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1. Identification of medical device

LL Name ofthe medical device

DS MED Intradermal Cannula in the set with needles for puncture, in kits (also
hereinafter referred to for convenience "cannula (s) DSMED" and / or " DSMED
cannula (s)"and/ or “cannula (s)" and / or "the device(s)").

i.2. Productclassification and risk class
Risk Class lla in accordance with Council Directive 93/42/EEC+2007/47/EC

Annex DC- Classification Criteria

Chapter 11 - Classification

Section 2 - Invasive Devices

Sub-section 2.2. - Rule 6.

Al surgically invasive devices intended for transient use are in Class lla unless they are:

— intended specifically to control, diagnose, monitor or correct a defect of the heart or
of the central circulatory system through direct contact with these parts of the body, in

which case they are in Class I,
— reusable surgical instruments, in which case they are in Class |,

— intended specifically for use in direct contact with the central nervous system, in

which case they are in Class I,

— intended to supply energy in the form of ionising radiation in which case they are in
Class llb,

— intended to have a biological effect or to be wholly or mainly absorbed in which case

they are in Class lib,
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DS MED Intradermal cannula in the set with needles in kits
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— intended to administer medicines by means of a delivery system, if this is done ina

manner that is potentially hazardous taking account of the mode of application, in which
case they are in Class llb.

L3. Information about Developer

Developer:
FEEL TECH CO., LTD.

3,4 Floor, Standard Factory 2-dong, 15, Jayumuyeok 2-gil, Gunsan-si, Jeollabuk-do,
Korea / 3,4 floor Standard Factory 2-dong, 15, Dzhayumuyok 2-gil, Gunsan- si
Dzheollabuk-do, Korea

7.4. Information aboutManufacturer

Feel Tech Co., Ltd. was established on June 15 in 1991. On January 29 in 1999, we were
acquired certification of 1IS09001:2008, 1S013485:2003

1.4.1. Homepage: www.feeltech.co.kr

1.4.2. Manufacturer : Feel Tech Co., Ltd >

1.4.13. Manufacturer address: 3,4 Floor, Standard Factory 2-dong, 15,
Jayumuyeok2-gil, Gunsan-si, Jeollabuk-do, Korea

1.4.4. Production place: 3,4 Floor, Standard Factory 2-dong, 15, Jayumuyeok2-gil,
Gunsan-si, Jeollabuk-do, Korea

1.4.5. Storage place: 3,4 Floor, Standard Factory 2-dong, 15, Jayumuyeok2-gil, Gunsan-
si, Jeollabuk-do, Korea

1.4.6. Manufacturer representative : Geun Sik, Kim

1.4.7. Phone TEL : +82-63-468-6626-8  FAX : +82-63-468-6623
1.4.8. Contact person : Cheol Ho, Choi

1.4.9. E-mail: mfo@feeltech.co.kr
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, DS MED IntMermal cannula in the set with needles for

7.5. Embodiments o fmedical device

DS MED Intradermal Cannula in in the set with needles for puncture, in kits:

NoNo Kit Content
1.1. Cannula 22G, length 70 mm (0,70 x 70 mm)
12. Needle 21G, length of 1" (0,80 x 25,4 mm)
2.1, Cannula 22G, 50 mm length (0,70 x 50 mm)
2.2. Needle 21G, length of 1" (0,80 x 25,4mm)
3.1. Cannula 25 G, 70 mm length (0,50 x 70 mm)
3.2. Needle 23G, length 1" (0,60 x 25,4 mm)
4.1. Cannula 25 G, 50 mm length (0,50 x 50 mm)
4.2. Needle 23G, length of 1" (0,60 x 25,4 mm)
5.1. Cannula 25 G, 40 mm length (0,50 x 40 mm)
5.2. Needle 23G, length 1" (0,60 x 25,4 mm)
6.1. Cannula 27G, 50 mm length (0,40 x 50m 1A p i
6.2. Needle 26G, length 1/2" (0,45 x 12,7 mm)
7.1. Cannula 27G, 40 mm length (0,40 x 40 mm)
7.2. Needle 26G, length 1/2" (0,45 x 12,7 mm)
8.1. Cannula 27G, length 25,4 mm (0,40 x 25,4 mm)
8.2. Needle 26G, length 1/2" (0,45x12,7 mm)
9.1. Cannula 30G, length 25,4 mm (0,30 x 25,4 mm)
9.2. Needle 27G, length 1/2" (0,40 x 12,7 mm)

1 FTMN 22-70-21

2 FTMN 22-50-21

3 FTMN 25-70-23

4 FTMN 25-50-23

5 FTMN 25-40-23

6 FTMN 27-50-26

7 FTMN 2770-26

8 FTMN 27-25-26

9 FTMN 30-25-27

2. Appointment of medical device
The product is intended for administration to a dermal filler or subcutaneous layers to
impart additional volume of tissue in cosmetic or reconstructive purposes.
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DS MED Intradermal cannula in the set with needles forptmctoe inkits

2.7, Principles o fOperation

Injecting the medicine with and/or without syringes. This device can be inserted
into the soft tissue with a little injury of tissue. The device is inserted into vascular or
coelom in general-purpose. And this is composed of cannula, hub, protect cap and is
connected to connector or tube. The end of cannula is closed and has a hole on the side
of cannula which has the function to inject or suck the body fluid or liquid medicine

2.2. Application area
Aesthetic Medicine, cosmetology.

2.5. Potential users

The product is intended for professional use by healthcare professionals.

3. Use of medical device and precautions
i QJil
5.7. Mode o fapplication
Selection of administration techniques (linear, fan-shaped, and die like), filler, as

well as instruments for its administration in accordance with the specific indication.

Selecting the length and outer diameter (G) of the cannula is dependent on the
anatomical parameters of the patient and the filler used.

Before using the product, check the packaging for damage and make sure the
expiration date has not expired.

The injection site to be treated by the usual method antiseptic (recommended to
use 70% alcohol solution) and, if necessary, a means for analgesia.

Analyze the face, skin, muscle, if necessary, to make the marking areas with a
pencil (to determine the location and amount of filler administration). Determine the

injection point depending on the required correction zones.

Before the introduction of the filler via a cannula pre-made pointed puncture

needle supplied in the package with the cannula.
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DS MED Intradcnnal cannula in the set with needles for puncture, in kits
F
The rounded tip of the cannula, previously fixed on the syringe cone with fillers,

accurately placed in a puncture made by the needle with simultaneous stretching of the
skin. Then smooth translational motion correction is carried out to place the cannula and
the filler is introduced in a retrograde fashion.

After use the needle and cannula must be discarded into the container for medical
waste in compliance with safety measures: to not touch the needle and is not suitable to
put on the cap a used needle.

Selection Table DSMED cannula in accordance with the field of application:

. . Field of application (recommended
dimensions _ ) surfactants subcutaneously
for delicate zones correction) *
- lips and paraoral zone;
- purse string wrinkles;
- paroorbital zone;
30G _ shallow subcutaneous
- glabella region;
- bridge;

- forehead
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I Intradermal canmtla inthe  with needles forpuncture, in kits
PP

- wrinkles puppets;
- lacrimal groove;
- forehead,

- back of hands

- glabella region,

27G _ (subcutaneous fat) in a supra-
- wrinkles, "crow's feet"

The surface layer VLS

periosteal way.
- the area around the eyes,

- purse string wrinkles

- nasolabial folds,

- lips

- frown wrinkles;

- nasolabial folds;

- the neck and chest;

- comers of the mouth.

- lacrimal groove, The surface layer VLS
25G - NOSe, (subcutaneous fat) in a supra-

- the middle third of the face, cheeks, periosteal way.

cheekbones, nososkulovaya furrow

- facial contour,

- lips

- the chin

cheeks / cheek / chin;
The VLS (subcutaneous fat),

22G nasolabial and glabellar wrinkles; _
nanadkostnichno.

- Nose

*Note:
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Tne diatrietéf and length of thé cannula and neédié are selected in accordance with the

recommendations set forth in the documentation on the gels and the solutions to be
injected or physician preferences.

3,2, Application conditions

Temperature + 5°C- +25°C,;
Relative hmnidity (less than 70) = 2%;

Atmospheric pressure is 755 £ 20 mm Hg, Art.

3,3, Indications

- the introduction of fillers into the skin and subcutaneous layers.

3,4, Contraindications

Contraindications to the use of products include fillers contraindications for
administration as a whole, namely:

3,4,2, General contraindications
allergic reactions or intolerance of individual components of the product or

products;
autoimmune disease or systemic connective tissue disorders;
mental disorders;
infectious diseases;
severe somatic diseases;,
any exacerbation of chronic diseases;
Pregnancy and lactation;
anaphylactic shock cases or "rejection” foreign body in the history;
Hemophilia, anticoagulation and antiplatelet agents;
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bleeding disorder;

recurrent sore throats and fevers.

3*4.2, Local contraindications

inflammation, violation of the integrity of the skin and the presence of
nerezorbiruemogo implant in the area where you plan to do a puncture;

presence in areas of prospective injections of other spies, biodegradable materials
based on polylactic acid, collagen, hydroxyapatite or calcium;

malignancies in the proposed injection zone;

recently conducted procedure chemical peeling, laser or mechanical grinding;

tendency to keloid and hypertrophic scars;

viral, fungal diseases of the skin. v

3.5. Side effects
Pain.
Hematoma.
Local edema.
Erythema.
Seal.
Telangiectasia.

Infectious complications.

3.6. Safety requirements

Prior to use, make sure that the product is sterile (individual sterile packaging is
not damaged).

