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Introduction
-1 These instractions for use are intendcrf to fanilari» consumers with information about
devices: medical elastic fixing devices Kinexib (baemaitor referred to as braces, products), as
las for guidance on their care and storage.

These instructions for use apply to the following pw/luin$ manuiffitmed in accordance with the
technical file:

Medical fixation devices Kinexib in the following versions:

1. Knee brace Kinexib SUPPORT

2. Ankle brace Kinexib SUPPORT

3. Elbow brace Kinexib SUPPORT
. Wrist brace Kinexib SUPPORT
. Wristjoint brace Kinexib SUPPORT
. Knee brace Kinexib SUPPORT KIDS
. Ankle brace Kinexib SUPPORT KIDS
. Elbow brace Kinexib SUPPORT KIDS
. Wrist brace ICinexib SUPPORT KIDS
10. Wristjoint brace Kinexib SUPPORT KIDS
11. Knee brace Kinexib SUPPORT JUNIOR
12. Ankle brace Kinexib SUPPORT JUNIOR
13. Elbow brace Kinexib SUPPORT JUNIOR
14. Wrist brace Kinexib SUPPORT JUNIOR
15. Wrist joint brace Kinexib SUPPORT JUNIOR
16. Knee brace Kinexib SUPPORT NEO
17. Ankle brace Kinexib SUPPORT NEO
18. EIbow brace Kinexib SUPPORT NEO
19. Wrist brace Kinexib SUPPORT NEO
20. Wristjoint brace Kinexib SUPPORT NEO
21. Knee brace with metal inserts Kinexib SUPPORT NEO
22. Ankle brace with metal inserts Kinexib SUPPORT NEO
23. Wrist brace with metal inserts Kinexib SUPPORT NEO
24. Wristjoint brace with metal inserts Kinexib SUPPORT NEO
25. Knee brace with plastic inserts Kinexib SUPPORT NEO
26. Ankle brace with plastic inserts Kinexib SUPPORT NEO
27. Wrist brace with plastic inserts Kinexib SUPPORT NEO
28. Wristjoint brace with plastic inserts Kinexib SUPPORT NEO

© 0o N O 0 b

2. Medical device purpose

2.1 Main purpose is to support damaged tissue structures (joints, ligaments, joint capsule), helc
to avoid incorrect movements, fix diseased organs in the correct position. Inthe presence of inserts
(pelottes), the latter have a massage effect, prevent joint swelling or help to reduce existing swelling.

When determining the timing of the resumption of training sessions, it is necessary to take into
acoount not only the nature of the disease, injury, its localization, the age and functional state of the
athlete, the peculiarities of the sport, but also clinical and anatomical data. The normalization of well-
being is usually ahead of (and often significantly) the regeneration processes. Therefore, it is necessary to
use braces when resuming training after the disappearance of edema and pain. In this case, the loads shall
ke insignificant and they shall have a special targeting. Early resumption of exercises without braces may
lead to repeated injuries, their transition to the chronic stage. Braces are used not only for the functional
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If injuries and diseases of the musculoskeletal system, but also for prophylactic purposes. It is
Icated for the immobilization of joints, since it does not violate the integrity of the joints and

rtherein, and it does not restrict movement

3. Indications and contraindications, side effects

3.1. Indications

Treatment, prevention and rehabilitation of diseases of various types of joints, spine, chest or
abdominal cavity after various injuries, operations or chronic painful conditions o f these organs.

3.2. Contraindications

Obliterating atherosclerosis of peripheral arteries. Impaired lymph flow. Swelling of soft tissues of
unknown origin outside the area of application of the brace. Loss of sensitivity or numbness at the site of
the fixation. Skin diseases in ftds area.

3.3. Possible side effects

Not detected.

4. Methods ofapplication and principles of operation, special instructions
4.1 Methods of application and principles of operation
4.1.1 Ankle brace
In order to select the right size,
measure the circumference of the
ankle at its narrowest part (see

image).
Sizes Kids Junior S M L XL
Measurement
Ankle 15.5-17.8 17-19 15.2-20.3 20.3-25.4 25.4-30.5 30.5-36.8

circumference.
cm

Application: Take the brace by the upper edge and pull it over your leg. If pelotte inserts are available,

make sure that the inserts cover the joint. Ifnecessary, correct the position ofthe brace.

2 ‘s A

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 79



Kneetmi(x

In order to select the right size, measure the

anatomical points:
< Thigh circumference 15 cm from the

centre of the knee;
= Circumference of the gastrocnemius muscle

15 cm below the knee.

1 Sizes Kids Junior S M L XL

Motturement

Clrettinference, cm 24-26 24.5-26.5 26.2-33 33-40 40-47 47-54.6

Application: Take the brace by the upper edge and pull it over your leg. If pelotte inserts are available,

pay attention to the fact that the inserts cover the joint itself. 1f necessary, correct the position of the brace.

If Velcro fasteners or anchor straps are available, fasten these fasteners so that the brace fits tightly on
yo» leg. However, make sure that too much pressure does not strain your leg, does not cause skin

mMening orjoint numbness.

'md

4.1.3. Wrist and wristjoint brace

mil
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4.1.4. Elbow brace

In order to select the right size, measure the
arm circumference approximately 5 cm below
the elbow at the point indicated in the figure.

Sizes Kids Junior S M L XL

Measurement
Circumference, cm 16-18 165-185 21.8-26.7 26.7-31.8 31.8-375 37.5432

Application: take the brace by the upper edge and put it over the hand and forearm on the elbow joint. Put on the
brace so that Ae knitted comfort zone falls on the inner bend of the elbow.
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4.2 Special instructions
Braces shall be used for a period not exceeding 8 hours.

s Technical and functional characteristics
$.1 Main techoical characteristics
5.1.1 Products must comply with reference standards and be manufactured according to the

" technological regulations approved in the prescribed manner.

5.1.2 Products shall have no strong smell of other chemical compounds.

5.1.3 The dimensions of the products must correspond to the sizes indicated in the tables of
measurements of the finished products (figures and tables in the operating instructions). Overall
Mmmwmofmwmmumusmmmmmm
Appendix No. 1 to this document.

