling medical waste regulated by SanPiN
2.1.3684-21 for class "B" (epidemiologically hazardous waste).

16 WARRANTY
The product must be used in accordance with the instruction for use. All questions related

tothe operation of the product can be addressed to the Authorized Representative of the

manufacturer.

The manufacturer guarantees performance throughout the shelf life, subject to storage
conditions.

For questions concerning product quality, contact the Authorized Representative of the
manufacturer.

17. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF THE MEDICAL
PRODUCT
N/A.

18. LIST OF NATIONAL STANDARDS

BN 1SO 13485 Medical products. Quality management systems.
Requirements for regulatory purposes

BN 1SO 14971 Medical products. Application of risk management to
medical products

EN ISO 10993-1 Medical products. Assessment of the biological effect of

medical devices. Part 1. Assessment and research in the
risk management process

EN 1SO 10993-5 Medical products. Assessment of the biological effect of
medical devices. Part 5. Cytotoxicity studies: in vitro
methods

EN 1SO 10993-7 Medical products. Assessment of the biological effect of

medical devices. Part 7. Residual ethylene oxide content
after sterilization

EN ISO 10993-10 Medical products. Assessment of the biological effect of
medical devices. Part 10. Investigations into irritant and
sensitizing effects

EN 1SO 10993-12 Medical products. Assessment of the biological effect of
medical devices. Part 15. Sample preparation and reference
materials

EN 980 Medical products. Graphic symbols used inthe labeling of
medical devices

EN 1041 Medical products. Information provided by the manufacturer

ISO 14644-1 Cleanrooms and associated controlled environments. Part 2.

Requirements for control and monitoring to demonstrate
continued compliance
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m1S011607-1

[ eNiso 11607-2

1ENISO 11737-1

BNISO 11737-2

ENISO 11135-1

IS011138-1

IS0 11138-2

BN 62366

BN20594-1

BN20594-2

BN 1SO 5356-1

ISO 5366-1
1SO 5366-2
EN 1618

BN 1782
MEDDEV. 2.7.1 Rev.3
BN 15986

Packaging for medical devices subject to terminal
sterilization. Part 1. Requirements for materials, sterilization
barrier systems and packaging systems

Packaging for medical devices subject to terminal
sterilization. Part 2. Requirements for validation of forming,
sealing and assembly processes

Sterilization of medical devices. Microbiological methods.
Part 1. Assessment of the population of microorganisms on
products

Sterilization of medical devices. Microbiological methods.
Part 2.Tests for sterility carried out in the definition,
verification and maintenance of the sterilization process
Sterilization of medical devices. Ethylene oxide. Part 1
Requirements for the development, validation and routine
control of a sterilization process for medical devices
Sterilization of medical products. Biological indicators. Part
1. Specifications

Sterilization of medical products. Biological indicators. Part
2. Biological indicators for sterilization with ethylene oxide
Medical products. Application of usability engineering to
medical devices.

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

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

Anaesthetic and respiratory equipment - Conical connectors
- Part 1. Cones and sockets

Tracheotomy tubes. Part 1. Connectors

Tracheotomy tubes. Part 2. Basic requirements

Catheters other than intravascular catheters. Test methods
for common properties

Tracheal tubes and connectors

Clinical Assessment Guide

Symbols for use in the labeling medical devices.
Requirements for labeling of medical devices containing
phthalates

190 MANUFACTURER AND AUTHORIZED REPRESENTATIVE OF
MANUFACTURER IN THE TERRITORY OF THE RUSSIAN FEDERATION
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Manufacturer

pchang Kaimed Medical Apparatus Co., Lid.
Ken Medical Device Industrial Area 331700 Nanchang, Jiangxi Province

[RfOPLES REPUBLIC OF CHINA.

Inanufacturing site:

[Nendneng Kaimed Medical Apparatus Co., Ltd.
Ufixan Medical Device Industrial Area 331700 Nanchang, Jiangxi Province

'PECPLE’'S REPUBLIC OF CHINA.
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE TERRITORY OF

THE RUSSIAN FEDERATION
LLCINTMED

LLCINTMED and claim acceptance address;
Room 27, suite 1 bid. 12, 1 Perovskaya Street, Moscow 111524

2. SYMBOLS USED ON LABELING

SYMBOL

ILOT

(8)
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EXPLANATION

Lot (batch) number

Manufactured date (YYYY-MM-DD: year-month-day)
Manufacturer |
]

Best before end date (YYYY-MM-DD: year-month-day)

Do not reuse

Do not resterilize

Caution!