Before operating the read instructions for use.
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Do not use products that have expired. A

The product is for single use, do not use the product again, not to re-sterilization.
Any use of the product other than its intended use is prohibited.

It can only be used by trained and qualified medical personnel.

4. Description of medical device

4.L Overview

DS MED Intradennal Cannula in in the set with needles for puncture, in Kits
produced by "Feel Tech Co., Ltd.," Korea are thin flexible hollow tubes made of
stainless steel with a rounded end at the distal end which is the side opening and at the
proximal end - a coimector for connection to device with fillers.

A feature of the cannula DSMED is the minimum distance from the tip opening,
which reduces the flow of the filler by reducing its volume in the distal portion of the
cannula (with the use of conventional cannulae drug consumption increases by 10-15%).

Furthermore, DSMED cannula possess sufficient flexibility and elasticity for their
passage through the tissue and return to their original shape as retrograde excretion

outwardly.

Labels applied via anodic oxidation at regular intervals on the tube ofthe cannula,
can control depth of its administration, and on the coimector cannula point indicates the
location of the outlet cannula. Silicone coating cannula tube greatly facilitates the

introduction of the process and increases the flexibility of the cannula.
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Due to the fact ™ t the rounded end of the cannula prevehte disrupt die integrity
ofthe skin, for skin puncture used disposable sterile needle (the needle for puncture the

primary), supplied with the cannula.
Cannulae and needles for puncture with safety caps to protect against external

influences.

¥.2. Parts and components

Cannula;

1 - connector
2 - the cannula tube

3 - protective cap

Needle for primary puncture:
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1-needletube 2 -connector 3 - protective cap

4»3, Materials in contact with the human body
Name Material
Sm m .
Stainless steel: (STS 304L)
Manufacturer: GOKA CO, LTD TESHIMA KOREA CO,
LT)..

Polypropylene: HI-PRENE H551 (CAS Ne 9003-07-0),
Manufacturer: LG-Caltex Oil Corporation, KOREA

1 Cannula
Polyethylene GRADE: XJ700 (CAS Ne: 9002-88-4),
manufacturer LG-Caltex Oil Corporation, KOREA

Epoxy resin: (CAS Ne: 25068-38-60),
Manufacturer: SEGO ENGINEERING COMPANY, Korea

Silicone: poiydimethylsiloxane (PDMS) (SA-IA),
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Dyes:

1. Black {Raw materials(quantity): PANAX YELLOW
3069 0.75g, CAS NO0:71832-85-4 / PANAX BLUE B 0.2g,
CAS No: 147-14-8 / Carbon Black Ig, CAS No: 1333-86"}
Mixing rate (Color+PP) in Total quantity 100%:

0.075% + 0.002% + 0.1% + 99.823%

Manufacturer: LG-Caltex Oil Corporation, Korea

2. Orange (Raw materials(quantity): PIGMENT YELLOW
180 2g, CAS No: 77804-81-0/ PANAX RED 2R 2g, CAS No:
7023-61-2}

Mixing rate (Color+PP) in Total quantity 100%;
0.2%+0.2%+99.6%

Manufacturer: LG-Caltex Oil Coiporation, Korea

3. Medium-Grey .{Raw materials(quantity):

PANAX BLUE B 3.8g, CAS No: 147-14-8 / PANAX
YELLOW 3069 0.5g, CAS No: 71832-85-4}

Mixing rate (Color+PP) in Total quantity 100%:
0.38%+0.05%+99.57%

Manufacturer: LG-Caltex Oil Corporation, Korea

4. Yellow {Raw materials(quantity): PIGMENT YELLOW
180 1.25g, CAS No: 77804-81-0}

Mixing rate (Color+PP) in Total quantity 100%:
0.125%+99.875%

Manufacturer: LG-Caltex Oil Corporation, Korea
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Manufacturer: GOKA CO, LTD TESHIMA KOREA CO,
LT)..

Polypropylene: HI-PRENE H551 (CAS Nz 9003-07-0),
Manufacturer: LG-Caltex Oil Corporation, KOREA

Polyethylene GRADE: XJ700 (CAS Ne: 9002-88-4),
manufacturer LG-Caltex Oil Corporation, KOREA

Epoxy resin: (CAS Ne: 25068-38-60),
Manufacturer: SEGO ENGINEERING COMPANY. Korea

Needle for f

2 primary  Silicone: polydimethylsiloxane (PDMS) (|SA-li*v

puncture  Manufacturer: SEGO ENGINEERING COMPANY, Korea
Dyes:
1. Deep-Green {Raw materials(quantity): PANAX GREEN
4059 3.59, CAS No: 1328-53-6 / PIGMENT YELLOW 180
0.3g, CAS No:77804-81-0}
Mixing rate (Color+PP) in Total quantity 100%:
0.35%+0.08%+99.57%
Manufacturer: LG-Caltex Oil Corporation, Korea
2. Deep-Blue (Raw materials(quantity): PANAX BLUE B
4g, CAS No: 147-14-8}
Mixing rate (Color+PP) in Total quantity 100%:
0.4%+99.6%
Manufacturer: LG-Caltex Oil Corporation, Korea
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3 "Brown {Raw materlalsO

180 2g, CAS No: 77804-81-0 / PANAX RED 112 1.5g, CAS
No: 6535-46-2}

Mixing rate (Color+PP) in Total quantity 100%:
0.2%+0.15%+99.65%

Manufacturer: LG-Caltex Oil Corporation, Korea

4. Medium-Grey {Raw materials(quantity):

PANAX BLUE B 3.8g, CAS No: 147-14-8 / PANAX
YELLOW 3069 0.5g, CAS No: 71832-85-4}

Mixing rate (Color+PP) in Total quantity 100%:
0.38%+0.05%+99.57%

Manufacturer: LG-Caltex Oil Corporation, Korea
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Option
Gauge 22G 25G 27G 30G
e
Wall thickness
(RW —regular wall,
TW - thin wall, ™ ™ ™ ™
ETW — extra thin wall,
UTW - ulira thin wall)
]
Hub color Black Orange Medivm-Grey Yellow
ap—
Width of the labelmm | 0.80+0.05 | 0.80+0.05 | 0.80+0.05 | 0.802 0.05
Distance betweenthe | ;’;ﬂ
. . 5+0.
marks, mm - 8 5 it
Distance from the distal Sl R
end to the far double 50+£0,02 | 50+0,02 50 £ 0,02 50 + 0,02
mark, mm
Outer tube diameter
0,698-0,730 | 0,500-0,530 | 0,400-0,420 | 0,298-0,320
(OD), mm
Inner diameter, . .
Min. 0,440 | Min. 0,292 | Min. 0,241 | Min. 0,165
(=0,01) mm
Patency of lumen: the
diameter of stainless .
- 035 0.23 0.19 0.13
steel stylet to pass
through the needle, mm
Nominal tube length, 615725 0(+1.5/-25) | SO(+1.5/-2.5)
% +1.s.'-z. 50 (+1.5/-2.5) 40 (0/-4) 25,4 (+1.5/2.5)
mm *137-23) 0O/4) | 254+15/25)
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) X X X X
(length Xwidth), mm  0,9%0D-1*0D 0,9*CDOD  0,9*OD-*OD 0, 9*0D-*0D

Distance from the

opening to the distal end, 0.80 0.70 0.50 0.40
mm % 0,05
Force to test bond
between hub and needle 40 22 22 22
tube, N

Radius of cannula
_ 0.35 0.25 0.20 0.15
blunting, mm + 10%

When inspected by normal or corrected-to-normatSasion
Cleanliness of outer ~ without magnification under an illuminance of 300 Ix to 700
surface of cannula tube Ix, the surface of the cannula tube shall appeaf ftee from
particles-and extraneous matter. vZij0
When examined under 2,5x magnification, the hub socket

Cleanliness of hub ) _
(fluid path surface) shall appear free from particles and

socket
extraneous matter
When determined with a laboratory pH meter and using a
Limits for acidity or general purpose electrode, the pH value ofa prepared
alkalinity extract shall be within one unit of pH ofthat of the control

fluid.
Cannula extract shall, when corrected for the metals content
o ofthe control fluid, contain not greater than a combined
Limits for extractable o _ )
ol total of 5 mg/1 of lead, tin, zinc and iron. The cadmium
metals
content of the extract shall, when corrected for the cadmium

content of the control fluid, be lower than 0,1 mg/1
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The alignment ofthe same,
ccMinection® uiiis£ 3°
Thé roughness ofthe
Ra less than 0.20 pm
outer surface of the tube

Conical fitting type of
"Luer" / "luer-lock taper 6%

needle hub
Corrosion resistance Must be corrosion resistant
Amount of lubricant should be minimal and not form liquid
Lubricant droplets on the outer surface and the inner needle when

viewed normal or corrected to normal vision
Balance of ethylene Ethylene oxide (EO) and ethylene chlorohydrin (ECH) <25
oxide p. / million. Ethylene glycol <250 p. / million