5.1.4Allptoductswithelasticfabrichavenoomptwaionclmll:tthmmindicatorshallbe
onaw3.l-4.3kPaor23-32mmHginmemumdmCompwssionshouldbewukauﬂw
edges of the brace. Compression tests are carried out in accordance with RAL-GZ 387 (9/2000). The
main characteristics shall correspond to the values in table 1.

Main technical characteristics of the braces must comply with the requirements specified in Table 1.

Table 1

Name of the | Practical Elasticity, N/em | Pressure, kPA, mmHg Residual
product eclongation, % pressure,%
Ankle brace 12.6-24.2 1.30-1.42 2.8-4.05 21299 | 100
Knee brace 13.0-37.2 1.66-3.04 2.92-4.02 21.9-31.7 | 100-162.3
Wrist and  wrist | 22.24.7 2.01-2.56 3.08-4.27 23.1-32 | 89-105
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J&e 20.5-31.9 1.31-2.22 2.66-4.01 19.9-31.7 100-141.3

. All products with elastic fabric have the following characteristics: 1) change in linear dimensior
washing, shrinkage - no more than 20%; 2) residual tensile deformation before and after washing -
Feo more than 10% 3) elongation at break before and after washing - no less than the tensile value. The
main characteristics shall correspond to the values in table 2.

Table 2
Name of the Elongation Operatin  Surface  Tensile Change in  Compressio
product before and g density.  strength values of nClass
after elongatio g/m2 before  and breaking
washing, % n before after washing. elongation  of
and after N(kgf) products  after
washing, washing, %
%
Ankle brace
Knee brace
Wrist and wrist
Joint brace No less than
80
2-30 Joint no lessthan  no more than 20 |
centre: 196(20)
>400
75cm
fromjoint
centre:
>600
Elbow brace

5.1.6. Products shall be resistant to vs”*hing using mild detergents without bleach and rinse aid at a
temperature not exceeding 30°C.

5.1.7 Thedesign of products shall ensure easy use, easy to put on and take off, non-restricted movement,
if they are not intentionally loosened.

5.1.8. Products shall fit tightly against the body without applying excessive pressure or moving. This is
achieved by various Velcro fasteners, ergonomic shape of the pelotte inserts, and the use of elastic cloths.
519 Thesizes of products provide for their unhindered wearing under clothing.

5.1.10 Pelotte inserts can be made in the form of stiffeners or can have an ergonomic shape thet follows
the shape of the body in the area for which the product is intended.

52 Materials in contact with human skin

5.2.1 Products are made from materials presented in table 3:
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d J ft material Material brand Compoasition, % Products

F jdtdmc 054000B0, polyester 72%, Kinexib SUPPORT

manufactured by elastodien 28% Kinexib SUPPORT KIDS
SUZHOUFUTIAN Kinexib SUPPORT JUNIOR
KNITTEDFABRIC
SCO,, LTD., China

Elastic fabric 215000B0, neoprene 54%, Kinexib SUPPORT NEO
manufactured by  polyester 26%6,
SUZHOU nylon 14%
FUTIAN spandex 6%
KNITTED
FABRICS CO..
LTD., China

5.2.2, Auxiliary materials and dyes used in the manufacture of the product in accordance with Table 4.

Table 4

Name of the

material or dye Brand and manufacturer

cdlour

Aluminium I(BCrﬁ?r?a;SYM (EN 573-3) manufactured by Jiashan Jian Bo Sports Goods Co., Ltd.
Polypropylene (Béﬁ?r(]ja)PP-DV\N manufactured by Jiashan Jian Bo Sports Goods Co., Ltd.

Black - brand JRTBOXM-BLACK 002, manufactured by SUZHOU FUTIAN
KNITTED FABRICSCO., LTD., China

Dyes White - brand JRTBOM4-WHITE _012, manufactured by SUZHOU FUTIAN
KNITTED FABRICSCO., LTD., China
Beige - brands JRTBOO4-LIGHTSKIN 014, manufactured by SUZHOU
FUTIAN KNITTED FABRICSCO,, LTD., China

6. Rules of use and care of products. Methods and means of disinfection and cleaning

. Hand wash in warm water with a mild, liquid detergent. Do not use rinse aid or bleach.
When washing, fasten the Velcro fastener not to spoil other items. After washing, straighten and shape.

. Wash at a temperature not exceeding 30 degrees.

. Dry cleaning, hot drying and sun drying are prohibited,

. If the product contains stiffening ribs or pelotte inserts, take them out and wipe them with a
damp cloth,

. Dry the product on a horizontal surface (without preliminary wringing), blotted with
towels. Do not dry products near open flames, central heating batteries, etc.

. Do not iron.

. Do not use creams or balms when wearing products. This may damage the material of the
product.

7. Requirements for the maintenance and repair of medical equipment. Service
maintenance

Not required.
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pn»aspNExitation
Iproducts shall be transported in a dry, dark place in the manufacturer’s packaging at a temperature from
|3B X aaid a relative humidity ofno more than 80%. Avoid direct contact with sunlight and steam.

f. List of national and international standards

.l National standards

YY/T 0316-2008 Medical devices. Application of risk management to medical devices

YY/T 0466.1-2009 Symbols to be used with medical device labels, labelling and information to be
supplied - Part 1; General requirements

GB/T 2828.1-2012 Sampling procedures for inspection by attributes. Part 1: Sampling schemes
indexed by acceptance quality limit (AQL) for lot-by-lot inspection

GB/T16886.1-2011 Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

GB/T 16886.5-2003 Biological evaluation of medical devices - Part 5: Test for in vitro
cytotoxicity

GB/T 16886.10-2005 Biological evaluation of medical devices-Part 10: Tests for irritation and
delayed-type hypersensitivity

GB/T 16886.12-2005 Biological evaluation of medical devices-Part 12: Sample preparation and
reference materials

YY 0331-2006 Performance requirements and test methods for albsorbent cotton gauze and
absorbent cotton and viscose gauze

YY/T 0507-2009 Medical elastic bandage Characteristics and test methods for basic performance

YY/T 0148-2006 Medical adhesive bandages-General requirements

9.2 Intermational standards

Directive 93/42/EEC Medical devices directive (MDD);

EN 980:2008 Graphical Symbols for Use in the Labelling of Medical Devices;

EN 1SO 13485:2012 Medical devices - Quality management systems - Requirements for
regulatory purpases;

EN 1SO 14971:2013 Medical devices - Application of risk management to medical devices (ISO
14971:2007, Corrected version 2007-10-01);

EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels, labelling
and information to be supplied - Part 1: General requirements;

EN 1041:2013 Inforaiation supplied by the manufacturer of medical devices;

1SO 2859-1-1999 Sampling procedures for inspection by attributes - Part 1: Sampling schemes
indexed by acceptance quality limit (AQL) for lot-by-lot inspection;

EN 1SO 10993-1:2011 Biological evaluation of medical devices. Evaluation and testing within a
risk management process;

EN 14079:2003 Non-active medical devices - Performance requirements and test methods for
absorbent cotton gauze and absorbent cotton and viscose gauze.

