fofo B [

CERTIFICATE

%

® LL| A LLI LU
@

China Council for the Promotion of International Trade
China Chamber of International Commerce

3NEKTPOHHAS KONHA OGOPMAIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MERHLMHCKUX H3ENHA



< dsit

w\

TAANT M A

T"H a9 No W
Jhina Council for the Promotion of International Trade
China Chamber of International Commerce

CERTIFICATE Q
-y No, 233200B0/009632

THIS IS TO CERTIFY THAT: tre sigature of Qian Cheng of
JIANGSU HONGXIN MEDICAL TECHNOLOGY O., LTD ad the seal
of the said aopany on the amexed DOOMVENT are garuire.

China Cowuw
of Trade
W v r
170 Jiang Liuywl
Sigature: g Hiyurig

Bwr 2023°11J114H
Cate: Nov. 14,2023)

4t>b.siti tor verifying the certifiohlp; hUp://vww. rzccpi 1. (usn’val idate. htral

‘w L m mm » W * L

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



Instructions for use for a medical device:

Urological catheters in versions

Document issue date: 18/01/2021
Document revision date; 16/10/2023

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

«APPROVE» /| «YTBEPXX AR »

LizaHcy XyHcnHb Megnka/! TexHo;w?mkn Ko., J1T4.
(Jiangsu Hongxin Medical Technology Co., Ltd)

«Position» / «JJonicnocThb»

«Name» / «msa»

2023

C*



Table of contents
1. Name and versions of the medical deviCe............vvereerernmreririnreresniess it s estssssasasasssrssassaras 3
2. Developer/manufacturer, place of manufacture of the medical device...........covceenmncnncnniicnine 3
3. Authorized representative of the manufacturer in the territory of the Russian Federation ................... 4
4.  Purpose of the medical QEvVICe........coooicomecrccrcrcrrncnrrr sttt bbb st ae s b 4
5. COMPICLENESS ........coeecerereereenreeieeesesrneseseasaresssessnssrasasas ensasssssnsesnasestotasamas mbasesassasaaasobs et ssasanssasans saana 4
6. Conditions and scope of application of the medical device..............viininiiiiiemmensncirinannes 5
7. POEDNIA] CONSUMET ...........orrereirarnsrmnsinssssimiasisncisassstsarenssanesarasessssesss camsmsssenteossaassmersassenratorss senss
8. Indications and contraindiCAtONS fOT USC......cceirirrcrieririemsarsnsssricssressmssamsssasresctssssssesesssesssseseasossasssas e 5
0. SHAE EffECLS .......c.cceeeereraeierer s eaiosiesesie s eesssasenesessssan s b as e n et e bR S4B oA SO RSSR S SbSES RSSO SRR b eSO L RSN S 5
10.  Risks of using & Medical dEVICE ..o ureer oo naesrorte e tsensssis e s sossessssstosssnass 6
11.  Description of the medical device.........cimeiearereresscrircsanecsennicsermresssensressnsones 6
12.  Techaical description of the Medical dBVICE .........ccccmeeerereerrrcrrereceereeavenrsssncsnsrranssamssnssnsas .9
12.1 Specifications of the Nelaton catheter (versions I, II).......cc.oervveererecrerecenrenncconercenre .9
122 Specifications of the Foley catheter (versions IIL, IV) ........cccciiniicriinermisnicscsocsssne 12
13.  Packaging and materials coming into contact with a medical device..................... 16
i4.  Instructions for use. R 18
15.  Information about compatible medical devVices...........ouvvieviiiiniiciiic s s ssosass e 19
16.  Precautionary MEASUIES............ccoceverersrnssscsosasassarssssstssasssasassorasnrars 19
17.  Criteria for the unsuitability of the medical device...........c.ocoeeeeeeeecee. .20
18.  Requirements fOr PIEMISES. . .........o.coocueceeerieerensinetenerrrcasnsessssseseseressessssnsssssresesssesssssesasasnenssssnsrsss 20
19, SEEMHZALON .......oercreirieceeseecsiseic e ensiacsss e s s ssascsscontessseaseas o sansanseshsensssenrasevherstasasoteons 20
20.  Expiration date (SIEHLIEY) .........coeiireririssiaraerereionsmesasscscasssncasaensosensassssenessassssssassessassenssssnsesassessanes 20
21.  Storage, operation and transportation CORAIMONS ............cccceccntrureemrcccormresmmmsssiecsemssssessisissnisene 20
22. Marking 21
21.1 Devicemarking ..........coceerrvrerrvecrrrraracsaes 21
212 Marking of individual packaging .............c.cconccvrrenn 21
213 Marking of group PACKABINE .......covvvvreerererrrenreretrressstnsrransorasusssssssssassnsesssmoss sosasasssasarasss sasnssa san 23
21.4 Marking of transport packaging ..........c.c....... cereseressanressse 2D
21.5 Decoding of the marking symbols used on the label of the medical device ...........c...coccenrnienens 28
23, Warranty obliQatiOns...............c.covecimrivrreiesesrersssnnioressorassisssasassossenersssrsssararasas 29
24,  Procedure and conditions for disposal or destruction teestemeseentenet e strbeee b bRt sa s AR sbs e st e 29
25,  Environmental protection reqUIrements .........o.eereceereusseeccenencncasacocense 29
26.  The list of international and national regulatory documents to which the medical device
corresponds reteienet et sae e sR R st sassatoeun ety pasantasaasas 29
27. Complaints .... reereeresesereresaen .31
2

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1. Name and versions of the medical device

Urological catheters in versions

1. Nelaton catheter 48 cm (type code 209970), sizes: (CH/FR) 6, 8, 10, 12, 14, 16, 18, 20,
22, containing:

1. Nelaton catheter 40 cm of one of the standard sizes - 50 ind. pack/group pack

2, Instructions for use — | piece/group. pack

I1. Nelaton catheter 20 cm (type code 209970), sizes: (CH/FR) 6, 8, 10, 12, 14, 16, 18,
20, 22, containing:

1. Nelaton catheter 20 cm of one of the standard sizes - 50 ind. pack/group pack

2. Instructions for use — 1 piece/group. pack

III. Foley two-way catheter 30 cm (type code 155670), sizes: (CH/FR) 6, 8, 10,
containing:
1. Foley two-way catheter 30 cm of one of the standard sizes ~ 50 ind. pack/group pack.,
consisting of:
1.1 Foley catheter — I pc.
1.2 Guidewire — 1 pc.
2, Instructions for use — 1 piece/group. pack

IV, Foley two-way catheter 40 cm (type code 155670), sizes: (CH/FR) 12, 14, 16, 18, 20,
22, 24, 26, containing:

1. Foley catheter, two-way, 40 cm, one of the standard sizes — 50 ind. pack/group

2. Instructions for use — 1 piece/group. pack

Further in the text: medical device/s, device/s, catheter/s, urological catheter/s, Nelaton
catheter/s, Foley catheter/s, product.

2. Developer/manufacturer, place of manufacture of the medical device

s Developer/Manufacturer

Name Ixsncy Xyrncuae Meankan Texunonomsx Ko., JIta.
(Jiangsu Hongxin Medical Technology Co., Ltd).
Address Bocrounas cropona moporn LisuHbXya, 30Ha 3KOHOMAYECKOTO Pa3BHTHA,

223600 Llyan, KHTAUCKAS HAPOJHAS PECTTYBJIMKA

(East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
PEOPLE’S REPUBLIC OF CHINA)

Phone number | 0527-80811009

¢ Place of manufacture
Name, address | 1. Jiangsu Hongxin Medical Technology Co., Ltd.,
East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
PEOPLE’S REPUBLIC OF CHINA
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Name, address | 2. Nantong Angel Medical Instruments Co., Ltd., Fusheng Rd., Xiayuan Town,

226543 Nantong, PEOPLE’S REPUBLIC OF CHINA

3. Authorized representative of the manufacturer in the territory of the

Russian Federation

Name

Limited Liability Company "LK GROUP"
(LK GROUP LLC)

Address

107392, Moscow, st. Prostornaya, 10, building I, apt. 109

Phone number | +7 (495) 505-74-10

e-mail

84955057410@mail.ru

4. Purpose of the medical device

Urological catheters are designed to be connected to the external environment of the
bladder for urine diversion.

The Nelaton catheters are designed for short-term catheterization of the bladder.

The Foley catheters are designed for long-term catheterization of the bladder.

5. Completeness

Delivery kits for catheters:

l.

Nelaton catheter 40 cm, sizes: (CH/FR) 6, 8, 10, 12, 14, 16, 18, 20, 22
containing:

1. Nelaton catheter 40 cm of one of the standard sizes (CH/FR) - 50 ind. pack/group
pack.

2. Instructions for use — 1 piece/group. pack.

Nelaton catheter 20 cm, sizes: (CH/FR) 6, 8, 10, 12, 14, 16, 18, 20, 22
containing:

1. Nelaton catheter 20 cm of one of the standard sizes (CH/FR) - 50 ind. pack/group
pack.

2. Instructions for use — 1 piece/group. pack.

111

Foley two-way catheter 30 cm, sizes: (CH/FR) 6, 8, 10
containing:
1. Foley two-way catheter 30 cm of one of the standard sizes (CH / FR) - 50 ind.
pack/group pack., consisting of’
1.1 Foley catheter - 1 pc.
1.2 Guidewire - 1 pc.
2. Instructions for use - 1 piece/group. pack.

Foley two-way catheter 40 cm, sizes: (CH/FR) 12, 14, 16, 18, 20, 22, 24, 26

containing:
1. Foley two-way catheter 40 cm of one of the standard sizes (CH / FR) - 50 ind.

pack/group pack.
2, Instructions for use — 1 piece/group. pack.
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6. Conditions and scope of application of the medical device

The medical device is used only in the conditions of the clinic and by medical personnel of
the urological profile with a qualification level not lower than the average special.
It is necessary to use the medical device for its intended purpose only in disposable gloves.

7. Potential consumer

The medical device is intended for bedridden patients, as well as for patients with
pathological conditions, accompanied by the impossibility of self-emptying of the bladder.

8. Indications and contraindications for use

Indications:
Catheters are indicated for use in the event of various pathological conditions, accompanied
by obstruction of the outflow of urine, as well as in the case of care for bedridden patients.

Contraindications:
Do not apply to patients in the following situations:
a) acute urethritis
b) acute prostatitis and epididymitis.
) menstrual period in women.
d) complete violation of the integrity of the urethra
e) urethrostenosis.

9. Side effects

When using the device, the following side effects may occur:
- allergic reaction to the device material;

- infection of the bladder;

- infection of the urethra;

- damage to the mucous membrane of organs;

- allergic reactions to catheter components;

- itching;

- discomfort;

- microtrauma of the urethra;

- leakage of urine.

Possibl lications:
- injuries of the urethra;

- inflammation and swelling of the mucous membrane;
- bleeding from the urethra;

- spasm;

- inflammation;

- hematuria (blood in the urine);
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- sepsis;

- bladder stones;

- infection.

Catheterization requires special precautions to avoid infection. During catheterization,
strictly follow the rules of asepsis to prevent infection of the urinary tract.

10.Risks of using a medical device

During the risk assessment and analysis, all identified risks of the medical device
"Urological catheters in versions” were evaluated. All risk levels are acceptable for the intended
use and use of the medical device after the manufacturer has taken appropriate measures to reduce
these risks.

The priority values of all risks taken into account for a medical device and shown as
residual risks following the implementation of risk management are at an acceptable level, which
serves as evidence of how the benefits of the application outweigh the risks.

Residual risks are reduced through device design, use of instructions for use and warning
signs on labels,

11. Description of the medical device

The Nelaton catheter (versions I, IT) consists of a drainage port 1, a tube 2 with two holes
for urine drainage and a thermally welded distal end 3 (see Figure 1). The drainage port’s surface
is smooth, without burrs. The catheter should not cause harm or discomfort to the patient.
Appearance of the tube: transparent, without foreign substances or impurities. All parts of the
device are made of aseptic, harmless medical PVC material that has undergone gas sterilization
with ethylene oxide and does not contain pyrogens. The Nelaton catheters are sterilized, do not
have abnormal toxicity. All physical, chemical and biological characteristics meet the
requirements specified for the device. The use of the Nelaton catheter does not cause cross-
infection, as it is intended for single use.

Figure 1. The design of the Nelaton catheter (versions I, iI}

The Foley catheter (versions III, TV) is a tube | with a thermally welded distal end 2
containing two holes for urine drainage (see Figures 2,3). From the opposite end of the device, the
tube is equipped with two ports 3 and 4. Port 3 is used for urine diversion. Port 4 serves to inflate
the balloon 6, which, in tum, is necessary to prevent the catheter from fatling out of the human
body. Port 4 is internaily equipped with a polymeric anti-return valve 5 for introducing a syringe
{no needle) to fill balloon 6. The anti-return valve 5 also prevents air and liquid leakage. Port 4 1s
provided with a tire 7 on the outside to ensure the reliability of the catheter design.
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The Foley catheter version [lI additionally contains a built-in guidewire (stiletto) 8, which
facilitates long-term manipulation in the form of catheterization of the child's bladder (see Figure
2).

The main material from which this device is made is natural latex coated with silicone.
Foley catheters are sterile (sterilized with ethylene oxide), non-cytotoxic, non-pyrogenic, non-
allergenic, not sealed.

Figure 2. Foley catheter design (version III)
1 — tube, 2 — thermally welded distal end, 3 — port for urine discharge, 4 — port for
balloon inflating, 5 — anti-return valve (inside the port tube), 6 — balloon (shown in
inflated and deflated form); 7 - tire; 8 - stiletto/guidewire.

Figure 3. Foley catheter design (version IV)
1 - tube, 2 - thermally welded distal end, 3 — port for urine discharge, 4 — port for
balloon inflating, 5 — anti-return valve (inside the port tube), 6 — balloon (shown in
inflated and deflated form); 7 — tire;

The general appearance of the medical device is shown in Figures 4-6.
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m"y; HVS\'s
Figure 4. Appearance of the Nelaton catheter (versions I, I1)

RUAE R [N

Figure 5. Appearance ofthe Foley catheter
(version 111)

Figure 6. Appearance ofthe Foley catheter
(version rV)
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12.Technical description of the medical device

12.1 Specifications of the Nelaton catheter (versions I, II)
Table 1. Specifications of the device of versions I, 1I (Nelaton catheter).

P . Geuerallength | Efficient length L, | Efficient tube length Weight without
L, mm mm L: (mis.), mm Number | Colorcode | Flowrate | packaging10%,g
Nelaton | Nelaton | Nelaton | Nelaton | Nclaton | Nelaton | ofside | of draimage (min.), Nelaton | Nelaton
D 16,33 mm FR/CH* | catheter | catheter | catheter | catheter | catheter | catheter | Tholes port mlmin | cotheter 40 | catheter
40 cm 20em 40 cm 20cm 40 cm 20 em cm 20cm
20 6 Light green 10 3.0 20
27 g Light blue 15 33 23
33 10 Black 30 44 30
40 12 White 50 50 33
4.7 14 400:20 | 200£20 | 362:10 | 16310 325 136 2 Green 70 6.0 36
53 16 Orange 100 7.0 40
6.0 I3 Red 100 8.0 44
6.7 20 Yellow 100 9.0 50
73 22 Blue 100 11.0 6.0
* Designations:

FR/CH is the designation for the outer diameter of catheters according to the Charriére scale, the French scale for catheter diameters.
The relationship between the diameter in mm D and the diameter on the Charritre scale is described by the equations:

¢  Outer diameter ()= FR/CH x 3

e  FR/CH = Outer diameter (mm) / 3

Figure 7. Designations of overall dimensions for the Nelaton catheter (versions I, II)
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Table 2. Parameters of the drainage port of the Nelaton catheter (versions L, 1I)

Catheter | Maximum | Maximum | Diameterof | Lengthof | Total
skze, outer intermal | the cylindrical | the conieal | length
FR/CH | diameter | diameter, partofthe | partofthe | of the
ed, mm mm port d, mm port s, porth,
mm mm
6~20 12.5£1.0 8.520.5 8.5+0.5 25+2 3843
1843 Figure 8. Overall
X dimensions of the
22 13.521.0 9.520.5 9.530.5 2542 drainage port of the
Nelaton catheter
Surface cleanliness:

When visually examined with normal or comected to normal vision, including when
examined with 2.5-fold magnification, the outer surface of the effective length of the Nelaton
catheter should not have:

- foreign inclusions, impurities;

- technological and surface defects that may pose a risk of harm to the patient.

MRI Compatibility
There is no risk of using a medical device in a magnetic resonance environment.

Strength
Tensile strength, not less: 60 N
Catheter burst pressure, not less: 90 kPa
Elongation at break, not less: 100%
Strength of parts connection, - FR/CH 6,8, 10: 15N

not less -FR/CH 12,14, 16: 20N
-FR/CH 18,20: 25 N
-FR/CH22: 30N
Drainage port reliability

When tested in accordance with the method described in 1SO 20696, Annex B, the drainage
port of the Nelaton catheter shall not separate from the compatible connector attached to it.

The test load value applied to determine the reliability of the catheter drainage port-
connector connection for catheters of various diameters is indicated in the table below.

Table 3 - Test load for checking the strength of the catheter drainage port

Catheter size, FR/CH Weight of load for impact, kg
6~10 0.75
12~22 1.0
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Fracture resistance

At the time of placement, the Nelaton catheter must demonstrate the ability to accurately
and safely provide access to its target site.

The catheter shall be tested to determine its resistance to fracture in accordance with the
method described in 1SO 20696, Annex G.

When winding the tube at 180°, the connection between the tube and the drainage port of
the Nelaton catheter around gradually decreasing cores, a fracture in the tube is formed when
winding around the cores with the diameters indicated in Table 3.1

Table 3.1 — Parameters of the core diameter at which the Nelaton catheter tube form a

fracture
Catheter size, FR/CH Part of the device being examined Core diameter, mm

6~ 10 Tube 210
Tube-drainage port connection a12

12~16 Tube o8
Tube-drainage port connection 210

18 ~22 Tube 6
Tube-drainage port connection 28

Peak Tensile Strength

The minimum peak tensile strength of a Nelaton catheter tubular portion, each connection
between a catheter portion and a tubing, and each connection between tubular portions shall be as
specified in the table below when tested in accordance with the method described in ISO 20696,

Annex H.
Table 4 - Peak tensile force
Catheter size, Smallest outer diameter of | Minimum peak teasile
FR/CH tubular part, mm force, N
6~12 22 and <4 10
14-22 >4 20

11
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12.2 Specifications of the Foley catheter (versions IIL, IV)
Table 5. Specifications of the device of version 1II (Foley catheter).