Needles for puncture:

option
Gauge 21G 23G 26G 27G

Wall thickness (RW -

regular wall, TW -
thin wall, ETW - extra TW TW TW TW
thin wall, UTW - ultra

thin wall)
Hub Color * Deep-Green  Deep-Blue Brown Medium- Grey

The nominal outer
diameter ofthe needle  0,800-0,830 0,600-0,673  0,440-0.470 0,400-0,420

tube, (x 0,01) mm

Inner diameter,

(+0,01) mm Min. 0,547 Min. 0,370  Min. 0.292 Min. 0.241
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Patency ofhiinen: the

diameter of stainless
steel stylet to pass 0.42 0.29 0.23 0.19
through the needle,

mm
Nominal length of the 25,4 25,4 12,7 12,7
needle tube, mm (+1,5/-2,5) (+1,5/-2,5) (+1/-2) (+1/-2)
Angle of the combined
_ 110+10°
secondary slice
Nominal length of
1,89-2,12 1.40-1.58 0.95-1,08 0,77-0,99
secondary bevel, mm
Point length, mm 4,20-4,70 3.10-3.50 2.10-2.40 1.70-2.20
Force to test bond
between hub and 44 34 22
needle tube, N [ “
Stiffness test,

No more than Notmore No more than No more than

maximum deflection,
0.45 than 0.43 051 0.34

mm
When inspected by normal or corrected-to-normal vision
Cleanliness of outer  without magnification under an illuminance of 300 Ix to 700 Ix,
surface of needle tube the surface of the hypodermic needle tube shall appear free
from particles and extraneous matter.
When examined under 2,5x magnification, the hub socket

Cleanliness of hub ) _
et (fluid path surface) shall appear free from particles and
socke
extraneous matter

o o When determined with a laboratory pH meter and using a
Limits for acidity or

. general purpose electrode, the pH value of a prepared extract
alkalinity

shall be within one unit of pH of that of the control fluid.
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1 Needle extract shall, when corrected for file metdlsw B A~ A

o " the control fluid, contain hot greater than a combined total of 5
limits for extractable o ) )
sl mg/1 of lead, tin, zinc and iron. The cadmium content of the
metals
extract shall, when corrected for the cadmium content of the
control fluid, be lower than 0,1 mg/1
It should withstand 20 cycles bends at an angle 0f25 in
opposite directions

(An angle of (25 + 1)° for regular-walled tubing, (20 + 1)° for

Test on resistance to

breakage _ _ _
thin-walled tubing, or (15 £ 1)° for extra-thin-walled and ultra-
thin walled tubing.)
The alignment of the Axis of the tube and the hub must be the same. Maximum
connection, mm allowable deviation fiom the axis ofthe hubis+ 3 ®

The roughness of the
outer surface of the Ra less than 0.20 pm
tube Liio» |
Needle sharpening
Ra less than 0.63 pm
surface roughness
_ When examined under 2,5x magnification the needle point
Needle point _
shall appear sharp and fite from feather edges, burrs and hooks.
Conical fittin e of
9up 6 % Luer conical fitting
needle hub
The lubricant shall not be visible, under normal or corrected
_ vision, as droplets of fluid on the outer or inner surfaces of the
Lubricant : :
needle tube. The quantity of lubricant used should not exceed
0,25 mg/cm2 of the lubricated surface area of the needle tube.
Balance of ethylene  Ethylene oxide (EO) and ethylene chlorohydrin (ECH) <25 p. /
oxide million. Ethylene glycol <250 p. / million

* - the color of the connector corresponds to the manufacturer's specifications.
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S,L FiKki*ing o fmedical device
5.1,1. Packaging design

DS MED Intradermal cannula in the set with needles for puncture, in kits is sealed in
individual sterile packaging (blister). Material and package design enable visual
determination of the color of the needle head, not adversely affecting the contents.

Design and packaging material provides:

a)  preserving sterility during storage in the dry, clean, well-ventilated area;

b)  minimal risk of contamination of the contents on opening the package;

c)  protection of transportation and storage of the contents under normal conditions;

d) inability to reseal the package needle if its integrity has been violated, opening the
package will be obvious.

1st Packaging : Blister Packaging
2nd Packaging : Inner Box
3rd Packaging : Out Box

DS MED Intradermal cannula in the set with needles for puncture, in kits are
multipacked in an inbox in an amoimt of 24 pieces together with instruction for use (1
pc.). Freight Packaging - cartonbox (outbox). Number of inboxes in the cartonbox - 50
pieces.

5.1.2. Packaging material

Packaging materials Material Manufacturer
Individual / unit packaging (blister)

Company Name:
) ) Kyung 11 Industrial Co.
Medical Grade Film Polypropylene 65%, Address : #79-1, Ssangsong-

K-CPP90 Polyethylene 35% Ri, Mado-Mteon, Hwasung-
Gun, Kyungki-Do, Korea
Tel: +82 031-356-0992

Virgin papers, Cellulose
derirerties, Agheous resin
polymer

Medical Grade Paper
K-CP66

Company Name:
Kyung n Industrial Co.
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DSMED

AMkm. ; #79-1. Vwrn®m

Ri, Mack) Mieon, HvasoBg-
o > N GoB, Kyuog”d4)o, Korea

Td:+82 031-3564)992 n

ifir.

User packaging Gnbox)

Brand paperboard Pottery

white board (HI-Q AB Paper, pulp, limestone,
Plus) water

Address : 348,'Cb6angnydag'
ro, Seosu-myeon, Gimsan-si,
Jeollabuk-do, Korea

TEL: +82 063-451-7034

Transport wrapping (cartonbox)
Company Name:
Samyang Packing Company

Address: 43, Gwangworan-gil,
Mark cardboard K2 Paper, cellulose, water Okgu-eup, Gunsan-si.
Jeollabuk-do, Korea

TEL: +82 063-464-5522

5.1.3. Features of packaging

Individual / unit packaging (blister) > N
The width of the adhesive joint, mm 3-7mm I»?
'II_'Ihe force required for opening bondline, 255N R

Size mm = 5mm 140x30mm

Weight, g Not more than 1

User packaging (inbox)

Size mm (LxWxH) 195+5x150+5x55z|

Weight, g Not more than 150

Transport wrapping (cartonbox)

Size (LXWxH) mm 7605 x 400+5 x 30045

5.2. Labelling o fmedical device
5.2.1. Individual / unit packaging (blister)

The name and logo ofthe device
Name of the manufacturer and its address
Country of Origin
Page 24 of 33
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The size ofthe device
The inscription "peel open*
. symbols containing information important for the proper use of medical device.

Deciphering the symbols used in the unit packaging labeling:

date of manufacture

al
ol
@.

I

| batch code |
@ The prohibition on re-use
@ ——

E - Sterilization by ethylene oxide
@ Do not use if packaging is damaged
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i w- sl11
AmSIM pw e to sunlight

Mfef the instructions foruse

Protect from moisture

use up to

Temperature Range

A Caution

FTMN Starting symbols of model letter code

52.2.

User packaging (inbox)

The user packaging contains the following information:

the name and logo of the device

device model,

device size

needle gauge and length (as a sticker)

quantity in package

indication of sterility and method of sterilization;
indication of a single application;

country of origin
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\ auflwrized representative in

yStonge, tnmsparfafmaBcal
device

. date of expiry

. information sticker in Russian

. symbols containing information important for the proper use of medical devices.

Deciphering the symbols used in the user packaging labeling:

I_OI- batch code

B m e d Lt Trademark

U go ofdistributor

date of manufacture

rd manufacturer rn

use up to
C a Refer to the instructions for use

The prohibition on re-use
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Donotuseifpwkagingisdmged

-
LIN . .
,:NI.\ Avoid exposure to sunlight
l Protect from moisture
‘¢
/Ir Temperature Range - | :
Caution

T

5.2.3. Transport wrapping (cartonbox)

The transport wrapping contains the following information:
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the name and logo of the device

device size

quantity in package

indication of sterility and method of sterilization;

indication of a single application;
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ft

» ' CA-mf'i fv, A e ST
nwiraifiirftirer and its addfCMy
. Inibmiation about the conditioixs o fuse, storage, disposal and transportofmedkal
products A

. date of expiry
. number and date of registration certificate
. symbols containing information important for the proper use of medical devices.

Deciphering the symbols used in the transport wrapping labeling:

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



Tfotect from moisture

Temperature Range

A Caution

handle with care

I I side to face upward

Y

a protect from sun! ight

6. Aftermarket Consumer Information

'. ..{linT

6.L Shelflife
Shelf life when stored - 5 years from date of manufacture, provided that all the
storage requirements specified by the manufacturer.

6,2, Terms oftransportation
Temperature; +5 ®C - +25 ° C

Relative Humidity: 70 + 2%;
Atmospheric pressure: 755 = 20 mm Hg
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4-25 *C; relative hmnidity of: 70 +
Avoid e3gxNaute to direct sunligji® h i tcigpeldUMCRand high humidi”,

be protected from damage.

6,4, Maintenance and repairs
DS MED Intradermal cannula in the set with needles for puncturci in Kits is a

disposable medical device, in case of damage it can not be repaired.

6,5, Procedure and conditionsfor disposal

The class of hazardous medical waste in the disposal medical device DSMED
intradermal cannulas in the set with needles for puncture, in kits can be attribute tb die
epidemiologically hazardous waste (infectious- and potentially infectious waste
contaminated with blood and / or body fluids). iS

Disposal should be in accordance with the laws and local regulations, as well as
the protocols of the medical institution.

6.6, Environmental requirements
Medical device during use, transportation and storage, has no negative effects on
humans and the environment.

6.7, Warranty
Warranty valid all the declared shelf life products and extends to articles subject
to the conditions of storage, transportation and use.

The company FEEL TECH CO., LTD., Korea, guarantees that the product has
been produced and packed with due diligence required in the EU Directive 93/42 / EEC
for medical devices. The company FEEL TECH CO, LTD, Korea has the CE mark,
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individu™p”ted and checked carefully. The company

[CX).,LTD, Koreawill replace any product in the event ofa defect, admitted

Ac production and packaging (evidence can be provided), and reports of such

in die cong>any FEEL TECH CO., LTD, Korea or its authorized representative

orstributors. This warranty is in lieu of any other warranty, oral or written, express or
implied, and excludes it.