10.  Sterility
The product is not sterile

11. Storage and shelf life
11.1 Storage conditions
Store in original packaging at room temperature
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anay from &e, away from flammable substances and direct sunlight in a dry,
In non-corroaW’ coiriitiom.
2 Shelflife
Shelflife - at least 3 years.

12. Disposal procediira
Products «hall be disposed of with solid household waste in accordance with all federal,
state/provimnal aLlbkal laws and regulations.
products can be sent for recycling as “ondary raw materials or disposed of as class A waste
(epidffiBDMYVWlly safe waste).

13. Warranty
fV, The manufacturer guarantees the compliance of products with regulatory requirements, subject to
<he rules of operation, transportation and storage set forth in this document.

The guaranteed shelf life of products amounts to 36 months from the date of manufacture.

Manufacturer: Suzhou Sunmed Co,, Lid.

Suzhou, Gaoxing District, Shishan Road 88, Qinghe International Centre 1, Office 2001, China
+ 86-512-68785856

sales@szsunmed.ru

14. Reclamation

Organization amton: Ll to a<xept complainte from consumers:
OO0 "'Kinexib NEXT

630004, Novosibirsk, ul. Ixnma, 26, office 303
8-800-555-1-6-77

mail@kinexib.ru
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MHCTPpYKUUA NO aKnyaTaumu

N3penua megnumMHCKMe afnacTUYHbIe
domkecunpyrowme Kinexib

MpoussogcTBa KomnaHmm «Cywkoy CaHmegn Ko, JiItg», Knutai

Ltamn :

CYY)XXOY CAHMEA KO.NTA

«SUZHOU SUNMED CO., LTD.»
lasTOpun3osaHHaa nognuck! Mma: CaH MaHr

2020
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1 BeegeHune

11 HacToswas MHCTPYKLMA NO 3KCnyaTaunm npegHasHadeHa Ans 03HakoMIeHUs noTpebutenei
C MH(opmaunel 0 MeANLMHCKUX M3AENNAX: N3AeNnsa MeANLMHCKINE 3nacTu4yHble gukcupyowme Kinexib
(nanee - mkcaTopbl, U3eNnNA), a TakXe 415 PYKOBOACTBA MO UX YXO4Y U XPaHEHMo.

HacToswasa WHCTPYKUMA MO 3KCnjyataumMum pacnpocTpaHseTcs Ha Ccrefyrolve  usgenus,
M3roTaB/IvBaemble COrlaCHO TEXHNYECKOW AOKYMEHTaLMN:

N3penna meguumnHekme ukenpyrowme Kinexib B BapMaHTax UCNONHEHUS:

1 ®ukcarop koneHHoro cycrasa Kinexib CYTINOPT

2. dukeatop roneHoctonHoro cycrasa Kinexib CYTINOPT

3. ®dukcartop nokrtesoro cycrasa Kinexib CYMNMOPT

4. dukcatop 3anacTbsa Kinexib CYTTNOPT

5. dukcarop ny4yesansactHoro cycrtasa Kinexib CYTTMNOPT

6. dukcartop KoneHHoro cyctasa Kinexib CYTIMOPT KIDS

7. ®ukcatop roneHocronHoro cycrasa Kinexib CYTMNOPT KIDS

8. ®dukcatop noktesoro cycrtasa Kinexib CYTMOPT KIDS

9. dukcartop 3anacTbs Kinexib CYTMMOPT KIDS

10. dukcatop ny4desanacTtHoro cyctasa Kinexib CYTIMOPT KIDS

11. dukcaTop KoneHHoro cycTasa Kinexib CYTINMOPT JUNIOR

12. ®ukcaTop roneHoctonHoro cycrasa Kinexib CYTMOPT JUNIOR

13. ®ukcatop nokresoro cycrasa Kinexib CYTNOPT JUNIOR

14. dukcartop 3anactba Kinexib CYTMOPT JUNIOR

15. dukcaTop nyyesanacTHoro cyctasa Kinexib CYTIMOPT JUNIOR

16. ®dukcatop KoneHHoro cyctasa Kinexib CYTIMOPT NEO

17. ®dukcatop roneHoctonHoro cycrtasa Kinexib CYTINMOPT NEO

18. dukcatop noktesoro cycrasa Kinexib CYTINMOPT NEO

19. ®ukcatop 3anactbs Kinexib CYMNMOPT NEO

20. dukcatop ny4esansctHoro cyctasa Kinexib CYTINMOPT NEO

21. dukcaTop KOJIEHHOro cycTasa ¢ MeTanmyeckumm Bctaskamm Kinexib CYTIMOPT NEO

22. dukKcaTop roneHoCTonHOro cycraea ¢ metannnyeckumm sctaskamu Kinexib CYTIMOPT NEO

23. dukcatop 3anacTbd ¢ MeTannnyeckumm sctaskamu Kinexib CYTMOPT NEO

24. dukcaTtop Nyye3ansacTHOro cycrasa ¢ Metannumyecknumu sctaskamu Kinexib CYTINOPT NEO

25. duKcaTop KOMeHHOro cycTaBa ¢ niacTukosbiMy BeTaskamy Kinexib CYTIMOPT NEO

26. duKcaTop ro/IeHOCTOMNHOrNO cycTasa C NnacTukoBbiMK BecTaBkamu Kinexib CYTIMOPT NEO