Do not use ifthe package is damaged

Natural rubber latex free



STERILE EO

0123
Size
O.D.

1.D.
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See instructions for use

EO sterilized
CE mark
Size

Outer diameter
Inner diameter

Temperature limit

Fragile, handle with care

Keep dry

Keep away from light
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MepeBoa C aHrANIACKOro / KUTalCcKOro A3bika Ha PYCCKUIi A3bIK

CBMNAOETE/ILCTBO
CBMAOETENBCTBO

[norotun/

KuTaickunin CoBeT N0 COAENCTBMIO MEXAYHapPOAHON TOprosne
KuTalickas MexgyHapoaHas Toprosasi nanarta
KuTaiickunin coBeT No COAENCTBMIO MEXAYHAPOAHON TOprosne
KuTaiickasa mexayHapofgHas Toproas nanara

00646325
/ronorpamma/
KuTtalickunii cCoBeT Mo COAENCTBUIO MeXAYHapO4HOW TOprose
KuTtalickunii cCoBeT No COAENCTBUIO MEXAYHapPOLHOWN TOProse
KuTaiickas mexayHapoaHas Toproas nanata
CBUAETENBCTBO
CBMAETENBCTBO
IQR-Kod

M213J01A0/029526/

HACTOAWNMM MOATBEPXAAETCHA, UTO: nognuce L3ousmH (Zuoding) w3 HAHBUAH
KAUMEL MEAVKAN AMMAPATYC KO, NTA. (NANCHANG KAIMED MEDICAL
APPARATUS CO, LTD.) » neyaTb yKa3aHHON KomnaHuum Ha npunaraemom OOKYMEHTE
ABNAKTCA NOATUHHBIMU.

HACTOAWNMM NOATBEPXAAETCH, 4YTO: nognuck L3ousmH (Zuolding) n3 HAHbYAH
KAMMEL MEOWKAN AMMAPATYC KO. NTA. (NANCHANG KAIMED MEDICAL
APPARATUS CO., LTD.) » neyaTb YyKa3aHHOW KOMMaHuMM Ha npunaraemom JOKYMEHTE
ABNAKOTCA MOLJIMHHBIMA.

KunTaiickuii CoOBET Mo pa3BUTUIO MEX/YHapPOHOW TOProBiu

IMeyaTb: Kutalicknii COBET N0 pa3BUTUIO MEXAYHAaPOAHON TOProBau
KuTanckuii coBeT No passuUTUO MeXAyHapOLHOW TOprosu
YaocTtoBepeHune

Y OCTOBEpPEHUE

KuTtaiickunin coBeT No pa3BuMTUIO MeXAyHapoaHoi Toproenn (CCP1T)
(21)/
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IYacTb neyaTun: Kntaiickuii CoBeT Mo pasBUTUIO MeXAYHapo4HOW TOProsan
KuTainckuii CoBeT No pasBUTUIO MEXAYHapPOAHOWR TOProBau

YpaocTosepeHue

Y [0oCTOBepeHue

KuTalicknii coBeT No pasBuTunio MexayHapogHoi toprosnun (CCPLT)

Qlys

YpocTtoBepeHo

Y poctoBepeHo

LI3sH Li3toHb (Jiang Jun)
Moanwuce/ Mognuck: lnognuck/
2021.12.06/2021. 12.06
(OaTa: 06 gekabps 2021 r.)

Be6-caiiT ona npoBepku cepTugmkara /Beb-caiT 4ns NPOBEpPKM cepTUdumKaTa:
http: //www.rzccpit.com/validate.html

LLleyaTb: Kutaiickuii COBET NO pa3BUTUIO MeXAYHapOAHOW TOProsiun
KuTtalickuii CoBeT Mo pasBuUTUIO MeXAayHapogHoii Toprosan (CCPIT)
Y noctoBepeHue

Y[ 0CTOBepeHue

QLlys
[MoagnucaHo n yTBepXaeHo

HAHbYAH KAMME[L MEANKAJ AMMAPATYC KO., NTA. (NANCHANG KAIMED
MEDICAL APPARATUS CO., LTD.)