Efficient Length
Outer diameter | Geperay [ POt [ popoin | cube | Efficent ‘Wﬂm: Color code o F m"’e" ofthe | Weight without
length h""'L '] L: | wengthLs | tength L, i the tire (min, | *tletto | packaging,+
D033 | eriche | L(mm) " | (mm) | (min), mm Oh | (guidewi 10%, g
(mm) {mm) mm (mblem?) mbmin re), mm
2.0 6 4 35 Light red 10 50
27 8 300£20 | 7 31 275 220x10 35 Black 1S | 330%10 50
33 10 35 Gray 30 6.0
Table 6. Specifications of the device of version IV (Foley catheter).
Geaera Efficient
Outer diameter I ':":h Length | tube | Efficient m Color codeon | FROWrste | Weight without
length L“' L: | lengthLs | length Ly, £ the tire (mia.), packaging, &
D033, FR/CH* L (mm) (min.), mm mVmin 10%, g
(mm) (mlcm®)
MM {mm) mm
4.0 12 5-10 White 50 9,0
47 14 30 Green 70 10,0
53 16 30 Orange 100 11.0
6.0 18 400+ 30 Red 100 130
3
67 20 0 |®=5] &2 150 31510 30 Yellow 100 150
73 2 30 Purple 100 150
8.0 24 30 Blue 100 16,0
8.7 26 30 Pink 100 18,0
* Designations:

FR/CH is the designation for the outer diameter of catheters according to the Charriére scale, the French scale for catheter diameters.
The relationship between the diameter in mm D and the diameter on the Charritére scale is described by the equations:

¢ Quter diameter (mm)=FR/CH x 3 .

¢ FR/CH = Outer diameter (mm)/ 3
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Note:
1The presence of a guidewire in the figure only applies to version III.
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Table 7. Parameters of the anti-return valve of the Foley catheter (versions Ill, 1V)

Catheter Outer Imer Outer Valve
&, diareterof diameterof  diameter legthl,
FR/CH vahe nlet vahe inketid, ofatdetd, mm

ad, mm mm mm
ed
6-26 9.(40.5 3.a10.5 5.0¢0.5 20+1.0 Figure 10. Overall dimensions of anti-
retumvalve

Table 8. Parameters of the port for urine drainage of the Foley catheter (versions 111, 1V)

Catheter siz, FR/CH Maximum exterral port Maximum intermel port Total port legth, mm
diareter, mm diareter, mm
6-26 9.50.5 7.505 50.0:5.0

Surface cleanliness:

When visually examined with normal or corrected to nonnal vision, including when
examined with 2.5-fold magnification, the outer surface of the effective length of the Foley
catheter should not have;

- foreign inclusions, impurities;

- technological and surface defects that may pose a risk of harm to the patient.

MRI Compatibility
There is no risk of using a medical device in amagnetic resonance environment.

Strength, urine resistance

Tensile strength, not less; 50 N

Catheter burst pressure, not less; 70 kPa

Balloon burst pressure, not less than 40 kPa
Elongation at break, not less; 400%

Strength of connection of parts, not less than; 40 N

When the connection of the distal end to the catheter tube and the side drainage holes is
tested in accordance with the method described in ISO 20696, Annex A, there shall be no evidence
of deformation; neither the distal end northe urine drainage port should be discomiected from the
catheter tubing.

The test load value for different diameters of Foley catheter is given in the table below.

Table 9 - Test load for checking the strength ofthe catheter

Catheter size, FR/CH W eight of load for impact, kg
6-10 0.75
12-26 1.0
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A preliminary load test on the catheter in accordance with ISO 20696, Appendix A
(temperature 37+2°, medium - artificial urine) confirms the resistance of the Foley catheter to urine
for a period of 14 days.

Reliability of the urine drainage port

When tested in accordance with the method described in ISO 20696, Annex B, the urine
drainage port of the Foley catheter shall not separate from the compatible connector attached to it.

The test load value applied to determine the reliability of the catheter-connector urine
drainage port connection for catheters of vartous diameters is shown in the table below.

Table 10 - Test load for checking the strength of the catheter urine drainage port

Catheter size, FR/CH Weight of load for impact, kg
6~10 0.75
12~26 1.0
Balloon safety

The catheter balloon should not leak or block drainage holes. Both ends of the uninflated
balloon should connect smoothly to the tube. When assessing balloon safety according to the
method described in ISO 20696, Annex C, the Foley catheter balloon should expand almost
symmetrically when filled with water at ambient temperature to the specified balloon capacity.

The test load applied to the catheter for balloon safety testing is given below.

Table 11 — Test load for checking cylinder safety

Catheter size, FR/CH Minimum load weight for impact, kg
6~8 0.3
10 045
12 0.6
14 0.7
16~26 1.0

Catheter lumen integrity and volume maintenance

Foley catheter lumen integrity and volume maintenance should be assessed in accordance

with the method described in ISO 20696, Annex I.
The smatlest size of the hole through which part of the catheter with a deflated balioon
must pass without applying a traction force of more than 4.5 N, depending on the size of the

catheter, is shown in the table below.

Table 12. Parameters (smallest size) of the hole through which the Foley catheter tube

should pass with a deflated balloon
Catheter size, Catheter outer Balloon volume, Outer diameter | Smallest orifice
FR/CH diameter | of uninfisted diameter
D+0.33 {mVem?) balloon, £0.13 according to the
mm mm French scale,
FR
6 20 3.5 2.7 10
8 27 3-5 34 12
10 33 3-5 4.0 14
12 40 5-10 4.7 16
14 4.7 30 5.3 18
15
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16 5.3 30 59 20

18 6.0 30 6.6 22

20 6.7 30 7.3 24

22 73 30 7.9 26

24 3.0 30 8.6 28

26 8.7 30 9.3 30
Fracture resistance

At the time of placement, the Foley catheter must demonstrate the ability to accurately and safely
provide access 1o its target site. The catheter shall be tested to determine its resistance to fracture in
accordance with the method described in ISO 20696, Annex G. When twisting the tubular parts,
connections of the tubular parts of the Foley catheter at 180° around gradually decreasing cores, a fracture
is formed when winding around the ¢ores with the diameters indicated in Table 12.1

Table 12.1 - Parameters of the core diameter at which fracture of the tubular parts and connections
of the tubular parts of the Foley catheter occurs

Catheter Core
size, Part of the device being examined diameter,
FR/CH mm
catheter tube/catheter port tubes 08/ 04
6~ 10 connection tube - port for balloon inflation, connection tube - port for urine drainage 210
connection port tube for balloon inflation - anti-return valve 06
Connection port for urine drainage - port for balloon inflation a8
catheter tube/catheter port tubes Q6/ 04
12 ~18 connection tube - port for batloon inflation, connection tube - port for urine drainage 08
connection port tube for batloon inflation - anti-retum valve a6
Connection port for urine drainage - port for balloon inflation 08
catheter tube/catheter port tubes 04/
connection tube - port for balloon inflation, connection tube - post for urine drainage a6
20~26 - — D =
connection port tube for balloon inflation - anti-retum valve 06
Connection port for urine drainage - port for balloon inflation a8
Peak Tensile Strength

The minimum peak tensile force of the tubular portion of the Foley catheter, cach connection
between the catheter portion and the tubing, and each connection between tubular portions shall be as
specificd in the table below when tested in accordance with the method described in ISO 20696, Annex H.

Table 13 - Peak tensile force
Catheter size, Smallest outer diameter of Minimum peak tensile force,
FR/CH tubular part, mm N
6~12 >2 and <4 10
14 ~ 26 >4 20

Tension resistance of an inflated balloon

When testing the tensile strength of an inflated balloon in accordance with the test method described
in 1ISO 20696, Annex J, the inflated catheter balloon shall not fit into a funnel with an opening 0.33 mm in
diameter greater than the nominal siz¢ of the catheter.

13.Packaging and materials coming into contact with a medical device

The medical device of versions III, IV (Foley catheter) is packed in a double sterile individual
package. The primary individual packaging is made of polyethylene (PE) and is thermally sealed at one
end. The secondary individual packaging is sealed, made of polyethylene terephthalate (PET) and medical
paper and is thermally sealed.

The medical device of versions I, II {Nelaton catheter) is packed in a sealed single sterile, thermally
sealed individual package made of polyethylene terephthalate (PET) and medical paper.

Devices in individual packaging of versions I-IV in the amount of 50 pcs. are packed in a group
package of white cardboard. Instruction for use is enclosed in each group package.

The devices in a group package are then packed in a transport package made of corrugated
cardboard.

Table 14. Materials and dimensions of the individual packaging of the medical device of versions
I, I1 (Nelaton catheter)
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Brand/medel of Dimensions,

Type of packaging Material the material Manufacturer, country LW £10%, (em)
Haining Huajia Printing .
. Version I:
Individual PET 4.5s Machinery  Manufacture 47x3

\ Co., Ltd., China X )
packaging Medical o Zhejiong _Hengda New ;f:;sn;m I:
paper Material Co., Ltd., China

Width of the weld: 8-10 mm

Tensile force: > 1.5N/ 15 mm

A blue seal is applied to the individual packaging of the Nelaton catheter from the side of
the medical paper.

Printing matenal: ink brand 17346-12, color light blue

Manufacturer, country of manufacture: Shanghai Yate Yingyi Packing Material Co., Ltd,
China

Table 15. Materials and dimensions of individual packaging of the medical device versions
IlL, IV (Foley catheter)

Type of packaging Material B:;:"fﬂ':;"ﬁ:"‘ Manufacturer, country um::::.(:’m)

Individual o i

packaging PE pe-Lp | Anhui Putian Plastics Co. | 04

. Ltd., China

| (primary)
Haining Huajia Printing

Individual PET 4.5s Machinery = Manufacture

packaging Co., Ltd., China 50x7.5

(secondary) Medical 60g/m? Zhejiang Hengda New

paper Matenal Co., Ltd., China

Width of the weld: 8-10 mm

Tensile force: > 1.5N /15 mm

A black seal is applied to the individual packaging of the Foley catheter from the side of
the medical paper.

Printing material: ink brand 17346-81, color black

Manufacturer, country of manufacture: Shanghai Yate Yingyi Packing Material Co., Ltd,

China
Table 16. Materials and dimensions of group and transport packaging of the medical device
Type of packaging Material Manufactarer, country m"‘“'i‘""’(z:r"ﬂ +10%,
Zhangjiagang Beili color Verston I, I, IV:
Group White cardboard | printing packagin 47x13,8x7
packaging ?acto ng packaging Version II:
i 24,8x13 8x7
Transport Corrugated Zhangjiagang Hongfeng | Versions I-IV:
_gackaging Cardboard cardboard-box factory 51x39x41
17
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14.Instructions for use

< Method of application of the Nelaton catheter (versions I, II).
— put on gloves;
— take a sterile catheter with tweezers in the right hand closer to the distal end (4-5
cm);
— grab the free end of the catheter between 4-5 fingers of the right hand;
— treat the inserted end of the catheter with a water-based lubricant;
— treat the urethral orifice with a solution of Furacilin;
— lower the free end into a container for collecting urine or connect to a urinal;
— insert a catheter into the urethral orifice before urine appears;
— at the end of urine excretion, remove the catheter by pressing on the suprapubic
area with the palm of the left hand;
— blot the urethral orifice with a sterile swab;
— disposal in accordance with the established procedure (biologically hazardous
waste).
Recommended peried of use: it is recommended to install the Nelaton catheter for
a period of no more than 24 hours.
Sanitation: the catheter insertion site is treated with an antiseptic (Furacilin
solution) at the time of catheter installation. During the recommended period of use there
is no need for repeated sanitization.

< Method of application of the Foley catheter (versions III, IV):

— put on gloves;

— take a sterile catheter with tweezers in the right hand closer to the distal end (4-5
cm);

— grab the free end of the catheter between 4-5 fingers of the right hand;

— treat the inserted end of the catheter with a water-based lubricant;

— ftreat the urethral orifice with a solution of Furacilin;

— lower the free end into a container for collecting urine or connect to a urinal;

— insert a catheter into the urethral orifice before urine appears;

— inflate the fixing balloon with a syringe to the appropriate volume (from 5 to 30 ml)
using distilled water or saline solution;

— at the end of urine excretion with a syringe, remove distilled water or saline from
the fixing cylinder;

— remove the catheter by pressing the suprapubic area with the palm of the left hand;

— blot the urethral orifice with a sterile swab.

— disposal in accordance with the established procedure (biologically hazardous
waste).

— with prolonged drainage of the bladder, it is recommended to fix it to the inner
surface of the thigh, lengthen it by means of tubes (if necessary) and connectittoa
container for collecting urine.

Recommended period of use: it is recommended to install a Foley catheter for a
period of no more than 7 days.
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Sanitation: the catheter insertion site is treated with an antiseptic Furacilin
solution) at the time of catheter installation. During the recommended period of use, it is
necessary to carry out regular inspection and locally treat the catheter insertion site with
an antiseptic solution (Furacilin solution) every 24 hours.

15. Information about compatible medical devices

Urological connectors in versions must be used in conjunction with urinals registered in
the Russian Federation.

The type of design, length of the tube, volume of the bag, type of drain valve of the urinal
can vary and do not have a significant impact on combined use with a urological catheter. Most
urinals used in conjunction with urological catheters contain a universal connector that is suitable
for any size and type of catheter (see the instructions for use for the urinary bag used).

Urine bag connectors for use with catheters should comply with ISO 80369,

The drainage port of the connector of a compatible urine bag should not be separated from
the catheter. If necessary, the reliability of the connection between the connector and the urine
drainage port can be checked in accordance with clause 6.2, ISO 20696.

Table 17 - Recommended connector parameters of compatible urinals:
Connector shape conical

Outer/inner diameter of larger hole of| 12.0£0.5mm /6.0£0.5mm

connector:
Outer/inner diameter of smaller hole of | 8.0£0.5mm / 5.0+0.5mm
conneclor:

Connector length: no less than 35 mm

16.Precautionary measures

A The device is intended for use by medical personnel only.

A\ The device should be used only once immediately after opening the package, after
which it should be disposed of.

A nis strictly prohibited to use the device in violation of the packaging.

A\ Use the device for 5 years from the date of manufacture.

A Avoid storage in a place with high temperature and humidity, as well as the
presence of corrosive gases. Store the device in dry, well-ventilated areas.

It is necessary to use the medical device for its intended purpose only in disposable

gloves.

Additional precautions for the Nelaton catheter
(versions I, 1)

Attention! The product is made of PVC materials containing DEHP. Medical
: personnel should pay attention to the adverse effects of the device on
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high-risk groups such as: pregnant and lactating women, children and
prepubescent men, if possible, use alternative devices.

The Nelaton catheter cannot be used for a long time, since there
are no fixing elements in the structure, and the rigidity of PVC can
provoke bedsores.

17.Criteria for the unsuitability of the medical device

It is forbidden to use a medical device if:
- the integrity of the packaging and (or) the design of the device is violated;
- expiration date (sterility) has expired;
- the conditions of storage and transportation of the medical device have been
violated;
18.Requirements for premises

Catheterization of the bladder should be carried out under strictly aseptic conditions.

19.Sterilization

The medical device is sterilized with ethylene oxide

20.Expiration date (sterility)
The expiration date (sterility) of the device is 5 years from the date of manufacture
indicated on the package.
21.Storage, operation and transportation conditions

Table 18. Storage, operation and transportation conditions

Environmental

conditions Storage Exploitation Transportation
Temperature, °C from +15 to +30 from O to + 40 from -18 to +55
Relative ~— humidity | ¢ 0 301075 from 30 t0 70 from 15 to 85

(non-condensing), %
Atmospheric pressure
(absolute), hPa
v Store in 2 cool, clean place at room temperature in the absence of corrosive gases.
v During transportation, the medical device should be protected from rain, snow and

sun exposure.

from 700 to 1060 from 700 to 1060 from 600 to 1060
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22 Marking

21.1 Device marking
Directly on the medical device of versions 1, I (Nelaton catheter) no marking is applied.
- The port for urine diversion of the medical device of versions III, IV (Foley catheter) is stamped with information about:
- the outer diameter of the catheter D in mm in format X.0mm, where X.0 — values from 2.0 t0 8.7,
- the outer diameter of the catheter in CH/FR in format (FXX), where XX are values from 6 to 26;
- the volume of the catheter balloon in ml/cm’ in the format 3-Sml, 5-10ml, 30ml.
The protruding part of the anti-return valve (inside the port tube) is embossed: serial part number in the format YK AXXX, where A are the
letters of the Latin alphabet from A to Z, XXX are the numbers from 0 to 9.

21.2 Marking of individual packaging

On the individual packaging of the medical device of versions I, II (Nelaton catheter), during manufacture, a marking is applied in the form of a
print containing the following information:

- name of the medical device;

- name of the version;

- the outer diameter of the device "PASMEP CH/FR";

- information about the manufacturer: name, legal address, phone number;

- date of manufacture in the format YYYY-MM;

- expiration date in YYYY-MM format,

- batch code;

- information about the authorized representative of the manufacturer in the territory of the Russian Federation: name, legal address, phone
number;

- INSCIIptions: HETOKCHYHO, AITHPOreHHO,

- number and date of issue of the registration certificate;

-Symbols "Batch code", "Date of manufacture”, "Manufacturer”, "Use before”, "Sterilization with ethylene oxide”, "Prohibition of reuse”, "Do
not sterilize again”, "Caution!", "Contains phthalates: DEHP", "Refer to the instructions for use", “Do not use if the package is damaged”, "Open here".

LoT wEXXCHXX-m-XX KATE_TEPH YPONCIMYECKKE B BAPUAHTAX MCOIOMHEHWA
} 03X KATETEP HENATOHA XXCM PAIMEP CH/FR XX "
B 20000~ XX T 1 ¥
‘5 Pervet ‘ Iy Xvecu Aot emnu_:u“l: mtﬂmmwtmcﬁ 1 e m m l ! STEM
zmm. l‘_fimwolmm el Zome, 129600 S oot W:Mi(‘hmtm ue-vuu:‘omm )
NE X000 a1 XK 00X 1000 «TK TPV, ln"”._mmw.uo.u AN.E09, Tou- "mﬂsm- 7410
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Figure 11. Label layout for individual packaging ofversion I: Nelaton catheter 40 cm

LOT  NCXXCHXX-XXXX-XX KATETEPbI YPOJIOTMYECKNE B BAPUAHTAX UCMO/HEHNA
. XXXX-XX KATETEP HE/TATOHA XXCM PA3MEP CH/FR XX HOQOHO AWJIHRHO
2 MXXXX-XX ul Lwecy XyHcuT Menwa.TTAWo Mbbkuko.. J1Tn. iJu i’ v. Hongun MedKal Techoolof>’ Co.. Li<tl
BocTtouxka cTopoH! LinwbXxys. X)Ka >B>HOLLMN«COYO0 RANOTLL . 100 LWy«s. O naAcw LW ponus! PeCS\é'gLLI M
PerucTpawyoHHoe (East SKtrof JAtW! Road. Ecaooauc DeTok>(s>caiZow . bu>imf. People’s Republic ofChina) Te.t; B2/ |%9 STERILE EO
yfiocTOBEpEHNEe S] 160>io<infﬁwft npe%gneia npowaonteTa sa rcppnTova%> O6LWKTA0C orpaLneggoi oufi:rlba\csmocmo LK reynn
Ne XXXXXXX 0T XX XX.XXXX (66 -NKTPATIM ). }. ropojKfocua.}inpocTOpeu. K.lLas Ter: & ( »$-

Figure 12. Label layout for individual packaging ofversion Il: Nelaton catheter 20 cm’

The primary individual labeling of versions 111, IV (Foley catheter) does not contain a label.