The user is responsible for determining the suitability of the product for use on
patients. The company FEEL TECH CO., LTD, Korea and its authorized representative
or distributors are not liable for any loss or damage of any nature arising directly or
indirectly from the use of the product.

I this product was defective within the warranty period, your exclusive options
and sole, responsibility of the company FEEL TECH CO., LTD, Korea should be the
correction or replacement of the product DS MED Intradermal cannula in the set with
needles for puncture, in kits. Liability in respect of the product is stopped, if there was
any damage caused by transportation, storage or improper handling user, as well as other
factors beyond the control of the manufacturer.

7. Authorized representative o fthe manufacturer in the Russian Federation
Limited Liability Company "DC MEDICAL"

(000 "DC MEDICAL"); INN/ KPP: 9715354188/771501001
127273, Moscow, Signalny passage. Building 18, room. 109, room 21

Phone: +7 (495) 902-77-T8.
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Registered No. 2022-2525
NOTARIAL CERTIFICA

AHN, JIN WOO

attorney-in-fact of
FEEL TECH CO,, LTD.

PRESIDENT KIMKEUNSIK

appeared before me and admitted
said principal's subscription to

This is hereby attested on this
26th day of Jan. 2022 at this office.

LAW FIRM IDEA & NOTARY OFFICE INC.
Belong to  Seoul Central

District Prosecutor's Office
(Cheongjin-dong, Samsong Bldg.) 701,702,
34, Jong-ro 3-gil, Jongno-gu, Seoul,
Republic of Korea

Signature of the Notary Public

Park Jong Cheil
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No.243.

210mm X 297mm
TOg/nf



/TNepeBof, C aHI/IMIACKOro si3blka Ha PYCCKU A3bIK:/

34, [AXoHr-po, 3-run, [xoHrHo-ry, Ceyn

(UeoHrgXunH-goHr, 3paHme CamcoH) od.701, 702
(MpunoxeHne NAl]

(TenedoH) 756-4401
(bakc) 756-4402

PerucrtpaumoHHsii N 2022 - 2525

HOTAPVWANBHOE YAOCTOBEPEHME
IOPUANYECKOE BIOPO WAEA W HOTAPWA/IbHBIA OOUC WHK.
{YeoHrpxmH-goHr, 3paHne CamcoH) o.701, 702
34, DxoHr-po, 3-run, [koHrHo-ry, Ceyn, Pecnyb6nunka Kopes

/d%onbrpoBaHHasa BbXMMHasA nevarb:/
Dpngmnyeckoe 6wpo Maes M HoTapuasibHbii OPUC MHK.

210Mm. X 297Mm
MNoTHOCTL OGymarun: 70r./KB.m

«f 3aBepsn»
«26» gaHBapa 2022
r-H Kmm KeyH Cuk
FeHepanbHbii aupekTop FEEL TECH CO., LTD.
3,4 srtax, CraHpapg O®akTtopun 2-A0Hr, 15,
Dxawomynok 2-run, [yHcaH-cu, [xeonnabyk-go, Kopesi

MHCTPYKUMA NO MNMPUMEHEHNIO

Ha MeAuUWHCKOe wu3sgenue
KaHionm nHTpagepvasibHble DSmed B KOMNEKTE C urnamm gns npokosna, B Habopax, B Habopax

/ HeunTaemass nognucb C KBajpaTHOW KoOpropaTwuBHOW ne4vaTtbio /

2022
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7. YNONMHOMOUYEHHbI NMpeacTaBUTENb MNPOU3BOAUTENA B PD . e 16
1. NOoeHTHPHKaLXOHHNE [aHHble MeLWLUHCKOro u3genuns

1.1. HawumeHOBaHWe MeAWLWHCKOFo u3fenusa

KaHionn mHTpagepmanbHble DSmed B KOoMnnekte ¢ wurnamm ansa npokona, B Habopax {ganee
No TEeKCTY TakXe MWMeHyemble ANA yano6cTtBa «KaHnm DSmed» un/mnm «kaHwona(u)» un/innn
«unzgenve(a)»).

1.2. Knpaccugmkauyua m3gennsa M ero kKnacca pscka

Knacc pucka Ha cornacHo [AupektuBe CosBeta EC 93/42/EEC + 2007/47/EC TMNpunoxeHue IX
- Kputepun knaccucdukayumn; Fnasa |11 - Knaccucdukauyna Pasgen 2 - WNHBa3UBHbIe
ycTtpolictBa; Moppasgen 2.2. - T[paBuno 6.

Bce xupypruyecksm WHBa3MBHble ycTpoicTBa, NpeAHasHauYeHHble ANA BPEMEHHOTO
MCNOoNb30BaHNA, OTHOCATCA K knhaccy Ha, ecnum OHW He ABNAKTCA:

> npepHasHayeHbl cneuuvanbHO ANSA KOHTPONSA, AUATHOCTUKW, MOHWUTOPUHIa WAW uUcnpaBneHus
fethekta ceppua unM UeHTpPanbHOW CUCTEMbl KpoBooGpalW,eHWsas MOCPEenCTBOM MPAMOro KOHTakTa
C 3TUMW YacTamMu Tena, U B 3TOM C/nyyae OHM OTHOCATCHA K Knaccy |11,

- XMpyprmyeckume WHCTPYMEHTbl MHOTFOKPATHOr0 MCNONb30BaHMA, B 3TOM CJ/iyyae OHMU
oTHocATcA K knaccy |,

- npefHa3HauyeHbl cneyuManbHO ANA UCNONb30BaHWSA B NPAMOM KOHTakTe C UeHTpanbHOW
HepBHOI cucTemMoOiln, W B 3TOM C/ay4yae OHM OTHoOcATcaA K knaccy II1,

- npepHasHayeHbl AN9 nojayn 3Hepruun B (POpMe MOHU3UPYHOLW,Ero M3Ny4yeHUs, U B 3TOM
cnyyae OHW OTHoOcATcHA K knaccy Ilb,

- npepHas3HayeHbl Anda TOro, 4tobbl oKa3blBaTb 6Monornyeckoe BO3felcTBUE wUNU
NOMNHOCTbIO WAM B OCHOBHOM nornowartbcs, MU B 3TOM C/lyyae OHM OTHOcATCcA K knaccy lib,
- npegHasHavyeHbl A4 BBeJeHUA neKkapcTB C MNOMOWbIO CUCTEMbl AOCTaBKW, €CnU 3TO genaetcs
Takum o06pa3om, KOTOpPbIA NOTeHUuManbHO ONaceH C y4yeTomM cnocoba nNpMMEeHeHWss, M B ITOM
cnyyae OHM OTHocATcsaA K knaccy llb .

1.3. CsepeHua o paspaboTuuke

Paspa6oTunk: FEEL TECH CO., LTD. / «®WN TEK KO, NTA»

3,4 3tax, CrtaHgaps ®a3ktopum 2-goHr,15, [Oxawmyihok 2-run, T[yHcaH-cu, [xeonnabyk-go,
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Kopes

1.4. CsBejeHusda o npoussopguTene

Komnanua Feel Tech Co., Ltd. 6bina ocHoBaHa 15 wuwoHA 1991 ropga, 29 sauBapsa 1999 ropa
LW nonyuuna ceptucpumkat 1S09001: 2008, 1S013485i 2003

1.4.1. Be6-caiT: www.feeltech.co.kr

1.4.2. Mponssogutens: Feel Tech Co., Ltd

1.4.13. Agpec npoussogutensa: 3,4 atax, CrvaHpgapg Paktopum 2-goHTr,15, [dxawmyihok 2-
rmn, FyHcaH-cu, [Oxeonnabyk-go, Kopes

1-4.4. MecTto npowusBopgcTBa: 3,4 9Tax, CrTaHpgapa ®a3ktopu 2-goHr,15, [dxaromMynok
2-rnn, TyHcaH-cu, [Jxeonnabyk-go, Kopes
"m4.5. MecTo XpaHeHMUA: 3,4 3tax, CrTaHpgapa ®aktopm 2-goHr,15, [xawomyhok 2

W1, FyHcaH-cu, [Oxeonnabyk-go, Kopes

MpepcrtaBuTenb, npousBoanTenda: r1-HKum KeyHCunk
TenedgoH: + 82-63-468-6626 - 8 dakc: + 82-63-468-6623
KoHTakTHoe nuuyo: UYxonb Xo, Yoi