LisousnH (Zuoding) Inodnucbl
LLeyaTt-. HAHBYAH KAVME MEAVKAN AMMAPATYC KO., 1T/, 3601240014079/

/MacTb neyaTun: KutaiiCKuii COBET N0 PasBUTUIO MEXAYHApPOAHON TOProB/un
KuTaiickuii COBET N0 pasBUTUIO MeXYyHApOLHOW TOProsiun

YpoctoBepeHue

YpocTtosepeHue

Kutalickunii coBeT No pa3BuTUIO MexayHapogHoi Toprosnun (CCPIT)

. (21)/
/YacTb neuaTn: HAHBYAH KANMEL MELVKA/ AMMAPATYC KO., T/, 3601240014079/

NMHCTPYKUNA no MPUMEHEHNIO
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NMHCTPYKUWMA no MPUMEHEHWIO
Wacts nevatw’. HAHBUAH KANMEZ MEOUKA AMNMAPATYC KO., NTA. 3601240014079/

1. HAMMEHOBAHWE

Tpy6KKN TpaxeoCTOMUYECKMNE O4HOPA30Bble CTEPUIIbHbIE

BapunaHTbl MUCNOJSTHEHWNS:

1 Tpy6Kn TpaxeoCTOMWYECKMe OfHOpa3oBble CTepunbHble ¢ MaHxeTol 3,0, 3,5, 4,0, 4,5, 5,0, 5,5.
6,0; 6,5, 7,0, 7,5, 8,0, 8,5, 9,0, 9,5, 10,0;

2. Tpy6Kn TpaxeocToOMMYECKMe 0fiHOPa30oBble CTePUbHbIE 6e3 MaHXeTol, 3,0, 3,5. 4,0, 4,5, 5,0, 5,5,
6,0; 6,5, 7,0, 7,5, 8,0, 8,5, 9,0, 9,5, 10,0;

2. ONMMCAHUWE

TpybKN TpaxeocTOMUYeCKMe OAHOPaA30Bble CTepUNbHble (Aanee - TPYOKM TpaxeoCTOMUYECKME)
npefHasHayeHbl MpW aHecTe3nu, WCKYCCTBEHHOW aspauuu, OYWLLEHWS [bIXaTebHOTO TpakTa U
BOCCTAHOB/NEHUSA AblXaTe/bHOW (DYHKLMMN Nerknx TpaxeoCTOMUPOBaHHbLIM NaLUeHTaMm.
MpeaHa3HayeHbl 45 UCNONb30BaHUS Ha MeCTe He 6onee 7 JHeil.

Tpy6bKa TpaxeoCcTOMUYECKas OfHOpPa3oBas CTEPWUIbHAA COCTOUT U3 KOHHEKTOpPa ANS COefUHEHUS C
annapaToM, Tpy6Ku ¢ X-nnHuel, Tpybka ansa pasgyBaHus MaHXeTbl,

(hnaHua, maHgpeHa. Mi3genne npeactasaseTca coboi Tpyoky Tmuna Marunn.

TpybKKN TpaxeoCTOMUYECKME JOCTYMHbI B CIELYIOLLMX BapuaHTax UCMONHEHNS:

1 Tpy6Kn TpaxeocTOMUYECKME OAHOpa3oBble CTepunbHble ¢ MaHxeTol 3,0, 3,5, 4,0, 4,5, 5,0, 5,5,
6,0; 6,5, 7,0, 7,5, 8,0, 8,5, 9,0, 9,5, 10,0;

2. Tpyb6Kun TpaxeocTOMMYECKMe 0HOPa30Bble CTepUbHbIE 6e3 MaHXeTsl 3,0, 3,5, 4,0, 4,5, 5,0, 5,5,
6,0; 6,5, 7,0, 7,5, 8,0, 8,5, 9,0, 9,5, 10,0;

3. HASBHAYEHUWE/MOKA3AHUNA

Tpy6KM TpaxeoCcTOMUYECKME OAHOPa30Bble MNpefHa3HayYeHbl MNpW aHeCcTe3nn, WCKYCCTBEHHOM
aspauun, OYMLLEHUS [AbIXaTe/bHOrO TpaKTa M BOCCTAHOBMEHMS [AbIXaTeNbHOW (YHKUUM Nerkux
TPaxeocTOMMPOBAHHbLIM MaLMeHTaM.