The secondary individual packaging ofthe medical device ofversions Ill, IV (Foley catheter) is marked in the form ofa print during manufacture,
containing the following information:

- name ofthe medical de\ice;

- name of the version;

- the outer diameter of the device "PA3SMEP CH/FR";

- information about the manufacturer: name, legal address, phone number;

- date of manufacture in YYYY-MM forniat;

- expiration date in YYYY-MM format;

- batch code:

- information about the authorized representative of the manufacturer in the territory of the Russian Federation: name, legal address, phone

number;

- inscriptions: HETOKCMYHO, aNHPOTEHHO

- number and date of issue of the registration certificate;

-Symbols "Batch code”, "Date of manufacture”, "Manufacturer”, "Use before", "Sterilization with ethylene oxide". "Prohibition of reuse”. "Do
not sterilize again”. "Caution!", "Contains natural rubber latex"”, "Refer to the instructions for use”, "Do not use if the packaging is damaged."

LOT FCXXCHXX-XXXX-XX KATETEPbl YPONOTNMYECKWNE B BAPUAHTAX UCMNONHEHWNHA
H| XXXX-XX KATETEP ®ONEA ,EI,BYXXO,EI,OBOVI XXCM PA3MEP CH/FR XX
XXX X-XX U J1 LzsHey XyHeuHb Meamkan TexHonompim Ko, Jtra. (@iangsuHongxin Medical Technollogy Go., L)
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Bocroutad cropoua aoporn [{3munbxya, 308a xoROMHYecKoro paspnTig, 223600 Lilyan, Kurafickas Hapoauan Pecnybnuxa

Peructpaunchnoe (East side of Jinhua Road, Economic Development Zone, 223600 Shuyang, People’s Republic of China) Tex.: 0527-80811009
YAOCTOB@POHUE YnoHoMoueHHBIH NpeACTABKTET: NPONIBOAHTENN HA Tepputophy PO: ObuiecTso ¢ orparMyeHHoN oTBeTCTBeRHACTHI0 *JIK TPYIIIT®
N2 O0OKXX o1 XX XX XXX (000 «JIK TPYIIM»), 107392, ropox Mockea, yi.1lpoctoprag, .10, k.1, k8.109, Ten.: +7 (495) 505-74-10

Figure 13, Label layout for secondary individual packaging of versions III, IV: Foley catheter’

1 Note: Instead of "XXXXXX", the corresponding information will be applied to the final marking after passing state registration and obtaining
a registration certificate for a medical device.

The final version of the marking design can be changed at the discretion of the manufacturer

21.3 Marking of group packaging

A marking containing the following information is applied to the group packaging (cardboard box) of the medical device:

- name of the medical device;

- name of the version;

- the outer diameter of the device "PASMEP CH/FR";

- information about the manufacturer: name, legal address, phone number:

- date of manufacture in the format YYYY-MM;

- expiration date in YYYY-MM format;

- batch code;

- information about the authorized representative of the manufacturer in the territory of the Russian Federation: name, legal address, phone
number;

- INSCriptions. HETOKCHYHO, AMUPOTEHHO,

- the number of devices in the package;

- number and date of issue of the registration certificate;

23

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- symbols "Batch code”, "Date of manufacture”, "Manufacturer”, "Use before”, "Sterilization with ethylene oxide”, "Prohibition of reuse”, "Do
not sterilize again”, "Caution!", "Contains phthalates: DEHP"*, "Contains natural rubber latex"**, "Refer to the instructions for use”, "Do not use if the
package is damaged".

Notes:

* - labeling of this symbol is applicable only to versions I, [I: Nelaton catheter
** - Jabeling of this symbol only applies to versions III, IV: Foley catheter

Layout of group packaging labeling:

LOT { NCXXCHXX-XXXX-XX
XXXX-XX
| XXXX-XX
PerucrpauuoHnoe
yROCTOB@pEeHHE
N2 0OXXXX o1 XX XXX

KATETEPbI YPONOIrMYECKUE B BAPUAHTAX UCNOSNTHEHHNA
KATETEP HENATOHA XXCM PA3MEP CH/FR XX
KOJIMYECTBO U3AENNIA B YNAKOBKE 50

‘ Lsaucy Xyncue Meankan Texaozomxu Ko.. St (Jiangsu Hongxin Medical Technology Co., Lid)
Boctounas cropona 1opory Liskubxya, wHa WonoMHYeckoro passntig, 223600 Hlysu, Kutatickan Hapoasnas PecrryGnuxa
(East side of Jinbua Road, Economic Development Zone, 223600 Shuyang. People's Republic of China) Ten.: 0527-80811009

YnoanoMoucH bl NPEICTABHTEH NPONIBOAUTENR WA TeppHTopHK Pd: OfniecTso ¢ onpauienioll creetcTBeHtocTbi0 "JIK FPYITT

(000 JIK I'PYTIII»). 107392, ropoa Macksa, yn.llpoctopras, .10, k.1, xp.109, Tex.: +7 (495) 505-74-10

HETOKCUYHO
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ANUPOTEHHO <) STERILE

Figure 14. Layout labeling for group packaging of versions 1, II: Nelaton catheter '

EO
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LOT | FCXXCHXX-XXXX-XX KATETEPbl YPONOIrMYECKHUE B BAPUAHTAX UCNONHEHNA
XXXX-XX KATETEP ®0/1EQ ABYXX0A0BON XXCM PA3SMEP CH/FR XX
XXXX-XX KOAUYECTBO U3AENUNA B YNAKOBKE 50
‘ Liscy Xyncuns Memmxan Texnonoaau Ko., Jira. (Jiangsu Hongxin Medical Technology Co., Ltd)
Perucrpauuonnoe Bocrounas cropona aoporu Lizuxexya, 3012 2oHOMAYeCKOTo pasuTHa, 223600 Illysu, Kuratickas Hapoasnas Pecny6anka
yAOCTOBEpeHMe {East side of Jinhua Road. Economic Development Zone, 223600 Shuyang, People's Republic of China) Ten.: 0527-80811009
N2 00000 o1 XOOUXXXX YnomioMouenini#t npeacTaBHTe I IPOHIBOANTENS Ha Tepputopin PO: OfmecTso ¢ orpaimsennoft orsercrsenroctsio "JIK PYIHT

(000 JIKTPYIIMy»), 107392, ropoa Mockea, yn.lIpoctophag, .10, k.1, k8.109, Tea.: +7 (495) 505-74-10

HETOKCHYHO

ANMUPOTEHHO

Figure 15, Layout labeling for group packaging of versions III, IV: Foley catheter
! Note: Instead of "XXXXXX", the corresponding information will be applied to the final marking after passing state registration and obtaining

a registration certificate for a medical device.

The final version of the marking design can be changed at the discretion of the manufacturer

21.4 Marking of transport packaging

The marking of the transport package contains the following information about the medical device:

- name of the medicat device;

- name of the version;

- the outer diameter of the device "PASMEP CH/FR";

- information about the manufacturer: name, legal address, phone number;

- batch code;

- date of manufacturc in the format YYYY-MM;

- number of multipacks in transport packaging;

- expiration date in YYYY-MM format;

- information about the authorized representative of the manufacturer in the territory of the Russian Federation: name, legal address, phone number;
- gross weight;

- net weight;

- packaging size in LxHxW format;

- symbols: "Keep away from moisture”. "Top”, "Fragile, handle carefully”, "Do not use if the package is damaged”, "Ethylene oxide sterilization”, "Batch

code”, "Manufacturer”, "Date of manufacture”, "Use before”, "Caution!”. Layout of transport packaging labeling:
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¥ & A

STERILE | EO

KATETEPbI YPONIOTMMECKUE B BAPUAHTAX UCNONHEHUA
KATETEP HENATOHA XXCM PA3MEP CH/FR XX
KOMMYECTBO MPYMNOBLIX YNAKOBOK B TPAHCNOPTHOM 10

Hyaney Xyncwne Meankan Texronomks Ko, Jlta. (Jiangsu Hongxin Medical Technology Co., Ltd)

BocTounas cropona soport Lizunbxya, 2oHa 'xoHOMUeckoro pasBuTHA, 223600 Ltyan, Kurafickan
Haponuas PecnyGauka (Fast side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
People's Republic of China) Tex.: 0527-80811009
YaoasoMoreHHNN TpencTaBHTE T IPOIIBOIHTENN HA
orsercrsentoctsio "JIK TPYIIN® (000 «JIK IF'PYTIN»), 107392, ropoa Mockea, yi.Ilpocropaan, a.10,
1.1, k8. 109, Ten.: +7 (495) 505-74-10

TepputTopun PO Obtectbo ¢ orpaundentiofi

LOT

XXXXXXX

MACCA BPYTTO KI' XXXXX

PerncrpaynonHoe
XOOXXX MACCA HETTO K XXX YROCTOB@PeHHE
[ 2000XXX | PASMEP YNAKOBKM AXBXLU XXXXX | N* XXXXXXX 07 XX.XX.XXXX

Figure 16, Layout for labeling the transport packaging of versions I, II: Nelaton catheter '

2 SOV

KATETEPbI YPONOIMYECKUE B BAPUAHTAX UCMTONHEHUA
KATETEP ®0J1EA ABYXX040B0U XXCM PASMEP CH/FR XX
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KOSIMYECTBO FPYNNOBbLIX YNAKOBOK B TPAHCNOPTHON 10

Lzsancy Xyucuns Memsan Texnonomku Ko., Jlta. (Jiangsu Hongxin Medical Technology Co., Ltd)
BocTousas cTopona aoporn Lizmsxya, 30Ha woHoMMYEcKOro passHTa, 223600 Hlyan, Kuralickan
Hapoanan PecnyGanka (East side of Jinhua Road. Economic Development Zone, 223600 Shuyang,
People’s Republic of China) Tex.: 0527-80811009

VYnoanomouentbili npeacTaBuTens NPoHIROTHTENS Ha TeppTopun PO: Obmectso ¢ orpanmenoft
oteercraeHHocThio "JIK TPV (OO0 «JIK TPYIIIIL), 107392, ropoa Mocksa, ya.Tlpocropsan, 1.10,
k.1, kB.109, Ten.: +7 (495) 505-74-10

LOT

XOOXXXX MACCA BPYTTO KI XXXXX PerucrpaumonHoe

XXOXXXX MACCA HETTO KI XXXXX yAOCTOBEpRHME

YXOOXXXX | PASMEP YNAKOBKM AXBXLL 000X | NE XXXXXXX o1 XX.XX.XXXX

Figure 17. Layout of marking for transport packaging of versions III, IV: Foley catheter '

! Note: Instead of "XXXXXX", the corresponding information will be applied to the final marking after passing state registration and obtaining

a registration certificate for a medical device.

The final version of the marking design can be changed at the discretion of the manufacturer
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21.5 Decoding of the marking symbols used on the label of the medical device

Sterilization with ethylene oxide

Do not use if the package is damaged

Symbol Symbol designation
J Manufacturer
& Date of manufacture
g Use before
LOT! |Batchcode

4 ®

Keep away from moisture

Fragile, handle carefully

Top

Prohibition of reuse

Do not sterilize again

Refer to the instructions for use

Caution!

Contains phthalates: DEHP

Contains natural rubber latex

Q> W= ra):
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-
‘ o Open here
)
PA3MEP CH/FR | Outer diameter of the device

23.Warranty obligations

When used for its imtended purpose and compliance with the requirements for
transportation, operation and storage, the manufacturer guarantees the quality and compliance of
the characteristics of the medical device during the established expiration date (sterility).

24.Procedure and conditions for disposal or destruction

The medical device must be disposed of in accordance with the norms of SanPiN 2.1.3684-
21 as Class B waste (epidemiologically hazardous waste, materials/instruments contaminated with
blood and (or) other biological fluids).

Disposal of unused medical device with expired shelf life is carried out in accordance with
the norms of SanPiN 2.1.3684-21 as waste of class A (epidemiologically safe waste, in
composition close to MSW).

25.Environmental protection requirements
The medical device does not have a harmful effect on the environment when used for its
intended purpose.

26.The list of international and national regulatory documents to which the

medical device corresponds

No. Designation of the standard Name of the standard

. | Directive 93/42/EEC Medical Devices

2. { ENISO 13485 2012/AC:2012 Medical devices. Quality Management Systems.
Requirements for regulatory purposes.

3. | MEDDEV 2.12/2 rev.2:2012 Post Market Clinical Follow-up.

4. | MEDDEV 2.7.1/2 rev.3:2009 Clinical evaluation: a guide for manufacturers and
notified bodies

5. { EN 980:2008 Medical devices. Graphical symbols for use in labeling
of medical devices.

6. | ENISO 14971:2012 Medical devices. Application of risk management to
medical devices.

7. | EN 1041:2008 Medical devices. Information supplied by the
manufacturer of medical devices.

8. | GOST RISO 15223-1:2020 Medical devices. Symbols to be with medical device
labels, labelling, labels and information to be supplied.
Part 1. General requirerents.

9. | ENISO11135-1:2014 Sterilization of the health-care products. Ethylene
oxide. Part 1. Requirements for the development,
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validation and routine conirol of a sterilization process
for medical devices.

10, | ENISO 11737-1:2006/AC:2009

Sterilization of medical devices. Microbiological
methods. Part 1. Determination of a population of
microorganisms on products.

11. | ENISO 11737-2:2009

Sterilization of medical devices - Microbiological
methods — Part 2; Tests of sterility performed in the
definition, validation and maintenance of a sterilization

process.

12, | EN ISO 14698-1:2003

Cleanrooms and associated controlled environments.
Biocontamination control. Part 1. General principles
and methods.

13, | ENISO 14698-2:2003

Cleanrooms and associated controlled environments.
Biocontamination control. Part 2. Evaluation and
interpretation of biocontamination data

14. | EN ISO 11607-1:2009

Packaging for terminally sterilized medical devices.
Part 1: Recquirements for materials, sterile barrier
systems and packaging systems.

15. | ENISO 11607-2:2006

Packaging for terminally sterilized medical devices.
Part 2: Validation requirements for forming, sealing
and assembly processes.

16. | EN ISO 10993-1:2009

Biological evaluation of medical devices. Part I.
Evaluation and testing within a risk management
process.

17. | EN ISO 10993-5:2009

Biological evaluation of medical devices. Part 5: Tests
for in vitro cytotoxicity.

18. | EN ISO 10993-7:2008/ Cor.
AC:2009

Medical devices. Biological evaluation of medical
devices. Part 7. Ethylene oxide sterilization residuals.

19. | ENISO 10993-10:2010

Biological evaluation of medical devices. Part 10.
Tests for skin sensitization

20. | EN ISO 10993-11:2009

Biological evaluation of medical devices. Part 11.
Tests for systemic toxicity.

21. | ENISO 10993-12:2021

Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials

22. | ENISO 11138-1:2017

Sterilization of bealth care products. Biological
indicators. Part 1: General requirements

23. | ENISO 11138-2:2017

Sterilization of health care products. Biological
indicators. Part 2; Biological indicators for ethylene
oxide sterilization processes.

24. | EN 556-1:2001/AC:2006

Sterilization of medical devices - Requirements for
medical devices to be designated "STERILE" — Part 1:
Requirements for terminally sterilized medical devices

25. | EN 1616:1997/A1:1999

Stertle urethral catheters for single use

26. | ENISO 80369-7:2021

Small-bore connectors for liquids and gases in
healthcare applications. Part 7. Connectors for
intravascular or hypodermic applications.

27. | ENISO 14155-1:2009

Clinical investigation of medical devices for human
subjects. Part 1. General requirements.
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28,

EN ISO 14155-2:2009

Clinical investigation of medical devices for human
subjects. Part 2. Clinical investigation plans.

29,

1SO 14644-1:1999

Cleanrooms and associated controlled environments.
Part 1. Classification of air cleanliness by particle
concentration.

30.

1SO 14644-2:2000

Cleanrooms and associated controlled environments.
Part 2. Specifications for testing and monitoring to
prove continued compliance by particle concentration.

31

EN 62366:2008

Medical devices. Application of usability engineering
to medical devices.

32.

EN 20594-1: 1994

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

33.

EN 20594-2: 1994

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

34,

EN 1618:1997

Catheters other than intravascular catheters. Test
methods for common properties

35.

EN ISO 20696:2018

Sterile urcthral catheters for single use. General
requirements

36.

SanPiN 2.1.3684-21

Sanitary and epidemiological requirements for the
maintenance of territories of urban and rural
settlements, for water bodies, drinking water and
drinking water supply, atmospheric air, soils,
residential premises, operation of industrial, public
premises, organization and implementation of sanitary

and anti-epidemic (preventive) measures.

27.Complaints

For all questions related to the medical device, you can contact the Authorized
representative of the manufacturer in the territory of the Russian Federation:

Name Limited Liability Company "LK GROUP"
(LK GROUP LLC)
Address 107392, Moscow, st. Prostomaya, 10, building 1, apt. 109
Phone number | +7 (495) 505-74-10
e-mail 84955057410@mail.ru
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NHCTPYKLMS NO NPUMEHEHUIO HA MeANLNHCKOoe U3aenme:

KareTepb! Yoo on/HECcK/E B BEVEHTEX VIOTOT HEH/A

[ata Bbinycka fokymeHTa.: 18/01/2021

[Oata nepecmoTpa gokymeHTa: 16/10/2023
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1. HaumenopaHHe # BADHAHTHI HCNOHEHHAS MEARMHHCKOIO HIZENRR

Karmpu YDOJNOTHHECKAS B BADHAHTAX HCNIOJTHCHHA

I. Karerep Henarona 40 cM (xoa suaa 209970), paamepos: (CH/FR) 6, 8, 10, 12, 14, 16, 18,
20, 22, B cocTaBe:

1. Karerep Henarona 40 ¢cM 0xHOIO H3 THROpa3Mepos — S0 uua. yn./rpynn. yn.

2. Hucrpyxumua no npumerennio — | wr./rpynn. yn.

I1. Karerep Henaroua 20 cM (xoa puaa 209970), pasmepos: (CH/FR) 6, 8, 10, 12, 14, 16, 18,
20, 22, B cocTase:

1. Karerep Henarona 20 cM oasoro u3 tunopasmepos — 50 una, yn./rpymn. yn.

2. Hucrpyxumns no npumesernio — 1 mr./rpynn. yn.

11X Karerep ®onen asyxxoaonoii 30 cm (xoa euna 155670), paamepos: (CH/FR) 6, 8, 10, B
cocTaBe:
1. Katerep ®dones apyxxoa0B0oii 30 cM 0XHOro M3 THNOpa3MEPOR ~ 50 wHA. yn./rpynmn. yn., B
cocTaBe:

1.1 Karerep ®ones — | mr.
1.2 Tposoasnk — | wr.
2. HucTpyruma no npumeHeHnio — | mr./rpynn. yn.

IV, Karerep ®ones asyxzonosoii 40 cm (xon suna 155670), pasmepos: (CH/FR) 12, 14, 16,
18, 20, 22, 24, 26, B cocTase:

1. Karerep ®onea asyxxonosoii 40 cM 0AHOrO 3 THOOpasMepos — 50 uxA. yn./rpymm.

2. HacTpykumg no npumenenuio — 1 wr./rpynn. yn.

danee no TEKCTy: MEAHLMHCKOE H3AENHE, M3ZeNHe, KaTeTep/bl, KareTep/bl YPONOTHUECKHE,
karerep/m Hemarona, katerep/m ®Gones.

2. Pa3paGoryRx/npoH3BOANTENb, MECTO NPOH3BOACTBA MEIHIHHCKOIO H3E/IHA

¢ PaspaboTuuk/nponssoauTens

Haumenosanue | Lzancy Xyncuur Meaukan Texuonomxu Ko., Jta.
(Jiangsu Hongxin Medical Technology Co., Ltd).