27. dukcaTop 3anacTbs ¢ nnacTukoBbiMu BcTaBkamm Kinexib CYTIMTOPT NEO

28. duKcaTop Ny4e3ansacTHOro cycrasa ¢ nnacTMkoBbiMy BCcTaBkamu Kinexib CYTINOPT NEO

2. Ha3HauyeHne MeAULNHCKOIO N3aenng
2.1 OCHOBHOE Ha3HayeHue - NOALEPXKMBAIOT MOBPEXAEHHbIE CTPYKTYPbI TKaHW (CycTasbl,
CBA3KKN, CyCTaBHblE CyMKVI), nomorawT wuslberaTsb HenpaBuUbHbIX ,qBVI)KeHVII?’I, CbI/IKCVIperT 60/1bHbIE
opraHbl B NpaBUIbHOM NONO>XXEHUN. I_lpl/l Hannymun BCTaBOK (I'Iel'IOTOB) nocnegHne okKasblBaldT
Macca>KHbl it SQJQJEKT, npeaoTepawlaldT OTEKaHKe CyCTaBa Nnn CI'IOCO6CTBy+OT CHN>X EeHUKO
CyLW,ecTBYyHL,ero oTeka.
Mpu onpeAeneHnn CPoKoB BO30OHOBIEHUSI TPEHMPOBOYHbIX 3aHATUIA HAA0 YUUTbIBaTb HE TONbKO
XapakTtep 3aboneBaHus, TpaBMbl, e N10Ka/m3aumto, Bo3pacT U (DYHKUMOHaNbHOe COCTOSHME CMOPTCMEHa,
0COGEHHOCTM BMAA CNOPTa, HO U KNIMHUKO-aHaTOMMUYeCcKne faHHble. HopManu3auus caMo4vyBCTBUSA
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[G6bHo onepexxaeT (M HepeKo CYLLECTBEHHO) NPOLIECChI pereHepauun. MoaTomy 1 He06X0AUMO MpK
.BO306HOB/IEHMM TPEHMPOBOK MOC/E NCUE3HOBEHUS 0TeKa M 6011 NMPUMEHATL (IMKCATOPbl. Harpysku npm
3TOM [IO/MKHbI 6bITb HE3HAUNTENbHBIMU, 0/HKHbI UMETb CNeLMabHY0 HarnpaB/eHHOCTb. PaHHee
BO306HOB/IEHME 3aHATUI 63 (DMKCATOPOB BEAET K NOBTOPHbLIM TpaBMaMm, Nepexody UX B XPOHUYECKYHO
cTagmio. drKcaTopbl MPUMEHSOTCS He TOMBbKO A1 (DYHKLUMOHA/IbHOTO JIeYEHNSt TpaBM U 3a60/1eBaHNIA
OMOPHO-ABMIaTeNIbHOrO annapaTta, HO 1 C MPOPUIAKTUYECKOM Lienbio. OHO NOKasaHo Takxe npu
MMMOGMIN3aLMM CYCTaBOB, TaK Kak He HapyLUaeT Lie/IOCTHOCTM CYCTaBOB U MOABUXKHOCTU B HUX, He
OrpaHNUMNBaET ABUKEHUIA.

3. MokasaHMA 1 NPOTUBOMNOKa3aHUsA, NO60YHbIE 3PPEKTHI

3.1. lMoka3saHuA

NeyeHne, npodmnakTnka n peabunutaums 3aboneBaHWA pasHbIX BWOB CYCTaBOB, OTAE/10B
NMO3BOHOYHWUKA, FPYAHON KNETKU WX GPHOLLIHONM MOA0CTM nocse pasHoobpasHbIX TpaBM, onepauui uam
NPV XPOHUYECKNX 60/1€3HEHHBIX COCTOAHUAX 3TUX OPraHoB.

3.2. lNpoTmBoONoKasaHus

O6NNTepUPYOLLMIA  aTepoCcKepo3 nepudepuyecknx apTepuin. HapyweHue Toka UMb
OnyxaHue MArKUX TKaHeli HEeMOHATHOIO MPOUCXOXAEHUA BHe 06/1aCTV HaoXeHUs dmkcaTopa. MoTeps
YyBCTBUTE/IbBHOCTU WM OHEMEHME B MeCTe HaslokeHUs ukcatopa. KoxkHble 3aboneBaHus B 3TOWM
obnactu.

3.3. B03MOXHble N060YHbIE 3IDEKTbI

He ycTaHOB/EHO.

4. Cnocobbl NPUMEHEHNSA U MPUHLMUNBI AeCTBUSA, 0COOble yKasaHUA
4.1 Cnocobbl NPUMEHEHUA U NPUHLAMBI AeACTBUSA
4.1.1 dunKcaTop Ha rofIeHOCTOMHbIN CyCTaB
ans TOro UTOOBbI nono6partb
npaBuAbHO pasmep, Heo6XxoaMMO
N3MEPUTb OKPYXXHOCTb LLMKOJSIOTKU
B camou Yy3Koi eé 4vactm (cm.

N300pa>keHune).
Pasmepbl  Kids/ getn  Junior/ S M L XL
nogpoct
KN
MN3mepeHue
OKPY>XHOCTb 15,5-17,8 17-19 15,2-20,3 20,3-25,4 25,4-30,5 30,5-36,8

LWMKOJIOTKW, CM

MpuMeHeHVe: B3aTb (rKcaTop 3a BEPXHUI Kpai U HaTAHYTb Ha Hory. [pu HaiMyumn nenoToB-BCTaBOK
obpawiate BHMMaHVWe Ha TO, 4TOObI BCTaBKM 3aKpbiBaM cycTaB. [lpyu  HeobxogumocTu
OTKOPPEKTUPOBATL MOJIOXKEHME (hmKcaTopa.
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4.1.2. duKcaTop 419 KOJIEHHOro cycTaBa

[Ana Toro uto6bl Nogob6bpaTb NPaBUIbHO
15¢m pa3mep HeO6XoAMMO N3MEPUTb
aHaToOMM4yecKue TOUKMU:
e [OnvHY  OKpY>XHOCTU 6egpa Ha
paccTtoaHnn 15 cMm OT UeHTpa KOJieHa,;

15cTl

« NINHY OKPY>XHOCTU MKPOHOXXHOW MbILULbI Ha
pacctosaHnn 15 cM HKe KOJieHa.