MpeaHa3Ha4eHbl ANs UCMONb30BaHUS Ha MecTe He 6onee 7 AHENA.

4. TIPEOOCTEPEXEHNA NTIPOTVBOINMOKA3AHWA

1 Henb3s ncnonb3oBaTb NPU HanpsHKEHHOM MHEBMOTOpaKce (MOXHO WMCMOMb30BaTb KOMMbHOTEP
nocne 3aKpbITO APEHaXXHON MHTYyb6aLmMmn), cnaboM Myfbce, CEPAEYHON HeA0CTaTOYHOCTU, OCOBEHHO
npaBoli CepAevyHONn HeLOCTaTOYHOCTW, JIerOYHOM Oynne, MHEBMOTOpakce, MeAMacTUHaNbHOM
amduseme nepes ApeHaxeM, Ans 60/bHbIX C KPOBOXapKaHMEM WM C MH(PAPKTOM MUOKapAa, OTEKOM
cepaua).

2. Henb3s ncnonb3oBathb, ecv ynakoBKa OTKPbITa UM MOBPEXAeHa.

3. Cpok cnyx6bl - 5 neT ¢ gatbl cTepuamsaLum

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



4. ToNbKo [ns  O4HOPA30BOr0 WCMOJMb30BaHWA. YHWUYTOXWUTL MNOCMe WCNofb3oBaHWAa. He
MCNo/fib30BaTb NOBTOPHO.

5. Yycnosmnda NnPMUMEHEHWA

/ neyebHble yUpexxaeHus, MallnHa CKOpPoi MeAULMHCKON MOMOLLM

6. MOBOYHbIE AENCTBUA, CBA3AHHbLIE C MPUMEHEHUEM MEAWLWHCKOIO
N3OENTNA

[MHeBMOTOpPAKC HanpsXeHus, rMNOBONEMUYECKNI LLOK, cepgevyHada HegoCcTaTO4YHOCTb (00066HHO
npasas cepaevyHan HG,D,OCTaTOHHOCTb), JierovyHasa 6ynna, NMHEBMOTOpPaAKC, MNHEBMOMEANACTUHYM.

KpoBOXapKaHbe Yy MauneHToB C MHDAPKTOM MMUOKapaa, OTeK Nerkux

7.CNocob NPMMEHEHWA

1 BbibepuTe NOAX0OAAWMI 418 NauneHTa pasMep TPaxeoCTOMUYECKON TPYOKM.

2. HapyinTe mMaHXeTy, 418 NPOBEPKN UCMONb3YS MUHMMANbHbIA 06beM Bo3gyxa. HesHaunTeNbHble
YTEUKN B MaHXeTe MOXHO 0O6Hapy>XXWTb MpW BAYBaHUM BO3Ayxa B MaHXeTy. [pu 601bLION yTeuke
Heo6X04MMO HeMe/IEHHO 3aMEHUTb MaHXXETY Ha aHa/lorMYHYH ApYryto.

3. WN3genve npegHasHauyeHO AN BBEAEHMA B Tpaxew MauueHTa Bpayamu, NpoLefwnmu
MeAULMHCKYI MPO(ECCUOHANbHYIO NOATOTOBKY W JOMYLEHHbIMU K MeAULMHCKOM NpakTuke. X-
NIMHWS Ha BHELLHEN NOBEPXHOCTU TPYOKM NpefHa3HayeHa 418 onpefeneHns rny6uHbl YyCTaHOBKM.

4. BBegmTe He06X0AMMOE KOMMYECTBO rasa B COOTBETCTBMU C pasMepom Tpyo6KM.

5. Ecnn Tpy6Ka Mcnonb3yetcs B TeYeHWe 24 4acoB, BbINYCTUTE W3 Hee BO3AYX, YTOObI M36exaTb
MOBPEXAEHMNS, N 0OHOBMTE MaHXeTy vepes 1 vac.

6 lMocne ncnonb3oBaHUA H606X0,CI,VIMO CMyCTUTb BO3AYX, U3BJIEYL, YTUTN3NPOBATb U YHUUTOXNTb.