Anpec Bocrounaa cropoHa aoporr LI3HHbXya, 30HA IKOHOMMYECKOTO pPa3BHTHS,
223600 LLysn, KHTAHCKAS HAPOOHAS PECITYBJIMKA

(East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
PEOPLE’S REPUBLIC OF CHINA)

Ten. 0527-80811009

¢ MecT0 nponssoacTea

Hanmenosauue, | 1. Jiangsu Hongxin Medical Technology Co., Lid.,
anpec East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
PEOPLE’S REPUBLIC OF CHINA

Hanmenosanmue, | 2. Nantong Angel Medical Instruments Co., Ltd., Fusheng Rd., Xiayuan
anpec Town, 226543 Nantong, PEOPLE’S REPUBLIC OF CHINA
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3. YoonuoMouenHblii mpeacTABHTENb NPOH3BOAHTEAN HA TEPPHTOPHH

Poccuiickoit Pexepannn
Haumenosanue | O6mectso ¢ orpaHuyeHHol oreercTBenHocTbio "JIK IPYIIIT"
{000 «JIK TPYIIII»)
Anpec 107392, ropoa Mocksa, ya. Ilpocropuan, a. 10, k. 1, k8, 109
Ten. +7 (495) 505-74-10
e-mail 849550574 10@mail.ru

4. Hasuavyenne MEIHUHHCKOTO H3ACIHA

Kartetepel yponoruteckue npeiHasHaueHn! JUIA COGMHHEHHA C BHemrHel cpeno#l moueBoro
Ny3HPR 218 OTBEACHHS MOYH.

Karerepst Henarona npeAHa3HAueRH U1 KPATKOBPEMEHHOH KaTETEPH3ALMH MOYSBOIO Ny3bIps.

Karerepn ®ones npeanazHayeHBl AR ANHTENbHOH KATETEPH3ALHH MOYEBOTO ITY3HIPA.

5. KommaextHocTh

KoMniexkTH NOCTaBKA KATETEPOB:

L

Kaverep Henaroua 40 cm, pasmepos: (CH/FR) 6, 8, 10, 12, 14, 16, 18, 20, 22,
B COCTaBe:

1. Karerep Henarona 40 cm ogHoro n3 manopasmepos — 50 nHa. yn./rpynn. yn.
2. MucTpykums no npuMeHeHnio — 1 wr./rpynn. yn.

Karerep Henarona 20 cm, pasmepos: (CH/FR) 6, 8, 10, 12, 14, 16, 18, 20, 22,
B COCTABE:
1. Karerep Henarona 20 oM oaxoro u3 Tunopaamepos — S0 una. yn/rpynn. ym.

2. Huctpyxuma no npuMeHennio — | mr./rpynn. yn.

L

KaTterep ®onea asyxxoaosoii 30 cm, pasmepos: (CH/FR) 6, 8, 10,
B COCTase:
1. Karerep ®ones apyxxoaosoii 30 cM onnoro u3 Tunopasmepos — 50 wua. yn./rpynn.
Y1, B COCTaBe:
1.1 Karerep ®ovies — 1 mr.
1.2 Tlpoponnuk — 1 wir.
2. MucTpykums no npuMeHeHuto — | wr./rpynn. yn.

IV,

Karerep ®ones nsyxxonosoii 40 cm, pazmepon: (CH/FR) 12, 14, 16, 18, 20, 22, 24,
26, B cocTage:

1. Karetep ®ones asyxxozoeo#t 40 cM 0aHOro H3 THNoOpasMepos —50 wna. ym./rpynn.
yn

2. Hactpykuma no npuMenenmio — 1 wr./rpynn. yn.

6. Ycnopus B 06aacTh NIpEMEHERAS MEAHIRHCKOTO H3A€SHA

MeauuuHckoe H3JAENHe NPHMEHAETCA TOABKO B YCNOBHAX KIHHUKM M MERHLHHCKHUM
TIePCOHAMOM YPOJOTHIECKOro Mpodiia ¢ ypoBHeM KBATHQUKALMHN HE HIXKE CPEJHEro CNeHaNbHOTO.
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Hcnonp308aTh MEAHMIMHCKOS H3AENME N0 HAZHAYEHHIO HEOOXONHMO TONLKO B OJHOPA30BHIX
NePYATKAX.

7. NorenunanbALHE NOTpebHTEND

Meauuunckoe y3genme NpegHAHAYEHO LA JIeXKAaYKX MAUHEHTOB, 8 TAKKE A4 NALHEHTOB C
HAJIHYHEM TNATOJOTHYECKHX COCTOAHMI, COMPOBOXKAAIOMUXCA HEBOSMOXKHOCTLIO CAMOCTOATENHHOIO
ONOPOKHEHHA MOYEBOTD My3bIPS,

8. Iloxa3aHHA ¥ UPOTHBONMOKAZAKAN K npnueneumd

Hoxazanun.

Katerepnl moxa3aHbl K NPHMEHEHMIO B Clyvae BOSHHKHOBEHHS DpasHblX NAaTOJOTHYECKHMX
COCTOSHHMH, CONMPOBORIAIOMHXCA NPENITCTBHEM OTTOKA MOYH, & TAKKE B CJIYYac YX02a 3a JexKauuMH
MalHEeHTaMH.

{Ipomueonoxgaanua;
He npuMeHSIOT K MALHEHTAM B CIEAYIOUIHX CHTYAIUMAX:
a) OCTpHIt ypeTpuT
0) OCTPBIH OPOCTATHT M IMKUAHAHMMUT.
B) MEHCTPYAIbHRN NEPHOA Y KEHUIHH.
r} TIOJTHOE HapYIleHHe HeJIOCTHOCTH YPeTPHI

) YPETPOCTEHO3.
9. IloGounele aelicTBHA

[Tpx ncnonb30BaAHNM H3AENHA BO3MOKHO BOSHHKHOBEHHE CNAYIOIUX MOoOOUHbIX AEHCTBHN:
- aIePrHYECcKan Peakiua Ha MaTepPHAN HAREIHA;

- HHQHUHPOBAHKE MOYEBOTD NY3LIPA;

- HHQHUMPOBAHHE YPETPHI;

- NOBpeXAeHHe CIH3NCTOH 000I09KH OPraHoB;

- AUICPTHIECKHE PEAKUMH HA KOMIIOHEHTH KaTeTepa,

- 3yA;

- auckomdopr;

- MHKPOTPaBMEI MOYCHCITYCKATENLHOIO KRHANA;

- MpOTEeKAHHE MOYH.

= BOCTIJICHHE 7 OTEK CIM3HCTOMH;
- KPOBOTEUEHHE H3 YPeTphI:

- CHasM;

- BOCHAIICHHAE,

- reMaTypua (kpoesb B MOu¢),

- CENCHC;

- KAMHH MOYeBOT0 ITy3hIps;

- nRdUUMpoBaHHe.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Karerepusanua tpefyer ocobhIX npeaocTopokHocTeil, yToOn He BHecTH undexumo. [Ipn
KareTepusauMM CTporo cobmogars npaBuna acentukd, 4ToGbl NMpPeaOTBPaTHTh HHQPHUMPOBaHHE
MOYEBbIBOIALNX MyTeH.

10.Puckn npaMeHeHHA MeHITHHCKOTO H3ACNHSA

B x0ze OLEHKH H aHATH3a PHCKOB BCE BHIABNIEHHBIE PHCKH MEIMUHHCKOTO H3aenua «KaTerepb
YPOAOTHYECKHE B BAPHAHTAX MCNOAHEeHHA» ObM OoueRedn. Bce ypoBHM pHCKa npuemIemsl ans
NPeAnoONaraeMOT0 NPHMEHEHHS M MCNOAL30BAHHA MEIULMHCKOrO H3ZeNHA TNOCKe NPHHATUR
MPOH3BOAUTENEM COOTBETCTBYIOWWX MEP AN CHIXKEHHSA ITHX PHCKOB.

IIpHOpHTETHBIE 3HAYESHHUA BCEX PUCKOB, YYTSHHBIX JUIA MEAMIMHCKONO H3JeIHA H NOKA3AHHBIX
B BUJIE OCTATOYHBIX PHCKOB N0 HTOTaM PEATH3AUMH MEHEDKMEHTa PHCKA, HAXOAATCA HA PHEMIEMOM
YPOBHE, 4TO CIYKHT JOKA3ATENLCTBOM TOTO, HACKOIBKO TNO/b38 MPUMEHEHHA NIEPEBCIIMBACT PHCK.

OCTarouHBie PHCKH CHWEAIOTCA ¢ MNOMOHMIBIO KOHCTPYKUHM M3NENHA, HCNONb3OBaHHA
HHCTPYKIMH N0 NPHMEHEHHIO H NPEAYNPEKAAIOIMX JHAKOB HA MADKHPOBKE.

11. Onucanue MEARNHHCKOrO H3Ae/IMA

Karerep Henarona (sapuantst ncnonnenns I, II) cocront H3 apenaxHoro nopra 1, 1py6kmu 2 ¢
ABYMS OTBEPCTHAMK /IS APEHHPOBAHHA MOYH H TEPMHYECKM 3aBAPEHHOIO ANCTAIBLHOTO KOHUA 3 (CM.
pucynok 1). [TosepxaocTs ApeHaxHOTO NOpTa ruanxas, 6e3 saycenuen. Karerep He n0mkeH MPHYHHATE
BPel WIN HeNpPUATHbIE OIyIUEHHA NauHeRTy. BHewnmii sua TpyOiar: npo3paunas, 6€3 NOCTOPOHHHX
BEILECTB WIH TpuMeced. Bce aerams H3enmMa H3rOTOBICHR H3 ACENTHYECKOTo, Oe3BpeRHOro
mateprana ITBX MeanuuHcKoro Ha3HaYeHuA, NPOLLEALIEro ra3oByl0 CTePHIIN3AUHIO I THNEHOM OKCHAA
# He comepxaiero nuporeHos, Karereps: Henatona noaeepraiorca crepusnniaunum, He obnazaior
aHOMANbHOH TOKCHYHOCTHIO. Bce unanueckmue, xumuueckue H OHOMOTHHUECKHE XapaKTEPHCTHKH
COOTBETCTBYIOT YKA3aHHBIM AN uinenusa tpebosanuam, [Ipumenenne karerepa Henarona He BeI3biBacT
nepexpecTHON NHGEKUNH, TaK KaK OH MpeAHA3HAYEH LA OAHOPA3IOBOTO HCNONB3OBAHNA.

Karerep ®ones (papuantul ucnonsennsa I, IV) npeacrasnser coboit Tpybky 1 ¢ TepMUUECKH
3aBapeHHbIM JHCTATBHBIM KOHUOM 2, COZEpXaliMM ABA OTBEPCTHA AN APEHHPOBAaHHA MOYH (CM.
pucyHkH 2,3). C npoTHBORONOKHOrO KOHLA H3eIna TpyOka cHaGxkena a1syma nopramu 3 u 4. [lopr 3
CIYRHT Ans oTsefeHna Moun. [lopr 4 cayxuT ans paznytis GamioHa 6, KOTOPLIA, B CBOKC OYepens,
HeoOX0AMM /1% NpenoTBpalieHns BHNAAeHHA KaTeTepa u3 Tena yenosexa. [Topr 4 n3nyTpn cHabxen
NOMHMMEPHEIM AHTHBOIBPATHHIM KIANaHOM 5 ans Beenexnns mnpHila (6e3 Hrabl) ¢ UeNbl0 HANMOMHEHHS
Gannona 6. ANTHBO3BpATHRI KnanaH 5 Talke NPEAOTBPAIIAET yTeUKy BO3XyXa # kHakocTH. [lopr 4
CHApYXKH cHabkeH pe3HHOBON NOKPHILKOH 7 A4 ofecnedeHs HANCKHOCTH KOHCTPYKUHM KATETEPA.

Karetep ®ones papnanta ucnonuenua HI 10NOTHHTENHHO CONEPAKUT BCTPOSHHBIH NMPOBOAHUK
(ctrnet) 8, ¢ MOMOWILIO KOTOPOre o0JEervaercs npoBefeHHe AMHTENbHOH MaHUNMYNSUHH B BHIE
KaTeTepU3aliii AeTCKOr0 MOYEBOrO My3HIpA (CM. PHCYHOK 2).
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OCHOBHbIM MaTepuanom, M3 KOTOPOro W3roToBNeHO faHHOe un3fenue, ABnfeTCA HaTypaJ’Ibelf/ll
naTtekce, I'IOKprTbIVI cunmkoHom. Katetepbl ®ofies CTepUNbHbI (CTepI/IJ'II/ISOBaHbI OKCnaom 3TI/II'IeHa), He
LUWTOTOKCUYHbI, aNHPOTeéHHblE, HE aNlJIEPTeéHHblE, HE TEPMETUYHBLIE.

PucyHok 2. KoHcTpyKuuna kateTepa ®onea (sapuaHT ucnonHeHus Ill)
| - Tpyb6Ka, 2 - TepMMUYECKN 3aBapeHHbI AUCTaNbHbIA KOHel, 3 - NOPT 415 OTBEAEHMUS MOuM, 4
- NOpT ANa pa3gyTua 6annoHa, 5- aHTUBO3BpaTHbI knanaH (BHyTpu Tpybkun nopTta), 6 -
6annoH (NnokasaH B pasgyTOM ¥ CAYTOM BUAE); 7 - NOKPbIWKA; 8 - CTUAET/MPOBOAHMUK.

/m

ifrmn
LLI TARFO N n2ry

PucyHok 3. KoHCTpyKunsa kateTepa ®onesd (BapnaHT ucnonHeHusa 1V)
| - TpybKa, 2 —TepMUYeCKN 3aBapeHHbI AUCTanbHbI KOHel, 3 - NOpT ANA OTBeAeHUA Mouu, 4
- NMOPT 4N4a pa3fyTusa 6annoHa, 5 - aHTMBO3BpaTHbIN knanaH (BHYTpu Tpybkn nopTta), 6 -
6annoH (NokasaH B pasfyToM U CAYTOM BufAe); 7 - MOKPbILWKa;

BHeWHNI A BUA MeAULUHCKOTO U3aenus obLwero Buaa npeacTaBneH Ha pUCYHKax 4-6.
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PucyHOK 4. BHelwHunin Bug KateTepa HenaToHa (BapmaHTbl ncnonHeHmsa 1,11)

3/\

PucyHok 5. BHewHuii Bug katetepa dones
(BapuaHT ucnonHenus ).
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12.Texnuueckoe ONHCAHEE MEABRUHHCKOTO H3ACNHS
12.1 Texnnuecxue xapaxrepucTuxu xarerepa Henatona (Baprantol nenonnenns 1, 1)

Tabauna 1. Texuuyeckne xapakrepuctuku karerepa Henarona (sapuantel ucnonnenns I, II)

B Obuian pawna SdfexTunnan SbpexTusuas pinna Koa-so Cwopocts | Macca 6e3s ynakonkw
wetnumi AmaMetp Tpy6sm La
L, mm annma Ly, mm GoxoBs | llBerosoi xon noToka +=10%,r
(MENEMATILEAN), HM x a PR
Karetep | Kaverep | Karterep | Katerep | Karerep Karerep oTReper E Nopta wan) Katerep | Karerep
D 0,33, mas FR/CH* | Hemaron | Henavon | Hesaton | Henaron | Henatona | Henarowa uil MJI/UI’R Henaron | Henatona
ad0cm a20c¢mM ad0 oM a20cm 40 c™ 20¢cM ad0cM 20 cm
20 6 Coerno-senennif 10 30 20
2.7 8 Cretno-cunnit 15 33 23
33 10 Yepubit 30 44 3.0
4.0 12 Benni 50 50 33
4.7 14 400220 | 200£20 { 362410 | 163x10 325 136 2 Jeneunit 70 6,0 3.6
53 16 OpatpkeBhiti 100 70 40
6.0 18 KpacHbiii 100 3.0 44
6.7 20 Kearuil 100 9,0 50
73 22 Cunmnil 100 110 6,0
* Oboinavennn:

FR/CH - 0B0rnauerue BHEIIHEIO ABAMETPA KATETEPOB B COOTBETCTBHH co mkanoi Iliapprepa, ¢pauiryickoit mkanoit auameTpa Katerepon.
Cba3e anamerpa B My D u astamerpa no wxane lHlapprepa oflichiBacTes ypaBHEHHAMIS:

¢ Bremnuil namertp (Mm) = FR/CH x 3

¢  FR/CH = Brenmufi apamerp (Mm) / 3

Purcynox 7. OGo3savenns raGapntHbix pasmepos ana karerepa Henatona (rapuantst nenonuenns 1, I1)
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Tabanua 2. [Tapamerpt: Aperaxknoro nopta karerepa Henarona (BapHaHTH HCTIONHEHHA

L)
Paimep | Maxcamanny | Makcamansy Anamerp Jamaa | O6masn
KaTETEPA, (T ] brif manauapuaec | xonycuolt | annHA
FR/CH Rapyxnbtif BHyTpennni xoif sacTn qacTH aopTA
amamerp od, ANaMeTP, noprad,mm | mopraly, | b,mm
MM MM MM
6~20 12,5¢1,0 8,540,5 8.5+0.5 25+2 3843
Pacynox 8.

22 13,5410 9.540,5 9,5:0,5 2562 | 3gay | FROapTHEC pmmep
JPEHAKAOIO NIOPTA
kaTerepa Henaroua

YncToTa NOBEPXHOCTH:

Tlpn BH3YaNBROM OCMOTPE C HOPMATEHEIM MIH CKOPPEKTUPOBAHHKIM A0 HOPMBI 3PEHHEM,

B T. 4. TIPH OCMOTpe C 2,5-KpaTHHIM yBelTHUeHHEM HAPYKHad MOBEPXHOCTE 3K THBHOM ATHHL!
xarerepa Henarona ne A0/mxHa uMeTs:

- MHOPOAHLIX BKPAILIeHHiA, npuMeceit;

- TEXHOMIOTHYECKHX U NOBEPXHOCTHHIX ACQEKTOB, KOTOpPHE MOTYT NPEACTABIATH PHCK
NPHIMHEHHA BPEAA NAHEHTY.

CosmecTiMmocTnh ¢ MPT
OT1CyTCTBYET PHCK NPHMEHEHHA MEAHUMHCKOrO HALETHA B Cpelie MAIHHTHOrO Pe30HAHCA.

IIpoanects

[MpourocTs NpH pacTaxeHwn, He MeHee: 60 H

JasneHue paspsiBa katerepa, He Menee: 90 klla

OTHOCHTeNbHOE YIUITMHEHNE NPH paspeiBe, He Mexee: 100 %

[Mpourocte coenvnenun neraneit, e - FR/CH6, 8, 10: 15 H

MeHee -FR/CH 12, 14, 16: 20H
-FR/CH 18, 20: 25 H
-FR/CH22: 30 H

HanexnocTs APERARHOro NOpTA

ITpn McNEITAHHY B COOTBETCTBUH C MeTOAOM, onHcaHHkM 1SO 20696, Ipunoxennu B,
ApeHaXHEH nopT katerepa HenatoHa He NO/MKEH OTAGNATECA OT COBMECTHMOTO KOHHEKTOpA,
NPHCOEAMHAEMOTO K HEMY.