Pa3mepbl Kids/ Junior/ S M L XL
fetu NoAPOCTKM
N3mep.
Oobxsart, ct™m 24-26 24,5-26,5 26,2-33 33-40 40-47 47-54,6

MpuMeHeHWe: B3ATb (MKcaTop 3a BEPXHUIW Kpall U HATAHYTb Ha Hory. Mpy Ha/mMuuu nenoToB-BCTABOK
obpawiaTb BHMMaHMe Ha TO, 4TOObl BCTaBKM 3aKpbiBa/IM caM cycTtasB. [lpy HeobxogmMmocTw
OTKOPPEKTMPOBATb MOJIOXKEHME (hMKcaTopa.

Mpn Ha/IMUMKM 3aCTeXXeK BEIbKPO WM peMHer-(hMKcaTopoB, 3acTerHYTb 3TW 3aCTEXXKWM Takum 06pasom,
UTOObI (JMKCATOP M/IOTHO CUAEN Ha Hore. TeM He MeHee, obpalllaiiTe BHUMaHME Ha TO, YTOObI CMINLLKOM
CUNbHOE faB/IeHNE He HaMSINIO HOTY, He BbI3Ba/1I0 MOKPACHEHMS KOXM UM OHEMEHUS CyCTaBa.
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/ 4.1.3. ®uxcatop Aa 3aNACTHA B IYUE3ANACTHOIO CyCTaBa

1

YroSbl npasunbHo noaobpate pasMep, Hago
nSMepuTL OGXBAT KUCTH B YKA3AHHON Ha YepTexXe

1Y TouKe H.
!
! H
\
/ Pasmepnt | Kids/ Junior/ S M L XL UNI
neTH noapoct
' XH
/ Himepenne
OOGXBAT KHCTH, CM 11-13 13-15 15-17 17-19 19-2] 9-21

Tpumenenne: OTKpHTS: ukcaTop. ITposiers Gonbiol manel pyku B OTBEPCTHE, 3AKPENUTH GHKCATOP
‘ TIPH IIOMOIIIM 3aCTEXEK BENLKPO, Y106k (HKCcaTop HE nepeesxal. PeKoMEBIyeTC CHHMATS HA HOYB.

4.1.4. duxcarop A4 JOKTEBOTO CYCTaBa

Yrobei npasunbHO NopocbpaTh pasmep, Hano
U3MEePUTL OXBAaT pyku NpuBnNUauTenHo 5 cM
HMXE NOKTA B YKAaSaHHON Ha YepTexe Touke.

Pa3mepns Kids/ Junior/ S M L XL
. aeTH noApocT
Himep. KH
O6xeat, cm 16-18 16,5-18,5 | 21,8-26,7 | 26,7-31,8 31,8-37,5 37,5432

Mprmenenne; B3ATL (HKCATOP 38 BEPXHHI Kpall H HALETL Hepes KHCTH W Npeauiewbe HA 00/18CTH IOKTEBOFO

cycrasa. Onerb puUKcaTop TaK, YToGb TPHKOTAKHAA KOM(OPTHAR 30HA NPHILNACH HA BHYTpEeHBui crub nokTa.
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4.2 Ocobble yKasaHus
MprmeHeHWe (UKCaTOPOB CrefyeT OCYLLECTBNATb Ha CPOK He 6osee 8 4acos.

5. TexHnYecKne N PyHKLNOHANIbHbIE XapaKTEPUCTUKM

5.1 OCHOBHble TEXHUYECKWNE XapaKTEPUCTUKN

5.1.1 3pgennsa gonkHbl COOTBETCTBOBAaTL 06pasLamM-3Ta/loHaM U U3roTaBNMBaTbCs MO
TEXHONOMMYECKOMY pernameHTy, YTBEPXKAEHHOMY B YCTaHOB/IEHHOM MOPSAKe.

5.1.2 N3penvs He JO/MKHbI UMETb PE3KOro 3anaxa gpyrnx XMMUYECKUX COeAUHEHWIA.

5.1.3 Pa3mepbl 13genunii o/MKHbI COOTBETCTBOBATb pasMepam, yKasaHHbIM B Tabsimuax naMepeHuia
n30eNnii B roTOBOM BuAe (PUCYHKM 1 Tabnuubl B MHCTPYKUUK MO 3KcrlyaTauumn). FabapuTHble pasmMepbl
N Maccbl BapUaHTOB UCMONTHEHUA MEeAVLIMHCKOrO M3LeNNs, a Takxke YepTeXxu U3Lenunin npeacTas/ieHbl B
MpunoxeHnn Nel K fjaHHOMY JOKYMEHTY.

5.1.4 Bce n3genunsa ¢ anacTMYHbIM MOJIOTHOM UMEIOT Kriace komnpeccun 12 nokasaTens faBneHus
JOMKeH cocTaBnATb B cpegHem 3,1 kMa fo 4,3 kMa nam 23 MM pT.CT. 40 32 MM PT. CT. B U3MePSAEMOiA
obnactu. Mo Kpasm rKcaTopa Komnpeccus AosmkHa obiTb 60/1ee cnaboi. VcnbiTaHUA Ha COOTBETCTBUE
KOMIMPECCUOHHOIo AeACTBUSA NpoBOAATCA B cooTBeTcTBUM ¢ RAL-GZ 387 (9/2000). OCHOBHbIe
XapaKTePUCTUKN LO/HKHbI COOTBETCTBOBATL 3HAYEHUAM B Tabnvue 1.

OCHOBHble TEXHMYECKME XapaKTepUCTUKU (PUKCATOPOB [O/HKHbl COOTBETCTBOBaTb Tpeb6oBaHMAM,
yKazaHHbIM B Tabnvue 1.