8. KOMTMNEKT NMOCTABKWU

Tpy6KM TpaxeoCTOMUYECKME OLHOPA30BbIe CTEPU/IbHbIE MOCTaBAATCA B FPYNMnoBOi yNakoBKe Mo
10/100 wT/yn ¢ MHCTPYKUMER No npuMmeHeHuto. Kaxaas Tpyoka yrnakoBaHa B WHAMBUAYaNbHYIO

NEPBUYHYO YNAKOBKY.
9. CPOK TO4HOCTW

TpybKN TpaxeocTOMMYECKME O4HOPa30Bble CTepU/IbHble MpefHa3HayeHbl ANS UCMOMb30BaHMS Ha
MecTe He 60nee 7 AHEN.

CpOK rOAHOCTN COCTaBMAET MATb NET CO AHA CTEPUNN3aLNN
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10. FAPAHTUPOBAHHBIE TMPOUN3BOANTEJIEM 3HAYEHWA OCHOBHbIX
MAPAMETPOB, XAPAKTEPUCTWK (CBONCTB) MEANLMHCKOIO U3AENNS.

[vana3oH pa3MepoB TpaxeoToMUyecKux Tpy6okK
B munnnmetpax

HoMWHanbHbI BHYTPEHHWIA BHYTPEHHUIA AnameTp 1 JonycKaeMmoe
AnameTp, OTK/IOHEHME
pasmep
3,0 3,0£0,15
35 3,5+0,15
4,0 4,0£0,15
45 4,5x0,15
5,0 5,0£0,15
55 5,5+0,15
6,0 6,0£0,15
6,5 6,5+0,20
7,0 7,0£0,20
75 7,5+0,20
8,0 8,0+0.20
8,5 8,5+0,20
9,0 9,0+0,20
9,5 9,5+0,20
10,0 10,0+0,20

CBefieHVs 0 pas3Mepe KOHHEKTOpa Ans MoAKNoUYeHNs K 060pyaoBaHnio: 15 MM

/YacTb nevatn: HAHBYAH KAMME MEAVKAN AMMAPATYC KO., NTA. 3601240014079/

N.MATEPUANBI MEOVWUNHCKOTIO U3AENUA

Jetanb nsgenna Martepunan
HavnmeHoBaHU Mapka MponssoguTenb
e
Tpybka ana MonumeuHunxn  Shuanghua Shanghai New Shanghua Polymer Material Co.,Ltd.,
pasgyBaHusA opug China
bapus Cimbar Cimbar (foshan) Trade Co.,lItd., China
cynbart
(PEHTTeHOKOH
TpacTHas
nonoca)
®naHel| MonueuHunxn Hopefinder  Hopefinder Polymer Sci. & Tech. Co., Ltd., China
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opna

MaHyKeTa MonnBUHUAXN Hopefinder Polymer Sci. & Tech. Co.. Ltd., China
opug,

15- Monunatnen  Kunlun Petrochina Daging Petrochemical Company, China

MUITMMETPOBBII

KOHMYEeCKUI

wryuep SO 5356-
1

Hapy»Has Tpy6ka MonueuHunxn Hopetinder ~ Hopefinder Polymer Sci. & Tech. Co., Ltd., China

OpuA
KoHTponb Monme  Shuanghua  Shanghai New  Shanghai New Shanghua Polymer Material Co.,
HbIl NHUNX Shanghua Ltd., China
6anion  nopug, Polymer
Material Co.,
Ltd., China
Monmn  SINOPEC Petrochina Petrochina Jiujiang Branch, China
ponune Jiujiang
H Branch, China
ABS  TERLURAN Styrolulion Styrolution Korea Ltd., Korea
NovM Korea Ltd.,
ep Korea
Cunuk  Juhe Guangdong Guangdong Juhe Silicone Material Co., Ltd,
orenb Juhe Silicone China
Material Co.,
Ltd, China
Hepxa KOS Shenzhen Shenzhen Huijun Metals Co., Ltd., China
BeloLLa Huijun Metals
q CTaNb Co., Ltd., China
304
NeHTa ans Monunactep Sanding Sanding Ribbon Group Co., Ltd., China
(hmkcaumm TpyoKm Ribbon

12. YCNOBUA XPAHEHWA

pr6KI/I TpaxeoCToOMn4eCKmne oaHoOpPasoBble CTEPUSIbHBIE AO0/MKHbI XPaHNTbCA B HEKOPPO3UMOHHHOM

rase, NPoxnagHoOM, CyXOM, XOpPOLLO MPOBETPMBAEMOM W YACTOM MOMELLEHMMN, NPU OTHOCUTENbHOM
BNaYXHOCTU He 60nee 80%.