3HaueHHe HCNLITATENBHON HATPY3KH, NPHKJIANbLIBAEMOE ANA ONpedeNeHHs HALSKHOCTH

COCIHHEHHA OPEHAKHBIH TMOPT KATETePa-KOHHEKTOpP, AS KATETEPOB PAIHYHAIX JHAMETPOB
ykazaHo B Tabnuue Hike.

Tabnuua 3 - HcneiTaTenbHas HArpy3ka UIE NPOBEPKH MPOYHOCTH APEHAXHOrO Nmopra
KaTerepa

Pasmep xaterepa, FR/ICH
6~ 10

Macca rpysa 218 BoyicificTBRN, KI'
0.75
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| 12~22 | 1.0 |

YcToiMHBOCTL K H3I0MY

Bo ppems ycraHoBKE Katerep Henatona momakeH AeMOHCTPHPOBATH CNIOCOGHOCTD TOMHO
H GezonacHo ofecneunBaTs AOCTYN K MECTY HA3HAYEHHS.

Karetep aomken BHACPKHUBATL HCTIBITAHHA AU ONIPEeIeHHA YCTOHYHBOCTH K HWIOMY B
COOTBETCTEHH C METOAOM, ONMUCaHHHM B ISO 20696, npunoxennu G.

[Mpr HakpyunBaHuy TpyOKH, coemHHeHM TPYOKn-apeHaxHbIit nopt kaTerepa Henarona
Ha 180° BOKpYT MOCTENEHHO YMEHBINAIOMMXCA CEPACYHHKOB, HINOM TPyOkn obpasyercs npu
HaKpY4UHBAHMHK BOKPYI CEPAEUHHKOB C AMaAMETPaMH, yKasaHHbIMH B Tabmuue 3.1

TaGauna 3.1 - Ilapamerps auameTpa cepaeduHHKA, MPH KOTOPOM MPOHCKORHT HINIOM

TpyOkH katetepa HenaTtona
Pasmep xaterepa, FR/ICH Hecneayemsn uacth HIREARS JImaMeTp cepreunEKa, MM

6~ 10 Tpy6ra 210
Coemuunenme TpyGxa-apesaiHsbiil RopT D12

12~ 16 TpyGra o8
CoepeHne TpyoKa-apeHaxHbIit opT 210

18~22 Tpytua i
Coenmnenve TpyOKa-npeRamaslii nopt o8

Mexkonan cana pacTEACHAN

MuHHManEHaA MHKOBAA CHIA PacTAXeHHs TPyOuaToii uacT karerepa Henatona, kaxaoro
COCMMHCHUS MEXAY WACTBIO KaTeTepa H TPYOKOM, KaXHnoro coeaMHeHus Mexay TpybuaThiMi
4acTAMH AO/DKHO COOTBETCTBOBATH 3HAYEHMIO, YKA3aHHOMY B Tabnuue Huxe, MpH YCIOBHH
npoBeAeHNA HCNLITaHKIt B COOTBETCTBHH ¢ METOAOM, onucaHHuM B [SO 20696, npunoxernnu H.

Tabnumna 4 - [Tukoras cuna pacTsKeHHS

Pasmep xaterepa, | Hammennmnil sapyanstil anametp rpy6aatoll | MrnuMaiumas nRKoBas CRUIA
FR/CH SACTH, MM pacTaxenns, H
6~ 12 224 10
14~22 >4 20

11
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12.2 Texnnueckne xapakTepucTHKH KaTerepa Pones (Bapuanwres nenonaenns I, 1V)

Tabmana S, Texunueckue XapaxTepHcTHKH UiAenus BapuanTa ucnonuesusa III (karerep Gones).

B & pherTa Crxopocth
RemuNl ARaMeTP
O6man Jmna L T— BHan dpextn | Obuém “ . JAaana Macea Ges
nopra AAHBAR BEAN Gasnoma, Hperosolt kon CTRICTA
IANRS L. (MpEEMAAL YNAKOBKR, *
D+0.33, v | L o) L (oan1) Tpy6xm Ly | zamma L, 11 B2 TOKPLILIKE uas), {nposonanx 16%. 1
—_— FRCH (mm) {(MERNMAD MM (mn/em®) 2), MM ’
Mia/Mna
bHAS), MM
20 6 300+ 3-5 CaeTno-kpacnilt 10 50
2.7 8 20 555 3x] 275 22010 35 Yeprit 15 330+ 10 50
33 10 3-5 Cepulii 30 6.0
Tabmumna 6. Texunyeckne XapakTepHCTHKM M3aenus BapuanTa ucnonnenus IV (xarerep @ones).
Buemingéi xmamerp a
Ofmas Anuna Anuna RRAN SddexTunn Otntn CxopocTs noroxa Macca 6ea
uopTa MIRAR Gannona, Ilpetosodi kop na
D853 AnEMa L Lz py6un Ls A% AANBA +1 — (MEENMATLEMR), YUAKOBKN,
- * | FRICH* | L {(mm) (an1) (M) P Lay MM ouves’) mYMEg +10%,
bHAS), MM
40 2 5-10 Bemniii 50 9.0
4.7 i4 30 3enenmnii 70 10,0
5.3 16 30 Oparuenhlit 100 11,0
6.0 18 400 30 Kpacubtit H0 13,0
6.7 20 20 60+5 62 150 3510 30 HKentait 100 15,0
73 22 30 OsuoneTopiti 100 150
8.0 24 30 Cunult 100 16,0
8.7 26 30 Poroputf 100 18,0
Obomavenun:

FR/CH — obosHauenue BHeIHero IHaNeTPa XKaTeTepos B coorsercTsnn co mxanoi Illapprepa, ppaniryickofl mxanoif xaMeTpa Karerepos.
Cease auameTpa B MM D 1 astaMetpa no mkane lapprepa oiHCHBAETCN YpapReHMSIME:

. Bremunit ruamerp (MM) =FR/CH x 3

. FR/CH = Breutsit muamerp (MM) / 3
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Pucynox 9. O6o3navenne rabapurHbix pasMepos s karerepa ®ones (BapuauTal ucnonsenns IILIV).
flpunevanue:
"Hanuaue nposoaHMEA HA PUCYHKE BPHMEHNMO TOMHKO K BAPHAHTY hononxenns 1L
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Tabnuua 7. [MapameTpbl aHTHBO3BpPaTHOro KjanaHa kateTepa ®osiesa (BapuaHTbI

ucnonHexnms I, 1V)
Pazvep BHewHWiA  BHy"(ICHHWIA ~ BHEWHWI JnvHa
Karertepa,  SMaveTp OVaveTp SvameTp  KanaHal,
FR/CH BXOOHOIo BXQHOIo BbIXOOHOIO MM
oTBEPCTVA OTBEPCTUA oTBEpPCTUSA
KranaHa KraraHa id, d, MIM : i )
ad, Mm MM K )
o !
6-26 9,040,5 3,40,5 5,605 20+1.0 PrcyHok 10. MabapuTHble pa3vepsb!
BHTVIBOBBPATHOIO KriaraHa

Tabnuua 8. MapameTpbl nopTta AN OTBeAeHWA MouuM KaTeTepa Pones (BapuaHTbI

ncnonHexnms I, 1V)
Pazviep karetepa, MaKCMaUTbHbIA BHEWHWI MakcrmanbHbI O6was gymHa nopra,
FR/CH JvameTp nopra, MM BHYTPEHHW OyavMeTp MM
nopra,, MIM
6-26 9,50,5 7,50,5 50.015,0

YunctoTa NOBEpPXHOCTU:
Mpv BU3yanbHOM OCMOTPE C HOPManbHbIM UM CKOPPEKTUPOBAHHLIM 40O HOPMbl 3pPEHUEM,

B T. Y. MPM OCMOTpPE C 2,5-KpaTHbIM YBEMUYEHNEM HapyXHas NOBEPXHOCTb 3 PEKTUBHOW ANUHBI
KaTeTepa ®ones He JO/MKHA VUMETb;

- NHOPOAHBbIX BKpaI'H'IeHVIVI, I'IpVIMeCGVI;

- TEXHOMOTNYECKNX W MOBEPXHOCTHLIX AeEKTOB, KOTOPble MOTYT MpeAcTaBisaTb PUCK
NMPUYMHEHUS Bpeaa NaLueHTy.

CoBmecTumoctb CMPT

OTcyTCTByET PUCK NPUMEHEHUA MeANLUWNHCKOTIO n3genna B cpeae MarHMUTHOINo pe3oHaHca.

MpPOYHOCTb, YCTOMWUYMBOCTb K BO34ENCTBUIO MOUM
MpoYyHOCTb NpY pacTsaXeHuun, He meHee; 50 H

[asneHune pa3pbiBa Katetepa, He meHee: 70 kla

[aBneHune pa3pbiBa 6annoHa, He MeHee, 40 klMa
OTHOCUTENbHOE YANNHEHWE NPU pa3pbiBe, He MeHee: 400 %
MpPoOYHOCTb COeANHEHNA AeTaneli, He meHee: 40 H

Mpn uncnbiTaHUWM COEAMHEHUSA [LMUCTaNbHOrO KOHUa C Tpyb6bkoin KaTeTepa M OGOKOBbIX
APEHaXHbIX OTBEPCTWIA B COOTBETCTBMM C METOAOM, onncaHHbIM B ISO 20696, MpunoxeHun A,

He [0/MKHbI BbIABNATLCA NPU3HAKKU AedopMalLumn; He AUCTaNbHbIA KOHeL, HU NOopT AN OTBEAEHUS
MOYU, He AOKHbBI OTCOEANHATLCS OT TPYGKM KaTeTepa.

3HayeHMe UCMbITaTeNbHON Harpy3kyu ana katetepa doned pa3NnMyHbIX AUaMeTPOB YKa3aHOo
B Tabnumue Huxe.

Ta6bnuua 9 —WcnbiTaTenbHas Harpyska 45 NpoBepKM NMPOYHOCTM KaTeTepa
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Pasmep xaverepa, FR/CH Macea rpysa 1 bosseicTous, kr
6-~10 0,75
12~ 26 1,0

IIpennapurensHoe HCIHITATENBHON HArpY3ke BO3REHCTBME HA KATETEP B COOTBETCTBHM C
ISO 20696, Ipunoxenune A (Temnepatypa 37+2°, cpeaa — HCKyCCTBEHHaA MOYa) NOATBEPKAaeT
yCTOHYHBOCTD KaTeTepa dosiea K MOUE B TeUEHME CPOKA B 14 aHeH.

HaaexnocTs DOPTR AN 0TBEACHHA MOYH

IIpy ucnbTaHAn B COOTBETCTBHA ¢ Meronom, onucanHeM [SO 20696, Ilpunoxenun B,
NMOpT AA8 OTBEACHHS MOYH KaTteTepa ones He JOMKEH OTASMATLCS OT COBMECTHMONO
KOHHEKTOpA, MPHCOSANHAEMOrO K HEMY.,

3naveHne NCHBITATENIBHOH HATPY3KH, NPHKIAZNBASMOE AIA ONPEACIHCHHA HANCKHOCTH
COeAMHEeHHA MOPT II8 OTBEACHHA MOUM KATETEPa-KOHHEKTOp, I/ KaTeTepoB pasjIHuHbIX
RHAMETPOB YKa3aHo 8 Tabmmue Hinke,

Tabnuna 10 - UcneirarensHas Harpyska fuia DPOBEPKH NMPOYHOCTH NOPTA A4 OTBEACHHA

MOYH KaTeTepa
Paavep xaverepa, FR/ICH Macca rpy3a aas sosnclicrang, xr
6~10 0,75
12~ 26 1,0
belonacnocts Sanaona

bannon xarerepa He NOIKEH NPOTEKATH WM 32KPHIBATH JpeHaXHbie oTBepcTHA. Oba
KOHLIA Hepa3ayToro OamioHa IAOMKHH IUIaBHO CoenuMHATHCH ¢ TpyOko#. Ilpu ouenke
6e3onacHoctn GawIOHA B COOTBETCTBHH C MeTonoM, onucasHnM B ISO 20696, ITpunoxenun C
6annon karerepa Pones NODKEH NOYTH CHMMETPHYMHO PACWIHPATLCA IPH 3aNIONTHEHWA BOAOH AP
TeMIepaType okpyxalomeii cpean! 10 yKa3aHHO! eMKOCTH 6A1n0Ha.

3HaueHHne MCNEITATENBHON HAIPY3KH, NPHKIAABIBAEMOE K KATETEPY MPH HCCAENO0BaHHH
6esonacHocTH 6ANNOHE, NPHUBEICHO HIDKE.

Tabauna 11 — HcnuraTenpnas Harpy2Ka g nposepkH GezonacHocTy 6annoHa

Paimep warerepa, FR/CH MusaMansHas Macca Ipya A8 BosACHCTBRA, KT
6-~8 0.3
10 045
12 0.6
14 0.7
16 ~ 26 1.0

[le10CTHOCTL MPOCBETA KATETEPA H NMoaaepAanne obnema

LenocTaocTs npocsera xaterepa Pones u noanepxkaHne odreMa J0/HKHE OUEHHBATHCA B
COOTBETCTBHMH C METOAOM, onucaniuM B ISO 20696, INpunoxerny 1.

HauMensiunii pasmep OTBEPCTHA, Y€pe3 KOTOPOE AOMKHA NPOXOAHTH YACTH KAaTeTepa CO
cayTeiM GanoHoM 6e3 npumeHeHna cunet Tars 6onee 4,5 H B 3aBHCHMOCTH OT paiMepa KareTepa
yKa3aHa B rabnuue Himke.

Tabnuua 12, Tapamerpnl (HaMMEHBIURNIE pasMep) OTBEPCTHA, depe3 KOTOPOE AOMKHA
MpoXOAKUTE TpyOka xarerepa Dones co CAyTHM Gammonom

15
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B it Hapyxnuif Hammeanmui
Pasmep scar f— Obuién Ganaona, AMaAMeTP ANAMETP OTBCPCTHA
FR/CH P2, D19.33 I +1 HepasxyToro no $panmyrcxoil
™~ (Ma/en®) Gannons, 20.13 mKane,
MM FR
6 2.0 3-5 2.7 10
8 2.7 35 34 12
10 3.3 3-5 4.0 14
12 4.0 5-10 4.7 16
14 4.7 30 5.3 18
16 5.3 30 5.9 20
18 6.0 30 6.6 22
20 6.7 30 7.3 24
22 7.3 30 7.9 26
24 8.0 30 86 28
26 8.7 30 9.3 30
VeTolMuBocTs K HLIOMY

Bo epema ycranopxH xaTercp dones ROMKEH JEMOHCTPHPOBATL CHOCOOHOCTL TOYHO H OejomacHo
obecrieunBaTh AOCTYN K MECTY HasHaucHMA, KateTep AGmaeH BHUIEPAKMBATL HCNBITAHHA ANA ONpCACHeHUA
YCTOHYMBOCTH K HYIOMY B COOTBCTCTBHH ¢ METOIOM, OmucanmuiM B ISO 20696, npunowewsv G. Ilpu
HAKPYYHBAHMM TpPYOuYaTRIX uacTedl, coeaMHeRu# TpyOuarmx uacredt kxarerepa Ponea wa 180° soxpyr
NOCTEHEHHO YMEHBLHIAIONMXCA CePACTHNKOB, HINOM 00pa3yeTCa OpH HAKPYIHUBAHHH BOKDPYT CEPACYHHKOB C
ORAMETPANH, YKA3aHHSMH B Tabmume 12.1

Tataaua 12.1 - MMapaMeTps anamMeTpa cepAcHHAKA, MPH KOTOPOM NPOHCXOAMT HATOM TPyOuaThix wacTeld,

COSTIMHe HUH gactelt kKaTerepa Dostes
Paivep Awamerp
KaTeTepa, Hecneayeman SacTs ¥3aeau8 CCpACANRLA,
FR/CH MM
6~ 10 TpyOka KaTeTepa / TPYOKH NOPTOR KATETEpA
cocanHenue TpyOka — NopT 414 pajayTHA GalioHa, coelMHeHHe TpyOKka — RopT
2K OTBEACHUA MOYH
coeMHEHNE TPYOKa MOpTa Ag pa3ayrus GatioHa — aHTHROIBPATHEI! Knanax
CoemsHense NOPT 1A OTEEICHHA MORY — MOPT NS Ppa3AyTHA Gaanona
12~18 TpyOka KaTetepa / TPYOKH (IOPTOB KRTETEpA

coeAMHeRMe TPYOKa — fIOPT 18 paxIyTHA Gannona, coenuuenie TpyOka — nopr
JUDH OTBRACHHA MOYH
Coemitenve TpySka NopTa 478 pazyTHA Ga/LToHa — ARTHBO3BPATHLIA Kianal

CoeaiHeRNe NOPT ATA OTBEJCHHA MOTH — HOPT JVIA PAIIYTHA OaslsioHa

TPyOKa KaTeTepa / TPYOKH NOPTOB KaTeTepa

coeaHHeHAe TPYOKa ~ MopT Ana painyTvs Sawiona. coenntenie TpyoRa — nopt

VIS OTBEACHHA MOYH

Coeantetie TpyOka HOPTA 114 padayTHR 6a710HA — AATHBO3BPATHEIH KIATAH

Coeftuseriie SIOPT /N OTBEACHHS MOYH — NOPT AR Pa3AyTHR Gantoua

20~26

g %s 2%
2R §§2§ §§m§ 3ls

ITaX0BAS CHA PACTIRCHNN

MHHHRMANbHAA NHKOBAA CHIA PacTAxeHnA TPySuaTolt nact karerepa DoneA, KAXIOTO COEAHHEHHS
MEeXIOy 9acTHI0 Karerepa W TpyOwol, KamAOPC COCAMHCHHA MEKZY TPYOHATHLIMH BacTAMH JONKHO
COOTBETCTBOBATH 3IHAYMCHMIO, YKA3aHHOMY B Talbamuue Hike, MpM YCNOBHH RPOBEACHHA HCNMTawuil B
COOTBETCTBHH C METOIOM, OMHCARHEIM B ISO 20696, npunoxennu H.

Tabanua 13 — [nkoBaA CHAA PACTIKEHHA

Pa3mep xaTerepa, Hansmensmmnii Hapysubiii xHaMeTp MHIHMANLHAS ANKOBAR CHAA
FR/CH TpySuarok aacTn, MM _pacraxenus, H
6~12 >2nA4 10
14 ~ 26 >4 20

YcrodamsocTh paizyToro 6aA0R K PACTRKEHHIO
IIpH HCHBITAHHK PaayTOro GannoHa K PACTAKCHHIO B COOTBEICTBHE C MCTOAOM

HCTILITAHMA, ONHCAHHBIM B [SO 20696, mpruioKeHHK J, HANOTHEHHELH GANIOH KATETEPA HE AODKER MPOXOAHTD
B BOPOHKY € OTBEPCTHCM, IHAMCTP KOTOPOro Ha 0,33 MM npesiacT HOMHHANRNEIH PaIMEp KATETEPA.