E-mail: infoO feeltech.co.kr
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2.5. BapuaHTbl MCNONHEHWA MEefULWHCKOro usgenus
Nblo Habop OnncaHne
1 FTMN 22-70-21 1.1. KaHtona 22C, pgnuHa 70mMm (0,70x70mMm),
1.2. Wrna 210, pgnuHa 1" (0,80x25,4 wmm).
2 FTMN 22-50-21 2.1. KaHwona 220, gnuHa 50 mm (0,70x50 bnam),
2.2. Wrna 210, pnunHa 1" (0,80x25, 4mMm)
3 PTMN 25-70-23 3.1. KaHwona 25 0, pgnauvHa 70 mm (0,50x70 mm),
3.2. Wrna 230 AnuHa 1" (0,60x25,4 wMm)
4.1. KaHtona 250, gnnHa 50 mm (0,50x50 wmm)
4 -50-
PTMN 25-50-23 4.2. Wrna 230, pgnunHa 1 "(0,60x25 wmm)
5.1. Kaxtona 25 0, pgnuHa 40 mm (0,50x40 wmwm),
5 -40-
FIMN 25-40-23 5.2. Wrna 230 pgnuHa 1" (0,60x25,4 wmm)
6 FTMN 27-50-26 6.1. KaHtona 270, pnavHa 50 mm (0,40x50mm),
6.2 WMrna 260, gnuHa 1/2" (0,45x12,7mm)
7.1. KaHtona 270, pnuvHa 40 mm (0.40x40mMm),
7 -40-
FTMN 27-40-26 7.2. Wrna 260. pgnunHa 1/2" (0,45x12,7 w~Mm)
8.1. KaHwona 270. panuHa 25,4 mm (0.40x25.4 mm),
8 -25-
FIMN 27-25-26 8.2. Wrna 260. pgnunHa 1/2" (0,45x12,7 wmm)
5 FTMN 30-25-27 9.1. KaHwonsa 300. anuHa 25,4 mm (0.30x25.4 mm),
9.2. Wrna 270, pgnuHa 1/2" (0,40x12.7 w~Mm)

2. HasHayeHMe MEAULUHCKOTO U3Lenns
MN3penue npegHasHavyeHo AN BBefAeHWA (QUANEPOB B  KOXHble WAW NOAKOXHbIE cnou ans
npuaaHus AONONHUTENbHOr0O 06beMa TKaHUM B KOCMETUYECKUX WM PEKOHCTPYKTUBHLIX Lensax.

2.1. TlpuHuunbl geicTBUSA

BBepgeHne nekapctBa C noMmowbk wnpuuya m/mnm 6e€3 Hero. [JaHHOe wu3genune MOXHO BBeCTM B
MATKMe TKaHW C HeboNbWMM nNoBpexpgeHMem TkaHwu. W3genne BBOAUTCHA B COCYAUCTYH WK
BUCUEPANbHY 30HbI B 06WKX LenAx. OH coCcTOUT M3 KaHwNu, xaba (KOHHekTopa), 3aWwUTHOrO
Konnayka U NoacoefuHSeTCsSs K KOHHeKTopy uaum Tpyb6ke. KoHel KaHWAM 3aKpblT, Ha OGOKOBOI
CTEHKe KaHw/In unmeeTcda oOoTBepcCcTue, KOTOpoe o6r|a,qaeT d)yHKLI,MeVI BBeAeHNUA UNN OTKa4dKu
XNAKOCTWU OpraHunsmMa wnam XMAOKOro sekKkapcrtBa.

2.2. O6nacTb NpUMEHeEHMUSA
JcTeTnyeckas MeguuuHa, KOCMETONOTrnSA.

2.3. TloTeHynanbHble NOTpebuTENN

n3penue npegHasHavyeHo ansa npodeccmoHanbHOTO MCNONb30BaHMNA MeAUNLUHCKUM UK
paboTHUKamMu.
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3. ApnmeilBHlile MeAULHHCKOTO N34enKa a Wepu NPBAOCTOPO>XKHOCTN

3.1. Cnoco6 npumeHeHns

Bblbop TexHWKW BBefEHUS (nuHeliHasn, Beepoob6bpa3Has 1 T.n.), unnepa, a Takxe
WHCTPYMEHTOB AN ero BBeJeHWss OCYyL ecTB/SiIeTCA B COOTBETCTBMU C KOHKPETHbIMU
nokasaHUSAMMW.

BbiGop ANMHBI M HapyxHoro aumametpa (O) kaHwNM 3aBUCUT OT aHaATOMMUYECKMX nNapameTpoB
naumeHTa M UCNONb3yemMoro dgunnepa.

Mepen vcnonb3oBaHWeEM W3feNnuMs HeOoOGXOAMMO NPOBEPUTb YyMNakKOBKY Ha Hanuume noBpexpeHui
nm ybeanTtbCcsa, 4TO CPOK FTOAHOCTM He uUCTeK.

MecTo MWHbekuum HeobxoaumMo o6paboTaTb aHTUCENTMKOM NO O6OWENPUHATONW MeToAukKe
(pekomeHagyeTca ucnonb3oBaTb pacTBop cnupta 70%) u, npu HeobXOA4UMOCTU, CPeELCTBOM
ona o6es3bonmBaHusA.

MpoBecT aHanu3 COCTOSAHWS Nuua, KOXMW, Mblul, MpU HEOBGXOAMMOCTM, caenatb MapKUPOBKY
30H C MNOMOWbI KapaHfjawa (gNsa onpefesieHna MecTa M KonmyecTBa BBefgeHua dunnepa).
Onpenenutb TOYKW WHbEKUWUA B 3aBUCUMMOCTM OT 30H HEOOGXOAUMON KOppekuuwu.

Mepen BBedeHuem cunnepa C NOMOLWbIO KAHIONW NMpeABapuTeNbHO fenaeTca MPOKOS 3a0CTPEHHOM
WrNoN, nocTtaBnssemMoOil B ynakoBKe C KaHwnei.

3aKkpyrneHHbli KOHYMK KaHwNW, TnpegBapuTenbHO 3akpenseHHOW Ha KOHyce wnpuuya ¢
hunnepom, akkypaTHO nomMeu,aeTcs B MNPOKON, cfenaHHbli  nUTNow, C OAHOBPEMEHHbIM
pactArMBaHmemMm KOXMW. 3aTemM MAaBHbIMWM NOCTynaTesibHbIMW ABUWKEHUAMW MNPOBOASAT KaHWOAKW [0
MecTa KOppekuuMm u peTporpagHbiMm crnocob6om BBOAAT dunnep.

Mocne nNpuUMEeHeHUs UTNY W KaHNK Heob6xoAMMO BbIGPOCUTL B KOHTeWHep ANA MegULUHCKUX
oTX040B C cob6nogeHnem Mep 6e3omacHOCTM: He pgoTparmBaTtbCa pykamu [0 WUMAbl U He
pekoMeHAyeTCs HajeBaTb Ha MCMNOAb30BaHHYKW WINYy KOANayok.

Ta6nuua ana Bbi6opa KaHtonu P3Tec® B COOTBETCTBUM C 06/1aCTbio NPUMEHEHUS:

O6nacTb npuveHeHuss (pPeKoMeHayeTcs Ansi

Pasmepbl .
P OeNNKaTHON KOppeKuun 30H) * MOBEPXHOCTHO MOAKOXHO
- ry6bl n napaopanbHas 30HAa;
- KNWCeTHble MOPLWWUHbI;
- napoop6butanbHasa 30Ha;
300 poop

- obnacTtb rnabennsi; Herny6oko moAKoXHO

- nepeHocuua;

- nob

- MOPLWWHbI MapUOHETKN;
- cnes3Has 6opospaa;

- oo,

- Tbi/lbHa# CTOpPOHa KUCTeil pyk n N N
- ob6nacTtb rnab6ennsl, OBEpPXHOCTHbLIM cnon KK

270 (NOAKOXHO-XUPOBOIA

- MOPLWMWHbI «TYCUHbIE Nanku»,
- 30Ha BOKpYr rnas, KneTyaTKu), HagHaAKOCTHUYHO

- KUCETHble MOPLLUHbI,
- HocorybHasa cknapgka,
- 1yb6bl

250 - MeXO6pOBHble MOPLLMHbI; MMoBepXHOCTHbIA cnoi KK
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HOCOrybHble cknapgku/ (NOAKOXHO-XNPOBOA

obnacTtb wen n gekonbte/ KnetyaTku),
yrnbl pra. HagHaAKOCTHUYHO.
cnes3Haa 6oposfga,
HOC/

cpeAHAs TpeTb nwunua, L eKu, CKynbl,

HocockynoBas 6opo3ja
- KOHTYp nwuua,

- rybsbl,

- nogbopopok

- wekn / ckynel / nopbopopok/ B KK (MOAKOKHO-XUPOBYIO
22G - HOCOrybHble n rnabennapHble MOPUUHbI/ KneTuyaTKy), HaHaAKOCTHUYHO

- HOC ’ )

*MpumeyaHune:

OvnameTp u© [gAvHa KaHwAW U WUIAbl BbibUpawTCca B COOTBETCTBUM C PeKkoOMeHauusamu,
yKasaHHbIMW B 3KCN/AyaTaLWOHHOW [OKYMeHTauum Ha Treaum u  pacTBOpbl, KoTopble 6yayT
BBOAWUTbLCA, WNN NpefnovYTEeHUAMKU Bpaya.

3.2. YcnosAa npAMeHeHdAA
TemnepaTypa Bo3ayxa - +25®C/
OTHOocuTenbHas BraxXHocTb (He 6onee 70) = 2%/

ATmoctepHoe paBneHue 755120 mMm pT. CT.