Temnepatypa OTHOCKTENbHAA BNAXKHOCTb ATMOC(epHoe faBfieHne
Ot +4°C po +49°C fo 80%. H/N

13. YC/NNOBUA TPAHCITOPTUPOBKWN

pr6K|/| TpaxeoCTOMMYECKNEe OAHOpPa3oBble CTEPWU/IbHbLIE TPAHCMOPTUPYKOTCA BCEMWU BUAaAMU

TpaHcnopTa B COOTBETCTBMU C NPaBuiaMn TPaHCMOPTUPOBaHUSA, AENCTBYOLWMMI 41 JAHHOTO BUAA
TpaHcnopTa

TemnepaTtypa OTHOCUTENbHAsA BNaXKHOCTb ATMoOc(epHOe JaB/ieHmne
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OT+4°C o +49°C Ao 80%. H/T
14. YCNTOBUSA SKCMNYATALNIA

Temnepatypa OTHOCKTeNbHaA BNaXHOCTb ATmocdepHoe faBfieHue
OT +4°C po +49°C 40 80%. H/N

WacTs nevaTu: HAHBUAH KAMMEJ MEAVKAN AMMAPATYC KO., NTA. 3601240014079/

15. YCnoBumA YTUITN3AUNN NTTN YHNYTOXEHNA MEAVNUMHCKOI O U3AE/TNA

Bycnosusx ctaumoHapa, cknaga v T.n., Npu He06Xo4MMOCTH, MeAULUHCKOe n3genve yTuamsnpyroT
N YHWYTOXAKT B COOTBETCTBUM C MNpaBuiamMu obpaweHns ¢ MegULUHCKUMKU - 0TXO0faMMu,
pernameHTupytowmmmncs CaHlNuH 2.1.3684-21 pand knacca «b» (3nNnaemMuosiormyecky ornacHble
0TX0fbl).

16. TAPAHTUNHBIE OBA3ATE/IbCTBA

N3aenve AOMKHO MCNOMb30BaTbCS B COOTBETCTBMU C UHCTPYKLMEA NO NpUMeHeHMt0. Bce Bonpoch,
CBAI3aHHble C (DYHKLMOHMPOBAHWEM W3Aennsi, MOryT O6blTb afpecoBaHbl YMONHOMOYEHHOMY
MpeACTaBUTENO NPOU3BOAUTENS.

KomnaHus-nponsBoanTeNb rapaHTUpyeT paboToCnocoGHOCTb B TeUEHME BCEFO CPOKa UX FOAHOCTM
npu co6NOEHUN YCNIOBUIA XpaHEHUS.

Mo Bompocam KauyecTBa W3AeNus cneayeT 06pallathCs K YMONHOMOYEHHOMY NpeAcTaBUTEsNto
Npou3BOAUTENS.

17. TPEBOBAHVA K TEXHUWYECKOMY OBCJ/Y>XXVMBAHNIO W PEMOHTY
MEONUNHCKOIO N3OESTNA
He npumeHumo.

/YacTs nevatu: HAHBUAH KAMMEL MEAVKAN AMNMAPATYC KO., NTA. 3601240014079/

18. NMEPEYEHb HALUWMOHAJIbHbIX CTAHOAPTOB

EN I1SO 13485 M3genna  wmeguumHckme. CuCTEMbl  MeHefKMeHTa KayecTsa.
TpeboBaHUA ANa Lenein perynmpoBaHus

EN ISO 14971 N3penua meanuuHckue. TpuMeEHEHMe MeHe[)KMeHTa puckKa K
MeLULMHCKAM U3LEeNNAM

EN ISO 10993-1 N3penns  mepgnumHckmne. OueHKa OGMOMOMMYECKOro [AencTeus

MeAUUMHCKUX un3gennin. Yactb 1 OueHKa M uMcCnefoBaHUS B
npouecce MeHeg>KMeHTa PUCKOB

EN ISO 10993-5 N3genns meanumHckme. OueHKa OMONOrMYecKoro [eicTBus

MeAUUMHCKUX  m3genmii.  Yactb 5. WccnegoBaHus — Ha
LMTOTOKCUYHOCTb: MeTOob! in vitro