16
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13.¥YnakoBKka M MATEPHA/BI, BCTYNAOUIHE B KOHTAKT ¢ MEAHUHHCKHAM

HA3AETHEM

Menauunckoe w3aenue sapuanTo nenomuenns IILIV (xarerep Mones) ynakoptipaerca 8
ABOMHYIO CTEPHILHYK) HHAHBMAYAIBHYIO ynakoBky. IlepBHuHas wHAMBMZYyAIbHAA YNAKOBKa
u3rorasnKeaerca n3 nomatuiaeHa (I13) u TepMuueckH 3anauBaeTcs ¢ OAHOTO koHUa. Bropuunas
HHIHBHAYAIbHAS YNAKOBKA TePMETHYRA, H3rOTaBIMBACTCA M3 nonxaTHaeHTepedTanata (II9T) u
MeannnHckoll GymMary 1 TepMHUeCKH 3aNaHBACTCA.

Meanuunckoe mw3aenne sapuanTor ncnoatenus LI (karerep Henatona) ynakoeeisaercs
B CEPMETHYHYI0 ONMHAPHYIO CTEPHIBHYIO, TEPMHYECKH 33BAPEHHYIO HHIMBHIYAILHYIO
YNaKkOBKY, H3rOTOBACKHYIO #3 nommsTiwitepedranara ([19T) u Meanumnckois Gymarn.

Hsnenus 8 uEaAMBHAYANLHO# yNaKoBKe BapuaHToB ucnoaHenus I-IV s konuuectse 50 wr.
YNAaKOBHIBAIOTCA B IPYNOOBYI0 ynaxkoBky #3 Oenoro xaproHa. MucTpyxuus no npumenennio
BKJIAZLIBAETCA B KAXKAYIO FPYNNOBYIO YNIAKOBKY.

Hanenua B rpymnosoii ynakoBKe 34TeM YNAKOBbIBAIOTCA B TPAHCOPTHYIO YMAKOBKY U3
rogpokapToHa.

Tabauua 14. Marepuane 4 pasMepnl WHAMBMOYATLHOH YNAKOBKH MEIMLMHCKOIO
H3aenua sapuanToB Henonsenus LII (xarerep Henarona)

Pams
Bua ynaxosku Marepuan Mapha/monens IpomisonmTenn, cTpaHA Axm ::’0.:,6,
MATepuAIa (m)
Haining Huajia Printing | BapnasT
AT 4.5s Machinery = Manufacture | ucnonHenus
Co., Ltd., Kuraii I
Huansuayanvaas 47x3
yNAKOBER Meautun s Zhejiang Hengda New Bapuant
Clax S0R/m” | \faterial Co., Ltd., Kuraii | MCmOHeHHA
Oymara II:
24x3

Hinpuna ceaproro mmsa: 8-10 mm

Yeunne pactokenns: 2 1L,SH/ 15 mm

Ha unauBuayansHyo ynakosky karerepa HenaTona co croponm meauunsckoi Symarn
HAHOCHTCA NMEYATh roityboro isera.

Marepuan nesati: 9epauia Mapku 17346-12, user light blue

IpoussoauTens, cTpana npoussoacrsa: Shanghai Yate Yingyi Packing Material Co., Ltd,
Kuraii

Tabanua 15, MarepHame K pasMepn HHAMBHAYANbHOIH YNAKOBKH MEAMIMHMCKOTO
u3nenus saprantos HcnonHenns lIL1V (karerep ®ones)

Pazmepn,

Mapaca/moneas, MpewsponaTens, cTpana Jx1li+10%,

Bun ynavosxn Marepaan MaTep

(cm)
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Huanenayanshas Anhui Putian Plastics Co.,

ynaxoBka 3 PE-LD Lid., Kurait 46x4,5
(nepBuuHaA)

Haining Huajia Printing
u 3T 4.5s Machinery = Manufacture
HANBRIYATERAT Co., Ltd., Kuraii
YIaKOBKA Meanun 50x7,5
(rTOpHUHAN) oxas 60g/m? Zhejiang Hengda New

Material Co., Ltd., Kuraii

Oymara
[Hupuna ceapHoro wea: 8-10 mm
Yewme pacrakenns: > 1,5H/ 15 mm
Ha wamuBHIyameHYI0 ynakoBky karerepa Qones co CTOpOHE! meauumHckodi Gymarm
HAHOCHTCA MEYaTh IEPHOO LBETA,
Marepuan neuars: yepruna Mapku 17346-81, user black
[IpounseonnTens, cTpana npounisoncrea: Shanghai Yate Yingyi Packing Material Co., Ltd,

Kurait
Tabnuua 16, Marepnanst # pasmephl TPYNNOBOH H TPIHCHOPTHOH YNAKOBKH
MEMIIMHCKOrO H3ACTHA
Bux ynakoexs Marepuan IIpomBoiRTEAb, CTPARS Pasmepei, ,(I::'I)llxmm%,
BapuanTt HenonHeHus
 —— Zhangjiagang Beili color | LIILIV:
::::ogga Beubiii kapron printing packaging 47x13,8x7
Y factory BapuanT ncnonsenvs 2;
24.8x13,8x7
" B
Tpaucnopraas Fodpoxapron Zhangjiagang Hongfeng 1.:3}.‘m HCHONHEHNA
ymaKoBKa posapro cardboard-box factory [ & 2

14.Cnocof npumenenns

% Coocod npumencuns xaverepa Henarona (saprantol nenoanenna LII).

—  HA}eTh NEePYaTKH;

_ 834Th CTEPMIBHEIA KaTeTep NUHUETOM B APABYIO PyKy Omoke x AHCTANBHOMY
KOHLY (4-5 cM);

—  ceofoaHbt KOHelLl KATeTepa 3aXBATHTh MEXAY 4-5 NanbiaMu NpaBoi PyKu;

—  o0paboTaTs BBOMMMLIIT KOHEL KaTeTepa CMa3KOH Ha BOAHOH OCHOBE;

—  obpabotaTs oTBepCTHE MOYEHCYCKATENBHOTO KaHaNa pacTBOPOM QypaliMIHHa;

—  cBoDOAHMIT KOHell ONYCTHTh B €MKOCTH A cO0Opa MOYH WU NOACOEAMHMTH K
MOYENpPHEMHHAKY.

——  BBECTH KaTeTep B OTBEPCTHE MOYEHCITYCKATEIbHOTO KaHAIA RO MOABIEHHS MOYH,

- M0 OKOHYAHHK BLIBEICHHA MOYH, KATETEP H3BIeYb, HAKAB NPH 3TOM Ha
HaAa00Kk0BYI0 00NACTH JAAOHBIO JIEBOH PYKH;

—  NpOMOKHYTb OTBEPCTHE YPETPH CTEPHALHBIM TAMIOHOM;
: 18
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— YTUITH3aUHUA B YCTAHOBIEHHOM nopaaxe (6uonoruyeckn onacHeie OTXOAH).

Pexomenayemuli cpox npumenenss: karerep Henarona  pexomenayercs
YCTAHABAMBATH Ha CPOK He fonee 24 yacos.

CannTapnas o0paboTka: MECTO BESICHHA KaTeTepa 00pabaTHiBAeTCA AHTHCENTHYECKHM
cpeacTeoM (p-p $ypaunnuHa) B MOMEHT YCTAHOBKHE KaTeTepa. B redeHHe peKOMEHAYEMOro CpoKa
npHMeHeHHS HeoOXOMMMOCTS B NIOBTOPHOH CRHHTAPHOH 00paboTKe OTCYTCTBYET.

% Cnocob npumenenus katerepa ®ones (sapuanTn ncnonnenns IILIV):

—  HAJETH NepuaTki;

—  B3ATh CTEPWILHBIH KaTeTep MMHIETOM B NPABYI0 PYKy Onmke K AMCTATBHOMY
KoHuy (4-5 cm);

—  cBoOoxHLIl KOHEL] KATETEPA 3aXBATHTH MeXAY 4-5 narsltaMyn NpaBoi PyK;

—  obpaBoraTs BBOmEMBII KOHel KaTeTepa cMa3Koli Ha BOXHOI OcHOBE;

—  ofpaborars OTEEPCTHE MOYCHCITYCKATENBHOTO KAHATA PACTBOPOM (ypaunInHa;

—  ¢BOOOAHEIA KOHEW OMYCTHTR B €MKOCTh I cOopa MOMM MAM NMOACOCAHHHTL K
MOYEeTPHEMHHKY;

—  BBECTH KaTeTep B OTBEPCTHE MOUCHCITYCKATENLHOrO KAHAAA 20 NOABNICHHA MOYH,

—  mmpuiem pasayTs duxcupyromuii Gannon ao cooTBercTByIomero oorema (or 5-
T™ 20 30-TH M) HCNOAB3YS AMCTHUTHPOBAHHYIO BOZY WIH (PU3HONOrHYeCcKHit pacTsop,;

— [0 OKOHMAHHH BHIBeJEHHS MOYM MMpHIEM YOPATE THCTHILIHPOBAHHYIO BOXY HMIH
puzpactsop u3 ¢puxcupyiomero 6annona;

—  KaTeTep M3BNEYH, HAKAB NMpPH TOM HA HAANOOKOBYI0 obnacTh nagoOKLIO NEBO
PYKH;

—  MPOMOKHYTH OTBEPCTHE YPETPHI CTEPHIALHBIM TAMITOHOM.

—  YTHIM3AUMA B YCTAHOBJEHHOM Nopaaxe (GHONOrmeckH onacHsle OTXOMb).

—  [pPH IMTETEHOM APEHHPOBAHHN MOYEBOrO My3bIPA PEKOMEHNYETCA PHKCHPOBATH
ero k BHYTpeHHeii NOBEPXHOCTH Oeapa, YAIMHHTE HOCPEACTBOM TPYOOK (npH HEOOXOAHMOCTH) H
COSOHHNUTD ¢ EMKOCTBIO 114 COOpa MOUM.

Pexomenayembiii cpox npaMeHenus: katerep Dones pexoMeHye1Cs YCTaHABIHBATE HA
cpoK He Gonee 7 cyTok.

Cannrapnas o6paboTica: MeCTO BBEICHNA KaTeTepa 00pabaThiBaeTCR AHTHCENTHYECKHM
cpeacTsom (p-p Gypaunasna) B MOMEHT YCTAaHOBKH KaTeTepa. B Teuenne pexomenayemoro cpoka
NPUMEHEHHS HEOGXOZMMO TIPOBO/IHTE PEryMAPHLIN OCMOTP M NOKanbHo o0pabaTLiBaTh MECTO
BBE/ICHNA KATETEPA ARTHCENTHYECKHUM pacTBOpoM (p-p dypannnuna) kaxanie 24 gaca.

15.CeeneHus 0 COBMECTHMBIX MEAHIUHHCKHX HITEIHAX

KOHHEKTOPH yponornieckne B BAPHAHTAX HCTIONHEHHA JOMKHE! MPHUMEHATLCA COBMECTHO
¢ MOYENPHEMHHKAMY, 3aPETHCTPHPOBAHHLIMY Ha TeppuTopuu PO

Tun KOHCTPYKUHH, JUTHHA TPYOKH, 0OBeM Melka, B CAMBHOIO KPAHA MOYENPHEMHHKA
MOFYT BapbMPOBATECA H HE OKA3HBARIOT 3HAUHTEILHONO BIMAHHA HA COBMECTHOE NMPHMEHEHHe C
KaTeTepoM YPOMOrHYeCKHM, BOMbIIMHCTBO MOYENpPHEMHHKOB, HCNONB3YEMBIX COBMECTHO C
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YPONOTHYECKMMH KATETEPAMH, CONEPXAT B KOHCTPYKUMH YHHBEPCANLHHHA KOHHEKTOp,
noaxoaswuii K moGoMy pasMepy M THITy KareTepa (CM. CBEIeHUS B HHCTPYKLMHM MO NIPHMEHEHHIO
Ha HCROJB3YEMBI MOYETIPHEMHHK).

KoHHexTOphl MOUENPHEMHHKOB JUIS COBMECTHOIO NPHMEHEHUA C KaTeTepaMu NOTAKHBI
cootBercTeoBars ISO 80369,

JpeHaxHsiil NOPT KOHHEKTOPA COBMECTHMOTO MOYCTIPHMEHHKA He A0/DKEH OTACIATLCA OT
karerepa. IIpu HeoOXOAMMOCTH HAZEKHOCTL COEAMHEHHMS MEKAY KOHHEKTOPOM M TIOPTOM LA
OTBEAEHHA MOYH MOXeT GITh npoBepena 1a cooTReTcTBHE 1. 6.2, ISO 20696.

Tabnuua 17 - Pexomenayembie napaMerpsl KOHHEKTOPA  COBMECTHMBIX

MOYENPHEMHHKOB:

Dopma xornexmopa KOHMYECKaR

Buewnnuii/enympennuin - Ouavemp  Goaviuezo | 12,040,5 MM / 6,0 20,5 MM

OMBEPCNIA KOHHEKMOPQ:

Buewmuii/enympennuin  ouamemp  mewswero | 8,020,5 mm / 5,0 20,5 Mmm

OmMBEPCMUA KOHHEKMOPQ.:

Hnura xonnexmopa: He MeHee 35 MM

16.Mepb! npeaocTOPOXKHEOCTH

A Hszenue npesHasHauEHO TONBKO /U1 NPHMEHEHHS MEAHLMHCKHM NEPCOHATIOM.

A\ Wagenme cnexyer MCnNOns30BATH TOMBKO OAMH Pa3 HEMOCPEACTBEHHO MOCAE BCKPLITHA
YOAKOBKH, NOCJIE HET0 YTHIIHIHPOBATS.

A Kareropuueckn 3anpeineHo HCMOAL30BAHKE NICTHSA MPH HAPYINEHAN YTIAKOBKH.,

A Wcnons30BaTh H3ETHE B TEYSHHUE 5 JIET ¢ AATH H3TOTOB/ICHHA,

A\ Haberats XxpaHHTh B MECTE C BHICOKOH TeMrieparypoif ¥ BIRKHOCTHIO BO3AYXa, 8 TAKKE
HAIWIHEM eIKUX ra30B. XPaHHTD M3feNHe B CYXHX XOPOHIO BeHTHIHPYEMBIX MOMEICHUAX.

A Hcenons3oBaTh MEAHIMHCKOR H3EIHE N0 HASHAYEHHIO HeOGXOAUMO TOMBLKO B OAHOPA30BHIX
NepuaTKax.

JononnureibHbie Mephl NMPEAOCTOPOKHOCTH A kaTeTepa Henatona

(sapnanTn Mcnonsenns I, 1)

TMpoaykr wmaroroenen u3 marepuanos FIBX, comepxamux A3TOD.
Memuuncknif  nepcoHan AODKEH O0OpaTHTh BHHMAaHWE Ha
He(GNaronpHATHOE BAMSHME H3AENMS HA TPYNNbl BLICOKOTO PHCKa,
Takue Kak: GepeMEHHLIE H KOPMSAILHE KEHIUHHBI, N€TH B MYKIHHB
Buamanne! npenybepraTHOro Bo3pacTa, N0 BO3MOXHOCTH HCNOAL3OBATHL
ANLTEPHATHBHBIC H3ACTIMS.

Karerep Henarona nenb3s HCNOAL30BATE ATHTEILHOE BPEMSA, TAK
KAK 8 KOHCTPYKIHA HeT QHKCHPYIONIHX N1EMEHTOB, 3 KeCTKOCTh
HBX moxer COPOBOHPOBATL NPOTIERHN,

17.KpaTepHE HENPHroAHOCTH MEAHNMECKOTO H3AEAHS
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3anpemacTcs HCNoML3OBaTh MEARUMHCKOS H3Je/He, eCu:
- HapyweHa UeJIOCTHOCTD YNAKOBKY H (MAM) KOHCTPYKIIHS H3ACIUA,
- HCTeK CPOK NOAHOCTH (CTEPHITBHOCTH),
- HaPYIIEHA! YCOBHS XPAHEHNA, TPAHCIIOPTHPOBAHKA MEAHLMHCKOIO H3AE/IHA;
18.TpeGoBanua xk noMeIeHHAM
Karerepuszawsia MOYEBOrO My3mIpst JO/DKHA NPOBOAMTHLCA B CTPOrO ACENTHUECKHX
YCROBHAX.

19.Crepuanianas

MemuuHCKOe H3AeHe CTCPWIH3OBAHO ITHICHOKCHAOM

20.Cpox rogsHocTH (CTEepHILHOCTH)
Cpok roaHOCTH (CTEPHABLHOCTH) HM3IENNA COCTARIACT 5 JET ¢ AaThl M3TOTOBNEHMS,
YKA3aHHOIA HA YNaKoBKe.
21.Yc10BHS XpaReHHS, IKCILIYATAIHE H TPAHCIOPTHPOBAHES

Tabauua 18. Ycnosna xpaHeHHH, SKCTINyaTalny H TPAHCNOPTHPOBAHHA

zg;:(:;meﬁ cpens Xpauense IKCAYATAUHS TpancnopTHposanue
Temmeparypa, °C or +15 no +30 or 0 no +40 or-18 no +55
OraocurenvHas
BIAAGIOCTE BOMYXA| 1301075 or 30 10 70 or 15 20 85
(6e3 xoHaeHcaumu),
%
ATtmoctepHoe
IaBlieHHe ot 700 ao 1060 or 700 no 1060 ot 600 no 1060
{aGcomoTroe), rlla
v XpaHuTh B MPOXIANHOM YHCTOM MECTE NPH KOMHATHOK TeMneparype B YCIOBHAX
OTCYTCTBHS €AKMX ra30B.
v ITpn TpancnopripoBanuy cneayeT Oepeds MEIHLMHCKOE H3ACHE OT AOKAR, CHEra
M BO3AeiiCTBMA CONTHIA.
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22, MapxHpoBKa
22.1 MapxupoBxa H3AeAHR

HenocpeacTsenno Ha MEAMLMACKOE W3zeHe BapHanToB uenomsenun |, I (xarerep Henarona) ne HAHOCHTCS MAPKMPOBKA.
Ha nopr ans oTBeneHM MOYH METULIHHCKOrO HaZenus BapHaHToB uenoanenus LIV (xarerep ®onen) narocutca nevars ¢ ykasannem
cBeenHil o:
- BHemHeM auaMerpe karerepa D B mm B popmare X.0mm, rae X.0 - 3nayenns ot 2.0 no 8.7;
- BHemHeM auanmerpe katerepa B CH/FR B dopmarte (FXX), rae XX — suavenns ot 6 ao 26;
- o0éme Gannona katerepa B Ma/ch’ B opmarte 3-5ml, 5-10ml, 30ml.
Ha sricTynaiomyio 4acTs aHTHBO3BPATHOrO KJIANAHA (BHYTPH TPYOKU NOPTa) HAHOCHTCA MAPKHPOBKA THCHEHHEM: 3aBOACKOH HOMED NeTamk
B popmare YK AXXX, rae A - Gykesl narunckoro andasura ot A g0 Z, XXX - umdps ot 0 10 9.