3.3. Tloka3aHWa K MPUMEHEHUIO
- BBejgeHue d)mnnepos B KOXHbleé N NOAKOXHble chnowu.

3.4. TpoTuBONOKA3aHUA K MPUMEHEHWIO

K npoTuBOnoKasaHuWaAM K TMNPUMEHEHUW W3Lenuii MOXHO OTHecTU npoTuBONOKasaHus AN
BBELEHUS (WUANepoB B LeSIoM, a WMEHHO:

3.4.1. Obume NpOTUBOMNOKA3aHUA:
annepruyeckue peakuunmn nnwu MHOnBMUAyanbHas HENepeHoOCUMOCTb KOMMOHEHTOB
npenaparta unun usgenunal
ayTOMMMYHHble 60/1€3HM U CUCTEMHble MNOpaXeHuWs CoeAUWHUTEeNbHON TkaHwu/
ncuxmuyeckne HapyweHusa/
WH(p EeKYUNOHHbIE 3aboneBaHuna/
TSXenble comaTuyeckme 3aboneBaHusa/
ob6ocTpeHne nNwbGbIX XpOHUYeCKUX 3aboneBaHwuin/
6epeMeHHOCTb U naktauwusa/
- aHapMnakTUYeCcKUii WOK MAM cnyvyanm «OTTOPXEHUA» WHOPOLHOTO Tena B aHaMHese/
remounnsa, nNpuemM aHTUKOATyNAHTOB M aHTuarperaHTtoB/
HapylweHne cBepTbiBaemMOoCTW KpoBwu/
peuuauBMpyOLLNEe AaHTUHbI U NIMXOPALOYHble COCTOSIHUS.

3.4.2. MeCTHble NpOTUBONOKA3aHUA:

BOCNannTenbHbIN npoyecc, HapyuweHune LEeNOoOCTHOCTMN KOXHOTO noKpoBa n Hanunyune
Hepe3opbupyemoro mmniaaHTa B 30He, rge nnaHupyeTcsa pgenaTtb npokon/

Hannune B MecTax npepgnonaraemblx WHbEeKUUN papyrux counnepos,
6V|o,qerpap,|/|pyeMb|x MaTepunanos Ha OCHOBEe NONMMONIOYHO KNCnoThbl, Ko/nareHa nnun
rmgpokcmannatuTa kKanbuusa/

3/10KaYeCTBeHHble HOBOO6paSOBaHI/IF| B 30HE npep,nonaraemoﬁ MHBEeKUUN;
- npoBeAeHHble HepfaBHO npouefypbl XUMUYECKOro nNUANUHra, nasepHom nnu
MexaHu4yeckoln wnundoskn/

CKNOHHOCTb K O6pa3oBaHWID KeNOUAHbIX U TUNEepPTPpOPUUYECKUX pPYybLOB;

BUPYCHbIE, rpI/I6KOBbIe 3a601€eBaHNSa KOXMWU.

3.5. T1o604Hble 0(heEKTHI
Bonsb.
femaToMa.
JlokanbHbIN OTEK.
Oputema.
YnnoTtHeHue.
TeneaHrnoakTasns.
MHMDEKLUMOHHbIE OCNMOXHEHUS.
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3.6. TpeboBaHua 6HeszonacHoCTMH

Mepen nNpMMeHeHMEM yAOCTOBEPUTbLCA B TOM, 4YTO u3feNnne CTEPUNbHO
(vHguBMayanbHasas cTepunbHas ynakoBKka He noBpexpgeHa).

Mepes skcnnyaTauuelh 03HAKOMbTECb C MHCTPYKUMEN MO NPUMEHEHWUID.
- He npuMeHATb u3fgenna Cc UCTEKWUMM CPOKOM TroagHOCTW.

M3penve OAHOKPATHOrO NPUMEHEeHUus,He mcnonb3oBaThb NPoOAYKT NOBTOPHO, He
nogBepratb MNOBTOPHON cTepunmlauunn.

MoOoe ncnonb3oBaHue n3genna, Kpome €ero npamMoro Has3HayeHunda, 3anpeueHo.

MoxeTt npMMeEeHATbCA TONbKO 06YyYEeHHbIM n KBanngnyunpoBaHHbIM MeANLUNHCKNM
nepcoHanom.

4. OnucaHne HeAULMWHCKOTo u3genus

4.1. O6wuB cBepeHUs

KaHoonn wnHTpagepmanbHble 031e«l B KOMMNAeKTe € wurnamu pgna  npokona, B Habopax,
npoussoactea «®W1 TEK KO, NTA», Kopes npepgctaBndAwT co60li TOHKME 371acTUYHble Mofble
TpybKM 13 HepxaBewwWwehn cTanm C 3akKpyrneHHbIM KOHLOM, Ha AWCTalbHOM KOHLE KOTOpPbIX
HaxoaumTcsa 60KOBOe OTBepCTMEe, a Ha NPoOKCUMasrbHOM KOHLE - KOHHEKTOp A/ npucoefuHeHus
K YCTPOWCTBY C (Qouniepom.

OcobeHHOCTbIO kaHtonen O3Tec! aBNAeTcA MUHMMaNbHOE paccTOoOAHME OTBepPCTUA OT KOHYMKa,
4yTo obGecneynBaeT YyMeHblleHUWe pacxoja dwunnepa 3a CYeT CHUXeHuMs ero obbema B
AncTanbHOW 4yacTu KaHwNu (NpU  MCNOoNb30BaHUKU O0O6bIYHbLIX KaHWAb pacxog npenapaTta
yBenuunsaeTca Ha 10-15%).

Kpome ToOro, kaHwonu B31e<l o6nagawT [OCTATOYHOW TUMOKOCTb W  YNPYrocTbi A8 WX
NPOXOXAEeHnAa 4yepe3 TKaHW W BO3BpaTa B CBOW UCXOA4HYH dQOpPMYy N0 Mepe peTporpajgHoro
BbIBEEHUA HapyXy.

MeTKkM, HaHecCeHHble C NOMOULbKd aHOLHOTO OKCUAMPOBAHUA 4Yepe3 OMNpefefleHHble MNPOMEXYTKHU
Ha Tpy6kKy KaHlAM, NO3BOAAKT KOHTponNupoBaTb T[Ny6uUHY ee BBejeHUsA, a Touyka Ha
KOHHEKTOpe KaHAM yKa3blBaeT pacnojioXeHuMe BbIXOAHOTO OTBepCcTMa KaHwnNu. CUNNKOHOBOE
nokpbiTMe TPYOGKM KaHWAM 3HauYnmTenbHo ob6GneryaeTtr npouecc BBeAEeHUA W YyBennymBaeT
MaHEBPEHHOCTb KaH K.

B cBA3M C Tem, 4YTO OKPYrAblli KOHel KaHWAM He NO03BONAEeT HapywwuTb LEeNOCTHOCTb KOXW,
ONA npokona KOXM Mcnonb3yeTcs ofHOpasoBas CcTepunbHaa urna (Mrna A[ns NepBUYHOTO
npokona), nocrtaBnfdemas B KOMMNJEKTe C KaHWNSAMMU.

KaHlonm u wurabl Ana npokona oOcCHaWeHbl MNpegoxXpaHWTeNbHbIMM KOMMmavykaMu Ana  3awuTbl OT
BHELWHNX BO3AENCTBUIA.

4.2. KomnnekT NOCTaBKMu
KaHtons:
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@

1 - KOHHekTOop/ 2 - Tpybka KaHWANU;3 - NpefoxXpaHUTENbHbIN KOMMma4vyok

Wrna Ans nepBUMYHOTO NpPOKONa;

L
©

1 - Tpy6Ka urAbl; 2 - KOHHEKTOP; 3 - npefoxpaHWTeNbHbI Konnavok

4.3. MaTepHanu, KOHTAKTHPYKWME C Tenom 4yenoseka

N¥o Hassanue Matepuan

HepxaBelwwasa ctanb (STS 304L),
Mpounssogutenb: COKA CO., LTD TESHIMA KOPEA CO., LTD

MonunponuneHoBbln romononumep HI-PRENE H551 (CAS Neg 9003*07-0),
Mponssogutenb: LG-Caltex Oil Corporation, KOPEA

Monuatunen Mapka: SEETEC XJ700 (CAS Ne 9002-88-4),
Mpounssogutenb: LG-Caltex O il Corporation, KOPEA

onokcugHaa cmona: (CAS Ne 25068-38-60),
Mpoussoagntenb: SEGO ENGINEERING COMPANY, Kopes

CunukoH: nonugumeTtuncunokcaH (MAMC) (SA-1A),
1. KaHonsa npounssopgutens: SEGO ENGINEERING COMPANY, Kopes

9nokcngHas cmona: (CAS Ne 25068-38-60),
Mpoussoantenb: SEGO ENGINEERING COMPANY, Kopes

CunukoH: nonugumetuncunokcaH (NAMC) (SA-1A),
Mpoussoauntenb: SEGO ENGINEERING COMPANY, Kopes

Kpacurtenn:

1. UYepHbiii (Cbipbe (konmyecTBO): [MaHakc XXentwli 3069 0,75 r, CAS Ne
71832-85-4 |/ MaHakc CuHuiA B 0,2 r, CAS Ne 147-14-8 |/ Kap6oH
YepHblit 1 r, CAS Ne 1333-86-4}

Mponopunsa cmewwnsBaHusa (Uset + MM) Bcero 100%:

0,075% + 0,002% + 0,1% + 99,823%

nponssogntenb: LG-Caltex O il Corporation, Kopes
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2. OpaHxeBblii {Cbipbe (konuuyecTBo): MMUTMEHT XENTbIA 180 r, CAS
77804-81-0 / MaHakc KpacHbihi 2R 2 r, CAS Nx 7023-61-2}
Mponopuynsa cmewwunsaHua (Uset + MM) Bcero 100%:

0,2% + 0,2% + 99,6%

npoun3ssoantenb: LG-Caltex Oil Corporation, Kopes

3. CpepHe-cepblii (Cbippbe (KONM4YECTBO):

MaHakc CuHuii B 3,8 r, CAS Ng 147-14-8 / MaHakc Xentelin 3069 0,5 r,
CAS Ne 71832-85-4}

Mponopuynsa cmewmnBaHua (LUeset + MM) Bcero 100%:

0,38% + 0,05% + 99,57%

npounssoauntens: LG-Caltex Oil Corporation, Kopes

4. XenTblii {Cbipbe (konuuecTBo): TMUIMEHT XENTbIA 180 1,25 r, CAS Ne
77804-81-0}

Mponopuynsa cmewunBaHua (Uset + MM) Bcero 100%:
0,125% + 99,875%

npounssopgutenb: LG-Caltex Oil Corporation, Kopes

HepxaBewwasa ctanb (STS 304L),
Mponssogutens: GOKA CO., LTD TESHIMA KOPEA CO., LTD

MonunponunneHoBbliii romononumep HI-PRENE H551 (CAS Ne 9003-07-0),
Mponssogutenb: LG-Caltex O il Corporation, KOPEA

MonuatuneH Mapka: SEETEC XJ700 (CAS Ne 9002-88-4),
Mpounssogntenb: LG-Caltex Oil Corporation, KOPEA

2nokcugHaa cmona: (CAS Ne 25068-38-60),
Mpounssogutenb: SEGO ENGINEERING COMPANY, Kopes

CunukoH: nonmammeTuncunokcaH (MNAMC) (SA-1A),
nponssoantenb: SEGO ENGINEERING COMPANY, Koped

2nokcugHaa cmona: (CAS Ne 25068-38-60),
Mpounssoantensb: SEGO ENGINEERING COMPANY, Kopes

CunukoH: nonugumeTtuncunokcaH (MAMC) (SA-1A),
Mpounssogntens: SEGO ENGINEERING COMPANY, Kopes
Nrna pna
nepsnyHoro Kpacutenu:
npokona 1. TemHo-3eneHblii {Cbipbe (konuuecTBOo): [MAHAKC 3EMIEHbIA 4059 3,5 r,
CAS N: 1328-53-6 / TUIMEHT XENTbIA 180 0,3 r, CAS Ng 77804 -81-0}
Mponopuna cmewwunsaHua (LUset + MM) Bcero 100%:
0,35% + 0,08% + 99,57%
npon3Bopgutenb: LG-Caltex O il Corporation, Kopes
2. TemHo-cuHuii {Cbipbe (konuuyecTtBo): [MaHakc CuHuiAi B 4p, CAS Ne
147-14-8}
Mponopuynsa cmewunBaHua (LiseTt M) Bcero 100%:
0,4% + 99,6%
npoussBogutenb: LG-Caltex Oil Corporation, Kopes
3. KopuuHeBblii {Cbipbe (konuuyectsBo): TMUIMEHT XXENTbIM 180 2 r, CAS Ng
77804-81-0 / TMAHAKC KPACHbIM 112 1,5 r, CAS Neg 6535-46-2}
Mponopuuna cmewwunsaHuna (LUset + MM) Bcero 100%:
0,2% + 0,15% + 99,65%
npoun3ssoantensb; LG-Caltex O il Corporation, Kopes
4. CpepHe-cepblii {Cbipbe (KONMMYECTBO):
MAHAKC CWUHWUA B 3,8 r, CAS Ne 147-14-8 /| TAHAKC XENTbIM 3069 0,5 r,
CAS Ng 71832-85-4}
Mponopuyna cmewwunBaHus (LUset + MM) Bcero 100%:
0,38% + 0,05% + 99,57%
npoussopgutennb: LG-Caltex O il Corporation, Kopes

4.4, TexHMUYecKMe XapaKTepUCTUKu
KaHtonn DSmed:

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



BapI/IaHT NCIOJIHEHUNA

Kannép 220 250 270 300
TONWNHA CTEeHKU

(RW - o06blyHaa cTeHka,

TA - TOHKas CcTeHKka,

ET> - cBepXxTOHKas ™ TW T™W Td
CTeHka,

UTW - ynbTpaTtoHKkasd
CTeHka)
LiBeT xaba YepHbIi opaHxeBblii CBET/IO-Cepblii XenTbli

WnpnHa 3aTUKETKU, MM 0,80 % 0,05 0,80 = 0,05 0,80 %= 0,05 0,80 + 0,05
PacctosHne wmexay
+
MeTKabll, MM 8,5 £ 0,5 8,5 0,5 8,5 + 0,5 8,5 £ 0,5
PaccTosaHMe OoT pganbHero
KOHLa [0 fafnbHero 50 + 0,02 50 + 0,02 50 £ 0,02 50 + 0,02
OABOMNHOrO 3Haka, bM
HapyxHbli gnameTp TpybkKun
0,698-0,730 0,500-0,530 0,400-0,420 0,298-0,320
(00), w™Mm
BHyTpeHHUn pgnameTp, MuHumMym MuHUMYM MuHumMym MuHnmym
(+ 0,01) wwMm 0,440 0,292 0,241 0,165
MpoxogmmMmocTb npocBeTa:
AnameTp cTuneta wu3
HepxaBewwen ctanu AN 0,35 0,23 0,19 0,13
NPOX0OXAeHna 4yepes wurny,
MM
+ 1. + 1.
70 (+ 15 / 70 (2;5/ 50 (251)5/
HomMuHanbHaa AnuHa -2.5) -5) ' 25,4 (+ 1.5
TPY6KK, MM 50 (+ 1.5 / 50 (+ 1.5/ 40 (0 7 -4) / -2.5)
' 2 5’ 2.5) 25 ,4(+ 1.5 '
' 40 (0 / -4) / -2.5)
1,70%0,2 1,50+0,2 1,30+0,2 0,90+0,2
Pa3mepbl oTBepcTuA « « « N
a X a
(AnuH WMpUHa) MM 0,9%00-1%00 0,9%00-1*00 0,9%00-1*00  0,9*00-1*00
PaccTtoaHne oT oTBepcTuA
0O AUCTa/lbHOTO KOHUa, 0, 80 0,70 0,50 0,40
MM = 0,05
[MpoyHOCTL coefuHeHUs
KOHHeKTOopa u Tpyb6KMu 40 22 22 22
KaHioAn, He mMeHee, H
Pagnyc 3atynneHud
ANy y 0,35 0,25 0,20 0,15

kaHan, mm £ 10%
Mpn ocmoTpe € HOPMAa/ibHbIM WK CKOPPEKTUPOBAHHbLIM A0

HOpPMAa/ibHOTO 3peHMa 6e3 yBe/sIMYeHWA Npu OCBELW,EeHHOCTM OT
300 nk po 700 Nk NOBEepPXHOCTb TPYyOKWM KaHWAN [OJKHA ObITb
cBO60OAHOW OT YacTWy M NOCTOPOHHUX BeL EecTB.

Mpn ocmoTpe npu yBennmyeHun B 2,5 pasa pa3beM KOHHeKTopa
(NOBEPXHOCTb NYTU XWUAKOCTWU) A[ONXEH O6blTb CBOGOAHbLIM OT
yacTuy M NOCTOPOHHMUX BeLWECTB.

Mpn onpepeneHun c nomowbi nabopaTopHoro pH-meTtpa u c
nomoLiblo 3anekTpoja obu,ero HasHavyeHusa 3HadyeHue pH
NPUTOTOB/IEHHOTO 3KCTpakTa AO/MXHO 6bITb B npegenax OAHOMN
eAuHUUbl OT 3HayeHua pH KOHTPONbHONW XWUAKOCTHU
OKCTpaKkT KaHlAW, C Yy4eTOM COAEepXaHua MeTansnoB B
KOHTPO/IbHOI XWAKOCTW, [AONXEH cojepxaTb He 6onee 5 mr / n

UnctoTa BHeLWHeR
NOBEPXHOCTN KaHAN

Uuctota pasbema
KOHHeKTopa

Jonyctumoe copepxaHue

KUCNbIX U LWEeNnoYHbIX
npumMmecei
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fonyctumoe copepxaHue CBMHUa, OsioBa, UWHKa u Xene3a. CofepxaHue KagmMua B
dKCTparmpyembix meTtannos 9KCTpakTe C MNOoMNpaBKOW Ha coaepXaHue KagMuss B KOHTPO/bHOI
XUAKOCTWM [OAXHO ObITb Huxe 0,1 wmr / n.
Ocu Tpyb6bkm mn xaba (KOHHeKTOpa) [AO/IXKHbI OblTb O4WHAKOBbLIMMU.
CoocHoCTb coeAnHEHUA MakcnmanbHO [ONycTMMOE OTK/NOHEeHue OoT ocu xaba cocTaBnsdeTr
+ 3 0
LLlepoxoBaTOCTb HapyXHO
NOBEPXHOCTN Tpy6KM
TMn KOHMYEeCKOro pasbema