Tabnmua |

HanmeHoBaHMe MNpakTnyeckas YnpyrocTtb, [asneHne, KMA, mm.pT.cT. OcCTato4Hoe
n3genus pacTshxmmocTb, %  H/cm pasneHne, %
dukcatop Ha 12,6-24,2 1,30-1,42 2,8-4,05 21-29,9 100

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

9b



T

FOJICHOCTONHbINA
‘[ cycTaB
PuxcaTop Ha 13,0-37,2 1,66-3,04 2,92-4,02 21,9-31,7 | 100-162,3
KONCHHBIA cycTan
Ouxcarop ans 22-24,7 2,01-2,56 3,08-4,27 23,1-32 89-105
3aN4CThA U
JIy4e3anscTHOIO
CycTaB
Qdukcarop Ms 20,5-31,9 1,31-2,22 2,66-4,01 19,9-31,7 1100-141,3
JIOKTEBOrO CYCTaBa

5.1.5. Bce u3genns ¢ 3MACTHYRBIM TOJIOTHOM MMEIOT C/EAYIOIHE XapakTepHUCTHKH: 1) vIMeHeHue
NUHEHHBIX pa3MepoB NOCNe CTHPKH, ycamka - He Gonee 20%; 2) ocrarounas jaedopMauus npH
PACTAXCHMH 10 M moche cTHPKH - He Gonee 10%; 3) paspbiBHOC YANIHHEHHE O M NOCNE CTHPKH - HE
MeHee 3HavYeHdA PacTHKUMOCTH. OCHOBHBIC XapaKTEpHCTHKH JOMKHB COOTBETCTBOBATH 3HAYCHHAM B

Tabnuue 2.
@ Tabmaa 2
Hanmenopdnue | Pactaxumocts | PaGouas | IMosepxno |IIpounocrs Hamenenne Knace
H3JENHA OO H TDocCle | pacTaXd | CTHafA MpH pa3phiBe | 3HaYCHNKH KOMIIPECCH
cTHpKH, % MOCTDb IO | MAOTHOCTDL (0 M TOCAC | PA3pPHIBHOrO H
u mnocne | , r/m? crupin,  H | yanuuenus
CTHPKH, (xrc) w3nenuik  mocne
% CTHpKH, %
Quxcatop Ha
rONeHOCTONHBIN
cycTas
dukcatop Ha
KOJICHHbIH
cycras
Qukcatop ans
@ | zanscTea n| He menee 80 2-30 Lientp | ne Menee 196 |  He Gonee 20 It
AYyUe3aniacTHOro cycTaBa: (20)
cycras 2400
7.5cmort
n.c.:
2600
Qukcarop Wi
JIOKTEBOTO
cycTaBa

5.1.6. Usnenns nomxHbI GbITh YCTOMYMBE K CTHPKE NMPH NMOMOIIM MATKHX MOIOIMX cpencts Ges
oT6ennBaTeis H ONMONACKHBATEJIs NPH TeMnepatype Re suuue 30°C,
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5.1.7 Konctpyxuus uznenuit nomxsa obecneunBats yRoGCTBO HCMONB30OBAHHA, OACBAHHA W CHATHA
r3aennii, He CTECHATD JABHKECHNNA, B TOM CAyYae, ec/iH OHH He HaMEePEeHHO ocnabnenst,

5.1.8. Hanenns ROMKHBI NAOTHO MpHREraTh K TeMy, HE OKA3bBAaA YPEIMEPHOrO JABNCHHS M He
| Mepee3Xarh. 3T0 AOCTHTACTCA PasIMEHBIMH 3a8CTEKKAMH BEJILKPO, SproHoMHueckold (opMol BCTaBOK-
NE0TOB, HCHIONIB3OBAHHEM DNIACTHYHLIX NOJIOTEH.

5.1.9 Pa3mepn: n3nenn#i npenycMaTpuBaloT GeCpENnATCTBEHHOE HOLICHHE KX N0 ONCKAOH.

5.1.10 TlenoTn-BcTaBKH MoryT ObiTh BBIONHEHH B BHAC pelep XECTKOCTH WIM MOTYT HMMeTh
3ProOHOMHYCCKYIO (opmy, noeropaiomyio GopMy Tena B Tolk 06NacTH, 1A KOTOPOH NpEAHASHAYCHO

Hincnue.

5.2 MarTepuannl KOHTAKTHPYIOMHE ¢ Koxkell yenopexa
5.2.1 Uanenna n3roTapIuBAOTC W3 MATEPHANIOB, NPEACTABICHHLIX B Tabnuue 3:

Hassanne matepuana Mapxka matrepuana | Cocras, % Wanenns

INonoTHo anacTHuHOe 054000BO, NONHICTEP 57%, Kinexib CYIIIIOPT
NMPOH3BOACTBA snacroauen, 28% | Kinexib CYTITIOPT KIDS
¢$upmu «SSUZHOU Kinexib CYTITIOPT JUNIOR
FUTIAN '
KNITTED
FABRICS CO.,
LTD.», Knrait

TlonoTro 3MacTHyHOE 215000BO, HeonpeH 54%, Kinexib CYIIIIOPT NEO
MPOH3BOACTBA nonuscrep 26%,
¢dupmer «SUZHOU | neiiston 14%,
FUTIAN cnasfaexc 6%
KNITTED
FABRICS CO.,
LTD.», Kurai

5.2.2. BcnomorarenbHbie

MaTepHAbl H KpPacHTC/IH, NMPHMEHACMEBIC TIPH H3TOTOBJICHHH MW3JACHHA B

cooteercTeru ¢ TabGnnueii 4.

Tabnuua 4
Haumenoranue
MaTepHana HIH Mapka 1 ¢pupMa NPOH3BOAKTEND
IBETA KPacHTeNS
Mapka 5754 (EN 573-3), nponssoacrea dupmsl «Jiashan Jian Bo Sports Goods
Amommnuit Con Ltd. (Kirvati) i Bup i
Mapxa PP-DWYV, nponssoactea ¢pupmul «Jiashan Jian Bo Sports Goods Co.,
Honunponunen Lt dl.,» (Kurait) po bupu po
Yepuuiti - wmapka JRTB004-BLACK 002, npounseoactsa ¢pupmnt «SUZHOU
FUTIAN KNITTED FABRICS CO., LTD.», KuTait
Beaw#i - mapxa JRTB0OO4-WHITE 012, npomssoactBa ¢upmm «SUZHOU
Kpacnrenn FUTIAN KNITTED FABRICS CO., LTD.», Kuraii

bexesnit - wmapxu JRTBO0O4-LIGHT SKIN 014, npoussoactBa ¢npMm
npoussoacTea pupmu «SUZHOU FUTIAN KNITTED FABRICS CO., LTD.»,
Knrait
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6. MpaBuia ncnonb3oBaHUA U yxo4 3a usgennamm. Crnocobbl U cpeicTBa fe3nHGpeKLnn
M OYUCTKM
. PyyHas CTUpKa B Tensioin Boge MATKMM, XUAKAM MOKLMM epeAcTBOM. He mcnonb3osaTtb

ononackueatenb Uan otéenmeatenb. Mpu CTUPKe 3aCTErHyTb 3aeTEXKY BebKPO, UTOOblI He MCMOPTUTH
Apyrvie Bewm. Mocne CTUPKK pacnpaBuTb, NpMAaB opmy.