22.2 MapxupoBKa HHIHBRAYAILHON YNAKOBKH

Ha mHzMBMAyansHylo yNakoBKY MEeZHUMHCKORO uifenus sapuadToB mcnmomuenus LII (katerep Henarowa) mpH H3rOTOBJIEHHH HAHOCHTCA
MADKHPOBKA B BHAE NEYaTH, COACPXKALLAA CICRYIONHE CBEACHHA:

- HAUMEHOBAHME MEAMIMHCKOIO M3IC/IHS,

- H33BaHHE BAPHAHTA MCHIOIHEHNS,

- prHewmsuii auamerp wanenua «PASMEP CH/FR»;

- cBelleHna 06 MIrOTOBUTENE. HAMMEHOBAHNE, IOPHIMYECKHIE anpec, Tenedon;

- nata usroronnerns B popmare TTT-MM;

- JATa OKOHYaHHsA CPOKA FOAHOCTH B opmare TTT-MM;

~ KO napTay,

- CBeIeHHA 00 yNoNHOMOUEHHOM NPEACTaBHTENe NMPOH3BOAKTENR Ha Tepprropun PO: naumeHOBaHNe, I0OpUANYeCcKH i anpec, TenedoH;

- HAAMKCH: HETOKCHYHO, ANKMPOTEHHO;

- HOMEDP ¥ AaTa BuIAAYH PErBCTPALIMOHHOTO YAOCTOBEPEHNS,

- Cumponn «Koa naprum», «[ata n3rorosnenns», «Hsrotopnrens», «Hcnonssosars ao», «Crepummsanus OKCHAOM JTMaCHA», «3anper Ha
nosroproe npumenenue», «He crepmwmmiorats nobTopro», «Octopoxkuo!», «Copmepxur ¢ranarsi: 3T ®», «OOpaturecs k¥ HHCTPYKUMM 00
npuMerennio», «He Henoas30BaTh NPH NOBPEXACHUH YNAKOBKH», «OTKPHEBATS 30€ChY.

LOT  NCXXCHXX-X000(-XX KATETEPb! YPOSTOTUMECKWE B BAPMAHTAX UCAONHEAWHA
00X -XX ‘ KATETEP HENATOHA XXCM PAIMEP CH/FR XX
Py X00(-XX u_.-,, a ¥ %o Tz ‘mmmmrmmm 1 @/\
«F permcra Sy X Sdmay o Ty CoLM) et HErokcw0 || anweorewno |[ | |\ |STERILE
WEIpa tmw«mmzmnmwm 223600 Sturing, Poopie's Republic of Chnal T 0537-8061 (09
YAOCTOGEpLHME e Teppatopsist . COMPCTIO ¢ orpaiemnoll ordescTaetnoc thia K FPYIIT
N9 JODOOODX o1 XL XX 00Q =N TPVl m'm.mm yilpacmopme, 3.00. % | x5 109, Toq : +7 (305} %" 10

Pucynok 11, Maker MapkipoBKil WHAMBRIYANBHON YNAKOBKH BapHaHTOB Hcnonrennd I: karerep Henatosa 40 oM!
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LOT  NCXXCHXX-XXXX-XX
XXXX-XX
XXXX-XX
PerncrpaumonHoe

yZocToBepeHue
NP XXXXXXX 0T XX XX XXXX

KATETEPbI YPOJTOTMYECKWE B BAPUAHTAX NCMOJTHEHNA

KATETEP HEJTATOHA XXCM PA3MEP CH/FR XX HEIQOMH-O AVRaBHO

UuBc>' Xvicnia M«nike 1 TexHoun431 Ko. N1Ta (iuiifsu Hoa|C(w Medicsi Tecteoiofy Co.. Lid)
BocTO'»MciopaSKXi(MmU)»au>'a. 1o M xouowunecmrop)T1rMi«.22MOOLW>1n. Kirnficiu Hnpoumsa Penn-6.'wn

(EJSiudeoOmbualtoMIEconoailcDr elopinraiZaae. ;:7600Stnn-sQf. People's of Cbmt)Tei '05: £-S091 1000 STERILE EO

YaoTwmynow it apenctMirre-nnponttojnr.i* «> teppmopsni P® O6wecno ¢ orpmteHso/1 oneicneKDoervio */IK FPYMM*
(000 «JIK TPYTT/-K 10 W2. ropoj Mocsae. y.1 MpocTupkM. n 10. M . U.109. Te: : *T (4951.505-*4-10

PUCYHOK 12. MakeT MapKMpPOBKM MHAMBUAYaNbHOW YNaKOBKW BapuaHTa UCMONHEHUS 2: KaTeTep HenaToHa 20 cM'

Ha nepBUYHON MHANBUAYANbHOW MapKMPOBKE BAPUAHTOB UCMOMHEHUS (kaTeTep ®ones) He COAEPXUTCSH MapKUPOBKaA.

Ha BTOPUYHYIO WHAUBUAYaNbHYK YNaKOBKY MeLULWHCKOro m3genns BapuaHtoB ucnonHeHusa 11,1V (katetep ®Pones) npu M3roToBMEHUM
HaHOCUTCH MapKMpoOBKa B BUAE NeyaTun, cojepxalias cnefytoume cBefeHuns:

- HAaMMEeHOBaHNE MeANLUWNHCKOIO0 n3aenuna;

- Ha3BaHWe BapnMaHTa UCMOMHEHUS;
- BHEWHNI gnameTp nsgenns «PASMEP CH/FR»;

- cBefeHuns 06 N3roToBUTENE: HAMMEHOBAHME, lOpI/I,U,VIHeCKVIVI agpec, TEI'IE‘[*)OH;

pata nmsrotosneHua B ghopmate FNTrr-mMmmMm;

- fjaTa OKOHYaHus cpoka rogHoctun B hopmate FMFIFr-MM;

* KOO naptun;

- cBefeHunAa 06 YNO/THOMOYEHHOM NpeAcTaBuTENE NPON3BOAUNTENA Ha TEPPUTOPUN P®; HaumeHOBaHMe, POpVI,qI/ILIECKI/II‘/II agpec, Te]'le(*)OH;
- Hagnncum: HETOKCUYHO, annporeHHo

- HOMep u gata Bblga4yn perncTpaymMoHHOro yaoctoBepeHunA,;

-CumBonbl «Kofg naptuu», «flata n3rotosneHus». «M3rotosutensy, «Mcnonb3osaTte 40», «CTepunnsauna OKCUAOM 3TUNEHa», «3anpeT Ha

NMOBTOPHOE MNPUMEHeHMe», «He cTepunn3osBaTb NOBTOPHO», «OCTOPOXHO!», «COAEpPXUT HaTypanbHblli KayuyyKoBblii naTekc», «O6paTuTech
MHCTPYKLUMN MO NMPUMEHEHUIO», «He MCNONb30BaTh NPU NOBPEXAEHUN YNTAKOBKU».

LOT FCXXCHXX-XXXX-XX
J:

r

XXXX-XX
XXXX-XX

PerncrtpaunoHHoe
yfocToBepeHue
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KATETEPbl YPONOTNYECKWE B BAPUNAHTAX MCNONTHEHWA
KATETEP ®OJIEA ABYXXOAOBOM XXCM PA3MEP CH/FR XX

LizsHey XyHerHb Meaykan TexHonomim Ko. , Jiia. (Jiangsu Hongxin Medical Teclmology Go., Lid)
BocTouHas cropoHa Aopou LizvHexya, 30Ha SKOHOMHECKOIO pasa v, 22.7800UysH, Kuralickas HapogHast Pecoryorvika
(Essl sick of Jinhua Road,, Economiic Development Zone. 225800 Shuyang, Paople™s Republic ofChina) Ten. ; 0527-80311009

K
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N2 000000 o1 X0 XX YnoaanoMoucHHbil peIcTaBHTEbL IPOHIBOIMTENR Ha TeppuTopHH PP: O6mecTio ¢ orpatuuennol oreercTsennocTsio "JIK TPYTIT*

{000 JIK TPYTITI»). 107392, ropoa Mocksa, yi.llpoctopuos, 1.10, k.1, x8.109, Ten.: +7 (495) 505-74-10
HETOKCHYHO

ANMPOTEHHO | STERILE| EO

Pucynox 13. Maker MapxupoBKH BTOpPHUYHOI HHAMBRAYANbHOH ynakoBkn Bapuantos ncnonnenua [LIV: karerepu ®ones'

Mpumeuanne: Bvecro «XXXXX» Ha utorosoii mapkupoBke GyneT HaHeceHa COOTBETCTBYIOMIAS MH(OPMALMA, MOCHE NPOXONKACHMHA
rOCYAAPCTBEHHOH PerHCTPALiHK 1 MONYHEHHS PETHCTPALHOHHOTO YAOCTOBEPEHHA HA MEAMLIMHCKOrO H3Jeaus,

Hmozoewiii éapuanm OuIGING MAPKUPOGKN MOICEM BotMb UIMEHEH NO YCMOMPERUIO NPOUIBOOUMENR

22.3 MapxkupoBka rpynnoBo#i yNaKkoBKu

Ha rpynnosy1o ynakosky (KapTOHHYIO KOPOOKY) METHUHHCKOrO H3AEIMA HAHOCHTCA MAPKHPOBKA, COZiEpXallas CeayoHe CBEaeHNMs:
- HAUMEHOBAHHE MERHUMHCKOrO H3INEHS,

- HA3BAHME BAPHAHTA HCTIONHEHNA,

- BHewnHil apamerp usnenua «PASMEP CH/FRy;,

- CBeaeHua 00 H3roTOBHTENe: HAMMEHOBaKHe, IOpHANEcKHil aapec, Tenedon:

- BaTa warorosnexns 8 popmare I'TTT-MM;

- 1378 OKOHYAHHA CPOKa roaHOCTH B opmare [TTT-MM;

- KOJl NapTHK:

- cBeeHNA 00 ynONHOMOYCHHOM NPEACTABHTEE NPOM3BOANTEIR Ha Tepputopun PQ: HanMeHoBaHHE, IOPUANYECKHI aapec, Teneiox;

- HARMMCH: HETOKCHYHO, ANHPOTEHHO,

- KOJIHYECTBO H3AEIHH B yNakOBKe;

- HOMEp K NaTa BHAAYH PErHCTPALIHOHHOrO yAOCTOBEPEHHS,

- chmeonnl «Koa napruny, «Jlata miroroaenua», «Hsrorosurensy», «HMcnonssorars no», «Crepunmnszauns okCnaOM THieHay», «3anper Ha
NOBTOpHOE NpumeHerue», «He crepuan3zobats noBTOpHO», «OctopoxHo!», «Cozepxut drranate: IIMO»*, «Conepxnt HATYpaTbHBIA KaydyKOBBIH
narexc»**, «OOpaTiTeCh XK HHCTPYKUMK N0 NPHMEHEHHIO», «He HCnoab30BaTh NPH NOBPEXKIEHHH YNAKOBKH.
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Ipamenannn:
* - HAHECCHHE HA STHKETKY AAHHOrO CHMBOMA NPHMEHHMO TONBKO K BapuanTam ucnonnenya LI karerep Henarona
*% - HAHCCEHHE HA STHKETKY ZAHHOTO CHMBOAA NDHMCHUMO TOBKO K BapuaHTaM Henonrenns U1 IV: karerep @onen

Maxket MapKHpPOBKH rpynnoBoii ynaxkoski:

LOT | NCXXCHXX-XXXX-XX KATETEPbI YPOAIOTMYECKUE B BAPUAHTAX UCTONHEHUA
XXX KATETEP HENATOHA XXCM PA3MEP CH/FR XX

| XXXX-XX KONTMYECTBO U3AENWUIA B YIAKOBKE 50

‘ Ihancy Xyucuas Meavkan Texunonoaxs Ko., Jira. (Jiangsu Hongxin Medical Technology Co., Lid)

PerucrpaumonHoe BocToutas cropona noporu Iismmnxya, 304a sxoHOMHueckoro pasanTHa, 223600 iy, Kuraticxa Haposias PecnyGaua
YAOCTOBepeHNne (East side of Jinhua Road, Economic Development Zone, 223600 Shuyang, People's Republic of China) Tex.: 0527-8081 1009
YOOOMXX Y CHMEI FIPEACTABHTEND IPOH3BO. P@: ObtitecTBo ¢ orpannuenoi oTeeTcTRenHocTRIO "JIK I'PVII"
N oT XXXX.XXXX (000 «TK IPY Iy, 107392, ropon Mockse. yn Tpoctapein, .10, s.1. ka.109. Ten. 7 (495) 505.74.10

AMUPOTEHHO

Pucynok 14. MakeT MapKnpoBK® rpynnosoi ynakosxu sapuantos ucnomsenns LII: xkarerep Henarona'
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LOT | FCXXCHXX-XXXX-XX KATETEPbI YPONOrUYECKUE B BAPUAHTAX UCNONHEHUS
XXXX-XX KATETEP ®OMES ABYXX0A0BON XXCM PA3SMEP CH/FR XX
XXXX-XX KONWYECTBO U3LENUNA B YNAKOBKE 50
‘ aancy Xyneuns Me;mikan Texwonoku Ko., Jlra. (Jiangsu Hongxin Medical Technology Co., Lid)

PerucrpauwonHoe Bocrounas cropona aoporu Hantsxya, 3088 sKoHOMHYeckoro pasauTia, 223600 Ly, Kutafickar Hapoanas Pecniy6mmnxa
yRoCTOBEpeHNe (East side of Jinhua Road, Economic Development Zone, 223600 Shuyang, People's Republic of China) Tea.: 0527-80811009
N2 300000 o1 XOLXOLOXX YnonnoMoueHHBH NpeacTaABHTED NPOHIBOANTERA R TeppiTopuy PO: O6mecTro ¢ orpanudentoll otecTcTBeHHOcTEI0 "JIK [PYIIL"

(000 JIKTPYTHI»), 107392, ropoa Mockea, ya.llpoctophas, 1.10, k.1, k8.109, Teu.: +7 (495) 505-74-10

HETOKCMYHO || ANMPOTEHHO /|\ ‘STERILE‘ Eo[

Pucynox 15, Maker MapKHpOBKH IPYTINOBOH YNAaKoBKki BapHanToB ucnonnenua IIL1V: xarerep ®ones’
Mpumeuanne: Buecto «XXXXX» Ha wuroroBoii Mapkupoke OyaAeT HaHeceHa COOTBETCTBYIOWAA HHMOPMALMA, NOCE NPOXOKAEHMUS
TOCYAApCTBEHHO PerucTpallui ¥ NOJyHeHHs PErBCTPALMOHHOTO YAOCTOBEPEHHA HA METHIHHCKOTO H3ACNHS.
Hmoecoeuilt apuanm ousatina MapxuposKit s10Xxcem Goime HIMCHCH NO VCMOMPEHINO NPOU3EOOUMEnt
22.4 MapxupoBKa TPAHCNOPTHOH YNAKOBKH
MapkupoBKa TPaHCNOPTHO#H YNAKOBKH COACPXKUT CACAYIONINE CBENCHHS 0 MEAHIIMHCKOM H3AeIKH:
= HaUMEHOBaAHHE MEHLHHCKOTO H3NeNUs;,
~ HA3BAHHE BAPHAHTA UCNONHEHBA,
- BHewInKi anamerp usaeans «<PASMEP CH/FR»;,
- CBeeHUA 00 M3roToBUTENE: HANMEHOBAHKE, IOPUANYECKHUit aapec, TenedoH;
- KOA BAPTHH,
- nata wsrorobnenus B hopmare ITTT-MM;
- KOJIMMECTBO FPYNNOBLIX YNAKOBOK B TPAHCMOPTHOMH,
- RATA OKOHYAHUA CpOKa roxHocTH B gopmare [TTT-MM;
- CBeeHnA 00 ynonHOMOYEHHOM NPEACTaBHTENE MPOM3BOANTEIA HA TeppHTOopHH PO HauMenoBaHue, I0pHANYECKHil anpec, TenedoH;
- Macca OpyTro;
- Macca HerTo;
- pasmep ynakoekH B popmare JIxBxILI;
- cuMBoasl: «Bepeus ot Bnarn», «Bepx», «Xpynkoe, 06pamaTca 0cTOPOXHEO», «He HCNOMb30BaTh NPH NOBPEKACHHH YNAKOBKHY,
«CTepunH3auBg OKCHAOM ITHAEHA», «Koa napTuny». «H3rotoburens», «Jlata usrotobnenns», «Henoapiosars mo», «OctopoxHo!».
Maker MapkHpOBKH TPAHCHIOPTHOI YNAKORKH:
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2 SN

KATETEPbI YPONTOTMYECKUE B BAPUAHTAX UCMNONTHEHUSA
KATETEP HEJTATOHA XXCM PA3MEP CH/FR XX
KONMUYECTBO MPYNMOBbIX YNAKOBOK B TPAHCMOPTHOW 10

‘ Iscy Xyucnnn Mennkad Texnonomkn Ko, Jisa. (hangsu Hongxin Medical Technology Co., Lid)
Boctousas cropona aopory Lizimnxyz, 3oua sxonoMudeckoro passyria, 223600 [lyan, Kuraticxas
Haponwuan PecryGmixa (East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
People’s Republic of China) Tea.: 0527-8081 1009

YnonoMoueHHB NPEACTABHTEIb IIPOIIBOIMTEN Ha TeppuTophi PO: OGuiectBo © orpatinaenHoi
orpercrBernocTRIO “JIK [PYTIIT" (OO0 «JIK I'PYTIIx). 107392, ropon Mocksa, ya.[lpoctophas, .10,
K.1,x8.109, Ten.: +7 (495) 505-74-10

XXXXXXX MACCA HETTO K" XO0XXX yAOCTOBepeHWe
XXXXXXX | PASMEP YNAKOBKMW AXWXB X000 | N XXXXXXX o7 XX.XX.XXXX
Prcynox 16, MakeT MApKipOBKH TPARHCTIOPTROH YNakoBky BapHaHTos ucnoaxesns LI xaterep Henarona'

- ! 11 STERILE| EO]

KATETEPbI YPONIOrMYECKUE B BAPUAHTAX UCNONHEHWUA
KATETEP ®ONES ABYXX0A0BOU XXCM PA3MEP CH/FR XX
KOJIMYECTBO rPYNNOBbLIX YNAKOBOK B TPAHCIOPTHOU 10
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‘ 1lwascy Xyncrne Memkan Texnonomsn Ko., Jita. (Jiangsu Hongxin Medical Technology Co., Lid)
Boctounan cropoiia aoporn Lizumbxya, 10Ha WOHOMHYECKOTO pasBHTHA, 223600 Iliyan, Kutaiickan
Haponnas Pecny6nuka (East side of Jinhua Road, Economic Development Zone, 223600 Shuyang,
People's Republic of China) Ten.: 0527-8081 1009
YnonuoMoueHHH NPECTABUTCADL IPOHIBOIMTENS HA TeppHTopHn PO: Obmectso ¢ orpanmieHHoN
oteercreennocTsi0 "JIK IPYTIT" (000 JIK IPVIIII), 107392, ropon Mocksa, yn.Ilpocropras, 1110,
k.1, k8.109, Ten.: +7 (495) 505-74-10

LOT | XXXXXXX MACCA BPYTTO KI X00XXX PerncTpaumMomHHoe
XOXXXX MACCA HETTO KI XXXXX YAOCTOBEpEHUE
XXXXXXX | PAMEP YNAKOBKW AXIIXB X000 | Nt XXXXXXX o1 XX XX.XXXX
Pucynox 17. MakeT MapkupoBKY TPAHCHOPTHOM YNAKoBKH BAPHAHTOR Hcnonkenns IILIV: xaterep ®ones !