EN 1SO 10993-7 N3penna wmeguumHckme. OueHKa 6MONOrMYECKOro  AeicTsus
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EN 1SO 10993-10

EN ISO 10993-12

EN 980

EN 1041

1ISO 14644-1

EN I1SO 11607-1

EN I1SO 11607-2

EN ISO 11737-1

EN ISO 11737-2

EN ISO 11135-1

ISO 11138-1

ISO 11138-2

EN 62366

EN 20594-1

EN 20594-2
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MeAUUMHCKUX mn3gennin. Yactb 7. OcCTaTO4HOE CcoOAepXXaHue
3TUNIEHOKCK A MOoC/e CTepunsaumm

WN3genna mepuumHckme. OueHka OMOMOTMYECKOro  [AeicTBus
MeANLUHCKUX N3aeNnnia. YacTb 10. WccneposaHus
pas3fpaxkaroLLero ¥ CeHCUbUN3NpPYHoLLEero AencTems

N3genns  megmumuHckne. OueHka 6GMONOTMYecKoro fencraus
MeAUUMHCKUX un3genuin. Yactb 15. [logrotoBka mnpobbl K
CnpaBOYHblE MaTepuasbl

MeauunHckme unsgenus. I'pagmyeckme CUMBONbI, UCMNONb3yeMble
npyY MapKNPOBKe MeLULMHCKNX U3LeNni

N3pgenud  meguumHckue.  WHGopmaumsa.  npegocTtaBnsemMast
N3roTOBUTENEM

UncTble MOMELWEHNSA WU CBA3AHHbIE C HUMW KOHTPOAUPYEMble
cpefbl. Yactb 2. TpeboBaHUA K KOHTPOKO U MOHUTOPUHIY ANA
MOATBEPXAEHNSA NOCTOAHHOIO COOTBETCTBUSA

YnakoBKa Ana MeAWLUUHCKUX W3AeNnia, nognexawmx GUHULLHOMN
cTepunusauun. Yactb 1 TpeboBaHusA K matepuanam, 6apbepHbIM
cucTemam s cTepuansanmm 1 ynakoBovyHbIM cuctemMam
YnakoBKa Ans MeAUUMHCKUX M3Aennid, Noanexawinx QUHULLHONM
cTepunmsaumn. Yactb 2. TpeboBaHWA K Banmpauumn npoLeccos
(hopMUpOBaHMA, repMeTn3aLmm n coopku

Crepunusauyms MeanUMHCKUX u3gennin. Mukpobruonormyeckme
meTogbl. Yactb 1. OueHka nonynsumm MWUKPOOPraHU3MOB Ha
NpoAyKumm

CTrepunuszauma MeJUUMHCKUX un3genunii. Mukpobuonoruyeckue
MeTofbl. YacTb 2. UCMNbITaHUA Ha CTEPUSIBHOCTb, MPOBEAEHHbIE B
onpeseneHve, npoBepka n  obcnyxmeaHue npovecca
cTepunnsauun

Crepunusayms MefuLMHCKUX W3penuii. 3tuneHokeng. Yacts 1
TpeboBaHuA K pa3paboTke, Banvfauunm n TeKyLWEeMYy KOHTPO/O
npouecca cTepuamsaumm MeauLMHCKNX 13Lenuni

Crepunmsaums  MeLUUMHCKOA  npoaykuuwn.  Bruonoruuyeckue
NHAMKaTopbl. YacTb 1 TexHudecKkne TpeboBaHMS

Crepvnusayms  MeAWUMHCKOM  NpoayKuuu.  Buonorunyeckue
nHaMKaTopbl. Yactb 2. Buonornyeckne UHAMKaTopbl  ANA
CTepunn3aLnm oKCuLoM aTuseHa

N3penna meguumnHckue. MpoekTupoBaHne MeAULMHCKUX U3aennii
C YY4eTOM 3KCnyaTalMOHHOW NPUroAHOCTMK.