. Ctupatb npu Temnepatype He Bbiwe 30 rpagycos.

. 3anpelyaetcs XMMUYECKas YACTKa, ropsayas CyLlKa U BblBeLUMBaHWE Ha COMHLLE.

. Mpn HanMunn B n3aennum péoep >KeeTKOCTM UM BCTaBOK-MEN0TOB, BbIHYTb UX U NPOTEPETb
BNIXKHOW CaNheTKoiA.

. CywuTte usgenne Ha ropu3oHTaNbHOM MoBepxHOCTM (6e3 MpefBapuUTENIbHOTO OTXMMA),

NMPOMOKHYB MoONOTeHUamu. He cnefyet cywutb wu3gennsa BOAU3M  OTKPLITOrO OrHA, 6atapeu
LileHTpa/sIbHOro OTON/IEHUA U Ap.

. He rnagntb.

. He npuvMeHsATb MpW HOLWEHUW WU3Lenuin Kpembl Uan 6Ganb3aMbl. OTO MOXET MOBPEAUTb
maTepuan nsgenvs.

7. Tpe6boBaHusi N0 06CAYXMBAHUK U PEMOHTY MEAULMHCKOro o060pyaoBaHUs, CEPBUCHOE
obcny>xxmBaHue
He TpebyeTcs.

8. TpaHcnopTupoBKa

V/BOenvst TPaHCMOPTUPYETCS B CyXOM, TEMHOM MECTE B YTIaKOBKe MPOVBBOAMTENS Moy TemnepaType oT -5
[10 30 °C V1 OTHOCUTE/TbHOV BNAXKHOCTM He 6oriee 80%. 1/BGerarh MpsIMOro KOHTaKTa CO/THEUHOIO CBETA 1 Mapa.

9. CnunCcoK HaunoHanbHbIX N MeXAYHapPOLHbIX CTaHAapTOB

9.1 HaunoHanbHble cTaH4apThbI

YY/T 0316-2008 MeauumHcKre npnbopbl. NMpuMeHeHe ynpaBneHns puckamm K MefuunHCKUM
ycTpoiicteaM - Medical devices. Application of risk management to medical devices

YY/T 0466.1-2009 C1MBO/Ibl, KOTOPbIe LO/IKHbI UCNO/b30BATLCA C ITUKETKAMWN MeAULUHCKUX
YCTPOICTB, MapKMPOBKOW 1 MH(OPMaL e, KoTopas A0/KHa ObiTb noeTaBneHa. Yaetb 1 O6uwime
TpeboBaHMA - Symbols to be used with medical device labels, labelling and information to be supplied -
Part 1. General requirements

GB/T 2828.1-2012 MNMpouenypbl BbIGOPKK A8 NpoBepku no atpnbytam. Yactb 1. Cxembl
BbIOOPKM, MHAEKCUPOBAHHbIE MO IMMUTY npremMaemoro Kadectsa (AQL) ans npoBepku «mno
otaensHocTu» - Sampling procedures for inspection by attributes. Part 1. Sampling sehemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection

GB/T16886.1-2011 bronornyeckas oueHKa MeAULMHCKUX n3genuii. Yactb 1 OueHka u
TecTMpoBaHue B npoveece ynpasneHus puckamu - Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process

GB/T 16886.5-2003 buonorunyeckas oueHKa MeauLMHCKUX nsgennii. Yacts 5. VicnbitaHue Ha
LIMTOTOKCUYHOCTb in Vvitro - Biological evaluation of medieal devices - Part 5: Test for in vitro
cytotoxicity

GB/T 16886.10-2005 bronoruyeckas oLeHKa MegULUHCKUX n3genuii. Yactb 10: TecTbl Ha
pasfipaxeHue 1 rmnepyyBCTBMTENBHOCTb 3aMef/ieHHOro Tuna - Biological evaluation of medical devices-
Part 10iTests for irritation and delayed-type hypersensitivity

GB/T 16886.12-2005 bronoruyeckas oLeHKa MeAUUUHCKMX u3genunin. Yactb 12: MoarotoBka
06pasLLoB 1 cripaBoyHble MaTepuansbl - Biological evaluation of medical devices-Part 12:Sample
preparation and reference materials

YY 0331-2006 TpeboBaHUS K XapaKTePUCTMKaM U METOAbI UCMbITaHWIA AN abCOpOUpYIoLLeii
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onkopo# Mapnn u aGcopOupytoieii xnonuarobymaxnoif u Bucko3HoH Mapay - Performance

'requirements and test methods for absorbent cotton gauze and absorbent cotton and viscose gauze
/ YY/T 0507-2009 Meanunnckuit 3nacTuaHbii GuHT. XapakTepMCTHKH ¥ METO/L! HCTIBITAHHHE 11
OCHOBHBIX xapakTepucTHK - Medical elastic bandage Characteristics and test methods for basic
performance
YY/T 0148-2006 Meanunsckne knefixne Guntsl. O6mme tpeGosanus - Medical adhesive
bandages-General requirements

9.2 MexnynapoaHbie CTaHAAPTH

Hupextusa 93/42/EEC Meanunnckue npuGophi, ycrpolicTsa, 06opynosanue - Medical devices
directive (MDD);

EN 980:2008 Meaununcxue npubopsi. I'padrueckne CHMBONEI, HCIIONb3YyeMble IPH MAPKHPOBKE
MeauuuHckux ycrpoticts - Graphical Symbols for Use in the Labelling of Medical Devices;