'Npameuanne: Bmecto «XXXXX» Ha HTOroBoii Mapxuposxe SyneT HAHECEHA COOTBETCTRYIOMAN HHGOPMALIMA, NOCIE NPOXOKICHAK
rOCyJapCTSeHHOit perucTpaLMH 1 NOJIYUYEHHS PETHCTPAUHOHHOIO YAOCTOBEPEHHR HA MEZHLMHCKOTO HIACINS.
Hmoeosbiit eapuanm Ou3aing MapKuUpoeKU AOXcem Goime UIMEHEH NO YCMOMPERUI0 NPOU3B00UMENS
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22.5 PacunpoBKa MAPKHPOBOTHMX CHMBOJIOB, HCIOIL3YEMBIX HR ITHKETKE MEAHIHHCKOTO
u3aAeaHn
Cumsoa OGo3zuavenne cHMBOAR

‘ HiroToBHTENL

Jara n3roTonneHnn

Hcnons3osats 10

B

LOT Kox napruu

Cmpunusanna OKCHIOOM ITHIICHA

{)
14
L

He Hcnonn308aTs pH NOBPEKACHHM YNAKOBKH

@

L]
.Q
-
-

Bepeus ot maara

Xpynkoe, o6pamaThCa OCTOPOXKHO

Bepx

3anper Ha NOBTOPHOE NPUMEHEHHE

He crepunn30BaTs NOBTOPHO

O0paTHTECh K HHCTPYKLIMH NO NPHMEHEHHIO

Octopoxuo!

Copepxut ¢ranars: A2I'®

ComepxHT HATYPaNbHBIA KaydyKOBBIH JATEKC

D> PR
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=
‘ & OtxpuiBaTh 306CH
O

Pasmep CH/FR | Buewmmnuii anamerp uanenma

23.I'apanTniinbie o6a3aTeancTBa
Tlpu wmcnone3oBaHAyd NO HA3HAYEHMI0 M coOmoacHHM TpeOGOBaHWil MO TPAHCMOPTHPOBKE,
IKCIIYaTALMHE W XPRHEHHIO NPOM3BOOUTENb FAPAHTHUPYET KauecTBO H COOTBETCTBHE XAPAKTEPHCTHK
MEZHLHHCKOTO HU3AE/HA B TEUEHHE YCTAHOBICHHOTO CPOKA TOAHOCTH (CTEPHABHOCTH).

24.Ilopaaok B yc10BHSA YTHIHAMHHE HIN YHHYTOKEHNA
MeanuuKckoe nagente AOMKHO OBTH YTHAM3HDOBAHO B cOOTBeTCTBHH ¢ HOpMmamu Canlluu
2.1.3684-21 kax orxoasl knacca B (3nMaeMHOI0rHUYeCKH ONACHBIE OTXOARI, MATEPHANLLHHCTPYMEHTHI,
3arpA3SHEHHAIC KPOBBIO H (MIH) APYTUMH GHONOTHYSCKHMH KHAKOCTAMH).
YIuausaupa He HCNONB3OBAHHOTO MEAHIHWHCKOrO H3JA€MHA C HCTEKWHM CPOKOM TOAHOCTH
npou3BoaMTCa B cooTBerctBHM ¢ Hopmamu Canllua 2.1.3684-21 xak orxoas! knacca A
(anuaemMHoNnornueckn GesonacHbie OTXOAK, MO cocTaBy npubamkennue k TKO).

25.TpeGoBaHus N0 OXpaHe OKPYXaWIIEeH cpexbl
MemHuMHCKOe H3ZENHE He OKAIBIBACT BPEAHOS BO3ACHCTAHE HAa OKPYMAIOWYI) Cpeay npH
UCNIONB30BAHKY N0 HASHAYECHHIO.

26.IlepeueHp MEXKIYHAPOAHBIX H HANHOHAJLHLIX HOPMATHBHBIX AOKYMEHTOB,
KOTOPHLIM COOTBETCTBYET METHUHACKOE HINEIHe

MNen/n | OGo3ravenne craHaapra HaumenoBanue cTanaapra

1. | Aupextusa 93/42/EEC Meanuusckoe obopyaosaune

2. | ENISO 13485 2012/AC:2012 Hanenus memuupuckne. CHCTEME MEHEKMEHTA
xauectsa. TpeGopanna Ana ueneil peryaposanus,

3. | MEDDEYV 2.12/2 rev.2:2012 TTocaenpoaaxkHbie KIHHHYECKHE NCCICAOBAHHA

4. | MEDDEYV 2.7.1/2 rev.3:2009 Knunmueckas OLIEHKA: PYKOBOACTBO ans
ApOM3BOANTENEH H YIIOMIHOMOUEHBIX OPraHOB

5. | EN 980:2008 Mennuunckne npuboper. ['paduaeckne cHMBOMH,
HCNOMb3yeMble HPH MAPKHPOBKE MEAMHMHCKHX
YCTPORHCTB,

6. | ENISO 14971:2012 Hinerms memumackne. ITpuMeneHMe MEHEAKMEHTA
PHCKA K MEAHUHHCKHM H3ACIHAM,

7. | EN 1041:2008 Hsnenns MEeIULHHCKHE. Hudopmauus,
NOArOTABINBACMAnA H3TOTOBHTENEM,
COMPOBOXKIAIOMAS MEFHLIMHCKIE IPHOOPSL.

8. | TOCT P HCO 15223-1:2020 Usnenna MeamumHckue. CHMBOAB, NpHMEHAEMBbIE
OPH MapKHPOBAHMH HA MEAMIMHCKHX W3ASTHAX,
ITHKETKAX H B CONPOBOSHTENLHON ITOKYMEHTALMHHY.
Yacre 1. Obumme TpeGopatns.
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EN ISO 11135-1:2014

Crepumizaunn MEIHLHHCKOT NPOIYKUHH.
Orunenokcua. Yactel. TpeGopanna x paspabotke,
BAIHAALUUN M TeKYLIeMY YNPaBJEHHIO NPOLECCOM
CTEPHIH3ALMN MEAMLIMHCKHX H3JENNIA.

10.

EN ISO 11737-1:2006/AC:2009

Crepunuzaums MEAMUMHCKHX H3CNHIA.
Muxkpobuonoruueckne meroam. Yacts 1. Ouenxa
NONYJIAUHH MHKPOOPraHH3MOB Ha NPOIYKUHH

11.

EN ISO 11737-2:2009

Crepmimsauus  MEOHUHHCKHX W3eaHi -
Muxpobuonornvueckue Meroant - Yacm 2:
HcnuiTanHs Ha CTEPHALHOCTL, NMPOBOAWMBIE TNPH
BAHAALIUH IIPOLECCE CTEPHINIALMH,

12.

EN ISO 14698-1:2003

YneTee NOMEMEeHHs H  CBA3AHHBIE C  HHMH

KOHTpONHpyeMbie cpeaet. Konrpoms
Ouoszarpastenuii. Yacte 1. O6umuie npuHUMON H

METOARNI,

13.

EN ISO 14698-2:2003

Yucrsie noOMElEeHHs H  CBASAHHHME C HHMH
KORTPOJIHpyeMbie cpeabl. KouTponnpoBanue ypoBHA
Guonornyeckoro sarpasuenna. Yacrs 2. Ouennsanne
H HHTEPNpETauMs [ABHHEIX O OHOMOTHYECKOM
3ArpAZHeHnn

14

EN ISO 11607-1:2009

Ynaxkopka ana MeAHUHHCKHX H3AeMHi, NOATEXAmHX
¢puanmHol crepunusauny - HYacre 1: TpeGosanus k
MaTepuanam, GapbepHBIM CHCTEMAM ana
CTEPHIHAALMA H YNAKOBOYHBIM CHCTEMAM.

15.

EN ISO 11607-2:2006

YnaxkoBka AnA MEAMIMHCKAX H3aENHH, noanexamux
Qunmmnoii crepmuzanmn. Yacts 2. TpeGomarus x
OleHKe ApoueccoB GOPMHUPOBAHNA, TEPMETHIALUHH H
cOOpKH.,

16.

EN ISO 10993-1:2009

Onerxa 6GHOAOTHUECKOND AEHCTBMA MEAHUHMHCKHX
uznenwii. Yacts ). OueHka ¥ wHccrenosanus B
OpoLECcce MEHEDKMEHTa PHCKA.

17.

EN ISO 10993-5:2009

Ouenxka OHONOrHYECKOro ACHCTBHA MEAMIMHCKMX
H3aenHit, Yacts S: HccnenoBanvis Ha
WHTOTOKCHYHOCTD. METOOM N Vitro,

EN ISO 10993-7:2008/ Ilonp.
AC:2009

H3zemua meauumucxue. Ouerka Ouonormaeckoro
ReficTBMs  MeawuuHCckux m3aenmit. Yacts 7.
OcTtatouHoe coaepkaHHE ITHICHOKCHAR foCHe
CTEPHIN3ALIHA.

19.

EN ISO 10993-10:2010

Ouenka Ononorwdeckoro AeHCTBMA MEAMUHHCKHX
winenuit. Yacte 10. [lpobu Ha pazapakeHne w
ALTEPruvecKyio PeakiHio KOXKH

20.

EN ISO 10993-11:2009

Ouenka OHONOrHYECKOrO JeiCTBMA MEIMIHHCKHX
H3AeIuit, Yacts 11. Hcecenenoranns
ofLeToKCKUECKOro ACHCTBHA,
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21.

EN ISO 10993-12:2021

Onenxa GuosorHueckoro AEHCTBHA MEAMUHHCKHX
wanemuii - Yacrs 12: Tlpurorosnenue npod u
cTaHzaprabie 00pasim

22.

ENISO 11138-1:2017

Crepunnzauus MEIQHUHHCKHX wiaenuit.
buonorugeckne Huauxatopw. Yacrs 1: OGuwwue

TpeboBaHHA

23.

EN iSO 11138-2:2017

Crepunnsaung MEIULHHCKHX M3aeTHiA.
buonoruueckue MBAHKATOPHI. Yacts 2;
Buonormyeckne HHAMKATOPW ANS CTEPHIM3ALHH
OKCHJIOM ITHJIEHA.

24.

EN 556-1:2001/AC:2006

Crepwmisauma meauuHHCKEX H3nean# - TpeGopanua
K MEANUHHCKHM H3AETNAM KaTeTOpHHK
"CTEPUJIbHBIE" - Yacte 1: TpeGopauma x
MEIMIOHHCKEM H3ACTHAM, NMOAICKAINM QHRHILHOM
CTEPUIH3ALHE

25.

EN 1616:1997/A1:1999

Karerepui cCTepMABHMBIE [NA MOYEBOTO My3HIpa
OZTHOPA30BOTO MPHMEHEHUS,

26.

EN ISO 80369-7:2021

Coeanunrenn ¢ HeSOIBIWHM BHYTPEHHHM AHAMETPOM
ANK KuAKocTelt M rasos, NPUMEHACMEIC B MEAULIUHE.
Yacte 7. CoeamHnTenH BHYTPUCOCYAHCTOIO M
NOAXOXKHOr0 IPUMEHEHHS,

27.

EN ISO 14155-1:2009

PyxkoBOoacTBO N0  mNpOBEACHHI0  KNHHUYECKHX
HCTIBITaHHI MeaMumHcKuX H3gemuit. Yacts 1. O6mme

TpeboBaHus.

28,

EN ISO 14155-2:2009

Pykopoacteo noO  MpOBEACHHI0  KAHHHYECKHX
HCNUTaBWH MeaHumHCKMX m3aenni, Yacte 2.
InanupoBaHHe KITHHUYECKNX MCNBITAHMN

29,

1SO 14644-1:1999

YucTeie nNOMEMEHHA M CBA3AHHBIE ¢ HHMH
KOWTpoaHpyeMbie cpenst. Yacte 1. Knaccudukauus
YHCTOTH BO3AYXA MO KOHUECHTPALMH YACTHIL.

30.

ISO 14644-2:2000

Uuctie noMemeHHs ¢  CBA3AHHBIE ¢ HHMMM
KOHTpONMpyemuie cpeawl. Yacts 2. TpeGosauus x
TEKYLieMY  KORTPONX  (MOHMTODHHIY) AN
NOATBEPKACHHS KNACCA YHCTOTH MO KOHUEHTPALHH
YacTHL.

31.

EN 62366:2008

Hanemns MEINHUMHCKHE. IIpoexTuposanue
MeANUKHCKHX H3Aeanif ¢ YJeTOM JKCIUTYaTALHORHOM
TIPHTOZHOCTH.

32.

EN 20594-1: 1994

HaxoneuHuky koHNYeckHe ¢ KORYCHOCTBIO 6 % (THna
Jhio3pa) Ans WIOPHUEB, HIT ¥ APYTOTO MEAULMHCKONO
obopyaoranua. Yacts 1. O6mmue TpeSosanns

33.

EN 20594-2: 1994

Hakxoneunnki koHH4eCKkHe ¢ KOHyCHOCTRIO 6 % (THna
Jhio3pa) ana INpHLEB, KT ¥ ZPYTOTO MEAMUHHCKOrO
obopyaosanng. Yacrs 2. 3amxosas dypunTtypa
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34. | EN 1618:1997

Katerepn, kpome BHYTPHCOCYAHCTHIX. Meroam
ucnuTanwuii o6wmx ceoicTE

35. | ENISO 20696:2018

Crepunbheie  ypeTpansHble  KareTepw A
OAHOpPa3oBOro Henoab3obawnd. O6ume TpebGopanus

36. | Canllum 2.1.3684-21]

Canutapno-2nnaemuonoruueckue  Tpeosanmus
CONEPRAHMIO TEPPUTOPHH TOPOACKHX H CENbCKUX
noceneHni, K BOAHBIM 00BEXTaM, NUTLEBOI BOAC M
NATHEBOMY  BopocHabaxkenuto,  armocdepHoMy
BO3AYXY,  MOYBAM,  XKHIBM  NOMEIICHUAM,
IKCIVTYATALHH NPOHIBOACTBEHHEIX, OOLIECTBEHHRBIX
MOMEIlEHN, OPraHW3auHW MW NPOBEACHHIO
CaHKTapHO-NPOTHBONHACMHYECKHX

(npodunaxTuyeckHx) MeponpusTiii.

27.Pexnamanun

[To scem Bonpocam, CBA3AHHHIM C MEJMLMHCKHM H3AENHEM, B MOkeTe ofpamarscs X
VYnoaHoMOueHHOMY NPEICTABKTENIO NPOH3IBOANTENS Ha TeppuTopun Pd:

Hanmenosanne | O6wecTso ¢ orpannuenHoit oreercreennoctsio "JIK I'PYIII"
(000 JIK TPYIII»)
Aaxpec 107392, rOPOJA MOCKBA, YJ1. TIPOCTOPHAA, &. 10, K. 1, KB. 109
Ten. +7 (495) 505-74-10
e-mail 849550574 10@mail.ru
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[ITepeaod c auzautickoz0 u kumaiicko20 R3LIKO8 HA PYCCKUH ATBIK]

CEPTHOHUKAT

CCPIT
(KaTaitckuit koMuTeT cofelicTBES PA3BHTHIO MeXAYHApORHOH Topropin)

Kuraiickuit xomuTeT cOAeHCTBUA Pa3sBHTHIO MEXIYHAPOAHON TOProBnx
[Nanara Mexxaysapoanoii Topromns Kuras
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[Ha 6ranxe Kumaiickozo xomumema cooeiicmeus paseumuio Mexcoynapoorot mopzoeiu)
02026482

Kuraifcknii xoMATET COACHCTBHE PAIBATHIO MEKNYHAPOAROH TOProBIH
IIanaTa MexayHapoaRoif Topropan Knras

CEPTHOHKAT

[OR-x00]
Nt 233200B0/009632

HACTOSALINUM YAOCTOBEPSETCA, YTO: noamuck Ller Ysna u3z xomnanun «L[3AHCY
XYHCHUHHb MEIUKAJN TEXHOJIO/DKH KO., JITA.» (JIANGSU HONGXIN MEDICAL
TECHNOLOGY CO., LTD), a Takke mneuarh yKa3aHHOX KOMNAHMA HA TNPHIAraeMoM
JAOKYMEHTE aB1moTcs NOIHHHEIMH.

Kuraitcknit koMHTeT cofelicTBHSE PA3BHTHIO MeXAYHapoaHo#l TOprohan
[[Tevamu:

Knvralicknii koMUTeT COAEHCTBAA Pa3sBHTHIO MEXAYHAPDOAHOH TOProBiu
Cepruduxauus CCPIT (16)]

TNMoanuck ynonMHOMOYEHHOr0 MNa: /noonucs/

11321 Jioan

Hara: 14 vos6pa 2023 r,

[Pervednan nevame Kumaiickozo xomumema coOelicmeus paseumuio MexcoyHapooHot
mopezoeanu, cepmucpuxayus CCPIT (16)]

BeG-caltr ana sepudmnxaumy ceprudrxara: http://www.rzccpit.com/validate.html

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Tenepanvuwii dupexmop. /nodnucs/ Llen Yrno
[ITevamo vomnanuu « Lzancy Xyncunwo Meduxan TexnonoOxcu Ko., JTmo. »)

[danee cnedyem mexcm ooxymenma «Hucmpyxyus no npumenenuio Ha MeOuyuxcxoe uzdenue:
»Kamemepet yponozuvecxue ¢ sapuanmax UCnoAHeRuR '», NPEOCMABGRIEHHOZ0 HA AHZAUTUCKOM U
pyccxom Azuikax. )
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MepeBog, AaHHOTO TeKCTa CAenaH MHON, NepeoaYMKoM KiHax BaneH TVHOIA MeTpoBHOIA.

noAarnncob

Poccuiickaa ®egepayus

Mopop MockBa

[BajuaTb BTOPOro fekabpsa aBe ThicAuM ABafjuaTb TPeTbero roga

A, KBuTko defop AnekcaHposuy, HoTapuyc ropofa MockBbl, CBULETEeNbCTBY NOLANHHOCTb MOAMNUCK
nepesogymka KnHax BaneHTuHbl e TPOBHLI.

Mopnuce caenaHa B MOEM MPUCYTCTBUN.

JZInyHOCTb NnoAnucasLllero JOKYMEHT YyCTaHOBNEHA.

3aperncTpupoBaHo BpeecTpe: Nq62/137-4/77-2023* - 3<2.Si/
YnnayeHo 3a COBeplUeHNe HOTapuansHoro geiicTaua: 400 py6. 00 kon.

MnoAnuch

d.A. KBUTKO

Mep6oBas neyaThsb
HOTapuyca r.MoCHBbI
KenTKO P JI

Bcero npowHypoBaHo, YMepOoBaHO
N CKpenneHo nevyaThblo nucT(a)(os)

HoTapuyc

MoAMUCH

Poccuiickas defepauus
opog Mocksa

[BajLaTe BTOPOro Aekabpsa Ase ThiCAYM [BajLaTb TPETHErO roja
A, KsuTko degop AnekcaHapoBuy, HoTapuyc ropoda MocKBbl,
CBWETENbCTBYH BEPHOCTbL KOMUM C NPeACTaB/eHHOr0” He JOKYMEHTa,

ArucTpupoBaHo B peecTpe: Ne 62/137-H/77-2023-

3a COBepLUEeHWe HoTapuanbHoro feicTeus: PTCAMy6. 00 kon

QA Keuko

1n<1*¥
a<

"Bce NPOHYMEPOBaHO, CKPeneHo
' e A NeyerbKMNYMY ancT(a) (oB)

)yTapuyc -mUc
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