HaKOHEeYHNKN KOHUYeCKMe C KOHYCHOCTbO 6 % (Tuna Jloapa)
4Na  Wwnpuues, Urn 1 4pyroro MeauLMHCKOro ob6opynoBaHuA.
YacTtb 1 O6uime TpeboBaHuA

HaKOHEeYHNKN KOHMYeCKMe C KOHYCHOCTbIO 6 % (Tuna Jlto3pa)



4N9 WNpULeB, WUrn W Apyroro MeauUMHCKOro 060pyAoBaHUS.
Yactb 2
EN 1SO 5356-1 AnnapaTbl  MHranfUMOHHON  aHeCcTe3WM U MUCKYCCTBEHHON
BEHTUNAUMKM  nerkmux. CoeguHeHus  KoHudveckme. Yactb 1
KoHunyeckue natpy6ku v rHesga

ISO 5366-1 Tpy6kmn Tpaxeotommyeckune. Yactb 1L CoeanHeHus

ISO 5366-2 Tpy6Kkn TpaxeoTommuyeckume. Yactb 2. OCHOBHbIE TpeOOBaHUS

EN 1618 KateTepbl, Kpome BHYTPUCOCYAUCTbIX. MeToAbl WCNbITaHWI
06LLNX CBOWNCTB

EN 1782 TpaxeasibHble TPYOKN N KOHHEKTOPBI

MEDDEV. 2.7.1 Rev.3 PYKOBOACTBO MO KNMHMYECKOI OLEHKE

EN 15986 CumBonbl A1 UCMOMNb30BaHMA MNPU MApPKUPOBKE MeLMUUHCKNX

YCTPONCTB. TpeboBaHNA K MapKMpPOBKE MeAULMHCKUX YCTPOMCTB,
cofepXauiux gpranarbl

14acTs nevatu: HAHBUAH KAVMEL MEAVKAN AMNMAPATYC KO., N1TA. 3601240014079/

19. NMPON3BOAUNTE/Ib " YMNO/THOMOYEHHbIV MNMPEACTABUTESb
MPOV3BOAMTENA HA TEPPUTOPUI POCCUNCKOW dEAEPALIAA

MponssoanTenb
HaHbuaH Kaiimeg Megukan Annapatyc Ko., /Itg., Kutaii

Nanchang Kaimed Medical Apparatus Co., Ltd., Jinxian Medical Device Industrial Area 331700
Nanchang, Jiangxi Province PEOPLE’S REPUBLIC OF CHINA.

MecTo Npor3BoACTBA MEAVLIMHCKONO U3ae/NS:

Nanchang Kaimed Medical Apparatus Co., Ltd., Jinxian Medical Device Industrial Area 331700
Nanchang, Jiangxi Province PEOPLE’S REPUBLIC OF CHINA.

YMNOMHOMOYEHHBLIV MPEACTABUTE/Tb MPOU3BOAUTENA HA TEPPUTOPUMU
POCCUINCKOW ®EJEPALININ

000 «MHTME»

Appec OO0 «MHTME/[» 1 NpUHATWS NPeTeH3nii:

111524, ropog Mocksa, Neposckaa ynuua, 1ctp. 12, nomeleHune 1 komHaTta 27
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WacTs nevatu-. HAHBUAH KAMMEL MEAVKAN ANMAPATYC KO., NTA. 3601240014079/

20. CUMBO/1bl, NCTMMONNb3YEMbBIE HA MAPKVPOBKE
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O /II
Mpegen TemnepaTypsbl

of ® J

< N
Xpynkoe, 06paLlaTbCs OCTOPOXHO
1
bepeub OT Bnaru
He gonyckatb BO34eiCTBUSA CONIHEYHOIO CBETa
A N

IYacTs nevaTu: HAHBUAH KAMMEL MEAVKAN ANMAPATYC KO., T4, 3601240014079/

lWecTHaauaToro aekabps Age TbicAYM ABaALATb NEPBOro roga

A, Kenek TaTbsiHa AHaTONbeBHA, BPEMEHHO MCMOMHAWOWas 06493aHHOCT HOTapuyca
ropoga Mocksbl YepHuupbiHOW Onbr KOpbEBHbI, CBUAETENLCTBYHO MOAJAMHHOCTL MOAMUCK
nepesogunka KOwwnHon fapbn ANeKCeeBHbI.

Moanwuch cAaenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb MOANMCABLLEr0 JOKYMEHT YCTaHOB/EHa.

]
3aperucTtpupoBaHo B peectpe: No 77/751-H/77-2021-
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Bcero noonnypo©?»mO.
NpQHVMtipoSv:'A A ckpenneHo

neyaTbio —
_ JINCTOB.

BPWO HoTapuyca.
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