EN ISO 13485:2012 H3nenus meanuutackue. Cucrems! ynpasnerus xavecTsoM. TpeGopanns k
perynuposanuio - Medical devices - Quality management systems - Requirements for regulatory
purposes;

EN ISO 14971:2013 Meauuunckue yctpoiictsa. [IpuMeHeHRe MEHEDKMEHTA PHCKOB K

o MeAMIMHCKHM ycTpoiicTBaM Medical devices - Application of risk management to medical devices (ISO
14971:2007, Corrected version 2007-10-01);

EN 1SO 15223-1:2016 Ycrtpoi#ictsa MeaunuHnckue. CHMBOMS], HCMIONL3YEMbBIC HA APHIKAX
MCHIMECKEX YCTPOHCTB NpH MapKHPOBKE H B npeaocTabaseMoit Rupopmaunn. Yacts 1. OGmne
TpeGoBanna - Medical devices - Symbols to be used with medical device labels, labelling and information
to be supplied - Part 1: General requirements;

EN 1041:2013 Unpopmauns, noaroraBnuBacMans H3rOTOBUTENEM, CONPOBOXAAIOILIAN
MeauumuHcKne npuGopsl - Information supplied by the manufacturer of medical devices;

ISO 2859-1-1999 Ilponeaypri BeiGopouHOro KOHTpONA O aNbTEPHATHBHEIM NpH3HaKaM. YacTs 1.
TInansl BHOOPOSHOrO KOHTPOJIA NOCNEAOBATENLHBIX NAapTHH Ha OCHOBE NPHEMJIEMOTO YPOBHSA KaYecTBa
(AQL) - Sampling procedures for inspection by attributes -- Part 1: Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection;

EN ISO 10993-1:2011 Ouenxa Gnonoruvueckas MCAHUHHCKHX H3gennii. Yacts 1. Quenxa u
MCIIHITAHHA B PaAMKaX MpolLiecca MEHEUKMERTa pHckKa - Biological evaluation of medical devices.

. Evaluation and testing within a risk management process;

EN 14079:2003 HeaxtupHble MEAHUMHCKHE HPOAYKTH - TPeOGOBAHHE MOLUIHOCTH W METOABI
HCTIBITARKA VIS TIEPEBA3049HON MapIIN K3 XJIONKa K NepeBA304HON Map/IH U3 XAONKa B BHCKO3bI - Non-
active medical devices - Performance requirements and test methods for absorbent cotton gauze and
absorbent cotton and viscose gauze.

10. CrepuannocTh
Hanenne Hecrepunsho

11. Xpanenue H cpok roAHOCTH

11.1 Ycnosua xpaHeHas

XpaHeHue B OpHTHHANSHOH ynakoBKe NpH KOMHaATHOH TeMneparype

Bepeub OT OrHf, XPaHUTh BAAIM OT IOPIOYMX BEINECTB K NMPAMBIX CONHEUHBIX Nyuelt B CyXoM,

NPOBESTPHBACMOM NMOMCWICHHH B HEKOPPOAHPYIOWIUX YCIOBHAX.
11.2 Cpoxk rogHocTH

Cpok TOAHOCTH — He MeHee 3 ner.
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12. Mpouepypa yTnnusaynm

N3penna yTunmnsupyroT BMecTe C TBEPAbIMU ObITOBbIMM OTXO4aMu, B COOTBETCTBMM CO BCEMM
(hesiepanbHbIMU, PErMOHANBHBIMU /MPOBUHLUNANIBHBIMU Y MECTHBIMW 3aKOHAMW 1 NpaBuiamu.

icnonb3oBaHHbIe M3aennUa MOryT 6bITb Hanpas/ieHbl Ha NepepaboTKy Kak BTOPUYHOE Cblpbe UK
YTUIN3MPOBaHbI KaK 0TX0Abl Knacca A (3nnaemMunonornyeckn 6esonacHble 0TX04bl).

13. lMapaHTKA

MpegnpuaTHe-N3roToBUTENb rapaHTupyet COOTBETCTBUE npoayKLumnm HOPMAaTUBHbLIM
TpeboBaHUSIM MpPU YCNOBUM COOMOAEHMSA MpaBWA 3KcnyaTauun, TPaHCMOPTUPOBaAHUA U XpaHeHus,
YCTaHOB/IEHHbIX B HACTOALLEM AOKYMEHTeE.

"apaHTUIHBIA CPOK XpaHEHUst n3aennin - 36 MecsiLeB Co AHA U3rOTOBNEHNS.

M3rotosutens: Cyuxoy Canmes Ko, /1Ta
1 Cyuxoy, paioH MaocuH, yn. LWnwax 88, mexayHapogHbli ueHTp LinHxe 1, omc 2001, KuTaii
+86-512-68785856
sales@szsunmed.ru

14. Peknamauyns

OpraHu3aums, ynoaHOMOYeHHas NPUHMMAaTbL NPETEH3NMM OT NOoTpebuTenei:
000 «KunHekcnb HEKCT»

630004, r. HoBocubupck, yn. JleHnHa, a.26, oth.303

8-800-555-1-6-77

mail@Kkinexib.ru
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MepeBof 4aHHOTO TeKCcTa cAenaH MHOM, nepeBoguymMkoM MapbiyueBbiM KO puem ropesmyem.

Poccuiickas ®Pepepauyus
MNopog Mocksa
UeTbipHagLaToOro gekabps ABe ThicAYM ABajLaTOro roga
[ Akumos Mne6 Bopucosuy, HOTapuyc ropoga MockBsbl, CBUAETENLCTBYI NOLIMHHOCTb
nepesogyrka Mapbliuesa FOpusa ropesuya.
Mognuck caenada B MOEM NPUCY TCTBUN.

JInyHOCTb NnoAnucasLLEero [NOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peecTpe: Ne 77/09-H/77-2020- 73
B3bICkaHo rocyfapcTBeHHOM NowwnmHbl (Mo Tapudy): 100 py6.
YnnaueHo 3a okaspLUp>CMLLLLIpBOro n TexHuyeckoro xapakrepa: 300 pyo6.

I.B. AKumoB

Bcero npolLiryposaHa
W CKpeneHo né

HoTapuyc
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