Ka meHee 0,20 MKM

"Nyep" |/ "Nyep-nok", KOHYCHOCTb 6%

NTNbl
YCTONYMBOCTL K KOpPpPO3UU fonxeH 6biTb YyCTOWYMBBIM K KOPpPO3WUWU
KonnuyectBo cMas3kum [OMKHO 6blTb MWHUMANbHbBIM WU HE [OJIKHO
Cmaszka obpa3oBblBaTb Kanenb XWAKOCTW Ha BHEWHEN NOBEPXHOCTM MU
BHYTPEHHEW urne npu HOPManNbHOM WAU CKOPPEKTUPOBAHHOM
3peHun.
OcTtatouyHoe copgepxaHue OtnuneHokcug (EO) m atmnenxnoprugpui (ECH) <25 4. |/ MnAH.
3TUNeHokcunpaa dTnneHrnukonb <250 4. [/ MAH.
Wrnbl gna nepBMYHOrO npokona:
1 BapuaHT ncnosHeHusn
Kannép | 210 230 260 270
TonwuHa CTEeHKHN
(Kbl - o06blyHaA cTeHKa,
TN - ToOHKaa CTeHKa,
ET1* - cBepXxTOHKasa w ™w ™w
cTeHka, UTW -
ynbTpaToOHKaa CcTeHka)
LiBeT xaba* TeMHO_U TeMHO-CUHWIA KopunyHeBbI CeeTno-cepblit
3e/1eHblli
HoMUHaNbHbIA HapPYyXHbIN
onameTp WUIONbHOM 0,800-0,830 0,600-0,673 0.440-0.470 0,400-0,420
Tpyb6kmn, (x 0,01) wmMm
BHyTpeHHUA pgunameTp, MuHnmym MuHUMYM MuHUMYM MuUHUMYM
(+ 0,01) wmm 0,547 0,370 0,292 0,241
MpoxognumocTb
npoceeta, pa3mepbl
mangpena, (0/-0,01) 0,42 0,29 0,23 0,19
MM
HoMunHanbHaa AnunHa 25,4 25,4 12,7 12,7
UToONbHOW TPYy6GKKM, MM (+1.5 /1 - (+1.5 /- {(+ 1/ - 2 + 1/ -2
' 2,5) 2,5)
Yron KoOMOGUHWPOBAHHOTO 110 + 10 ®
BTOPUYHOTO cpe3a
HomMmuHanbHaa AnuHa
BTOPMYHOIO KOHLEBOTO 1,89-2,12 1,40-1,58 0.95-1,08 0,77-0,99
cpesa, MMm
OnuHa ocTpua, wMm 4,20-4,70 3,10-3,50 2.10-2.40 1.70-2.20
[MpoyHOCTL cOoefunHeEHUA
KOHHeKTopa u Tpyb6ku 44 34 22 22
nrnbl, He MeHee, H
ConpoTtuBneHune usrunby,
MaKcumasnbHoe He 6onee 0,45 He062gee He 6onee 0,51 He06;:ee

OTK/IOHEHUE, MM
Mpu ocMoTpe C HOPMalbHbLIM WU CKOPPEKTUPOBAHHLIM A0

UnctoTta BHelwHel HOpManbHOro 3peHueM 6e3 yBeNMYeHWSA NpPuU OcCBeweHHocTM oT 300
NOBEPXHOCTN WUTONbHOM nNK fo 700 NK NOBEPXHOCTb MFONbHOW TPYy6GKWM AAA NOAKOXHBIX
Tpy6 KM WHbeKUnin [onxHa 6bITb CBOOGOAHOMW OT 4YacCTUL M MOCTOPOHHMUX
Bel ecTB.
YncTtoTa BHYTpPeHHel Mpn ocmoTpe npu ysenuyeHmn B 2,5 pa3a BHYTpPEHHASA
NOBEPXHOCTU NOBEPXHOCTb KOHHeKTOpa (NOBEPXHOCTb MNYTW XUAKOCTU) [AO/DKHO
KOHHeKTOpa Wrnbl 6bITb CBOGOAHBLIM OT YacTUL, W MOCTOPOHHWUX BEL,ECTB.
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/

[lonycTumMoe coaepxaHue Mpn onpepeneHun ¢ nomouwbio nabopaTopHoro pH-metpa u ¢
KACTBIX W LLENOUHBIX NoMoOLULbl0 3NeKkTpoga obwero HasHayeHua 3HayvyeHue pH §
npumeceii NPUIOTOB/IEHHOTO 3KCTpakTa [AOJ/IXHO ObiTb B npepenax OAHON

eAuHNUbl 0T 3HauyeHUss pH KOHTPONbHOW XWAKOCTHK.
JKCTpPaKT UMb, C YYeTOM COAEpPXaHUs MeTaN/loB B KOHTPO/IbHOIM

JonycTtumoe copepxaHue XUAKOCTU, [ONKEeH cojepxaTb He 6onee 5 mr / n cBuHUA,
SKCTparnpyembix onoBa, UWHKaA u xenesa. CopepxaHume KagMma B 3KCTpakTe C
MeTannos

nonpaBKol Ha cojepxaHue KaaMUA B KOHTPONbHOW XUAKOCTHU
[OOMKHO ObITb HWxe 0,1 mr / n.
LonxHa Bbigepxusatb Ao 20 uuknoB cru6aHuili npum yrne 25® B

NcnbiTaHne Ha NPOTUBONOMIOXHLIX HanpaBneHuax (Yron (25 = 1) ® gna Tpyb6ok c
conpoTuBneHue TpyGKu 06bIYHBIMM CTeHKkamMu, (20 * 1) ® gna TPpYyO6OK C TOHKAUMMU
n3nomy cTeHkamun mnmn (15 + 1) * gna Tpyb6OK CO CBEPXTOHKAMU K
YNbTPATOHKUMMN CTEHKaMmu.)
COOCHOCTb COEefUNuHEeHUud, Ocn TpybKM u xaba [O/MKHBI coBnagaTtTb. MakcumasnbHoe
MM gonyctumoe OTK/IOHeHWe OT ocu xaba = 3®
LLlepoxoBaTocCTb
HapyXHOW NOBEPXHOCTHU Ka meHee 0,20 MKMm
TPpyo6 KM

llepoxoBaToCThb

Ka meHee 0,63 MKM
NOBEPXHOCTU WTNbI

OcTpue urabl JOMKHO O6bITb OCTpbIM, 6€3 3ayceHLEeB nNpu ocCMoOTpe
OcTpue wurnsol P A P ’ y 4 P P

C 2,5-KpaTHbIM YyBe/nIM4YeHunem
Tun KOHyca ro/10BKM
. 6% Jlyep, KOHMYeCKOe coefUWHeHue

Cma3ka He pfo/hkHa 6bITb BUAUMOW MPU HOpPManbHOM MWNWU
ucnpaBneHHOM BUAEHUW B BUAE Kanesb XWAKOCTU Ha BHEWHENn uau
Cma3ska BHYTPEHHEN MNOBEPXHOCTAX WIONbHOW TpybGKM. KonumuyectBo
MCNoNb3yeMOin CMa3kM He [AONXHO npesBblwats 0,25 mr / cm?
naowann cMas3aHHOW NOBEPXHOCTU UTFONbHOWN TPYyo6KW.
OcTaTo4yHOe copgepxaHue OTUNEHOKCUL WU 3TUNEeHXNoprugpuH < 25 4. /mMnaH
3TUneHokcunpaa dTuneHrnnkonb < 250 4y./MnH
- LBeT KOHHeKTOpa COOTBeTCTBYeT cneumdukaymm npoussoguTens.

*

5. YnakoBka W MapKupoBKa

5.1. YnakoBka MBAALWHCKOro u3genus

5.1.1. KOHCTpPYyKUMS yNnakKOBKM

«KaHonm uvHTpagepmanbHble O3Tes B KOMNAaekTe € urnamm  And  npokona, B Habopax»
repMeTMYHO ynakoBaHbl B WHAWBUAYaANbHYH CTepUAbHYH ynakoBKy (6nucTtep). Matepuan wu
KOHCTPYKUUA ynaKOBKMW obecneynBalT BO3MOXHOCTb BM3yanbHOIro onpejgeneHua uBeTa
rONTOBKWU wurnbl, He oOKa3blBad HeratTmBHOTO BO3,qel7ICTBVIF| Ha cogepxumoe.

KoHcTpyKkumna m maTepuan ynakoBkuM obecneyumBarT:

a) coXpaHeHWe CTEePUSIbHOCTM MNPUW XPaAHEHUM B CYXUX, UYUCTbIX W XOPOLWIO NPOBETPUBAEMbIX
noMeleHunnax;

b) MWHVWMaNbHbIA PUCK 3arpsi3HeHWs COAEPXUMOTo NPU BCKPbITUM YMNakoOBKW;

c) 3aWnUTy COAEPXMUMOTO MPU HOPMAa/bHbIX YCNOBUAX TPAHCMNOPTUMPOBAHWUA W XpaHeHus,

(o] HEBO3MOXHOCTb MNOBTOPHOTO 3aneyaTbiBaHWA YMNakKoOBKM WMAbl, €CNAU LENOCTHOCTb ee

Oblna HapyweHa, (akT BCKPbITUA ynakoBKM 6yAeT OYeBULEH.
«KaHoonn wHTpagepmanbHble B5te<S B komnnekte ¢ wurnamu Ansa npokosa, B Habopax»
ynakoBaHbl B FTPpynnoOBYl ynakoBKY B BMAe BHYTpeHHel KapTOHHOI Kopob6ku B konuyecTtBe 24

WTYK BMecTe C MWHCTpykuumeh no npumeHeHuw (1 wrT.). TpaHcnopTHaa ynakoBKa
rojppokapToHHass Kopob6ka. KonmuyecTBO TrpynnoBbiX ynakoBOK B TpaHCNOpPTHOW kopob6ke - 50
WTYK.

5.1.2. Marepnan ynakoBKwU

YnakoBOouYHble mMaTepuansl MaTtepuan MpounssoanTens

MupausunpgyanbHaa noTtpebuTtenbckas ynakosBka (6nwuctep)

MneHka MeguMUMHCKOTO Ksacca

K-CPP70 MonunnponuneH, nNoAN3TUNEH K YUNG IL *.,Korea
Bymara meguunHCKOro knacca Bymara, ennwnosa,
Y Al Y 4 K YUNG IL ~ ,Korea
K-CP66 nosiMmepHas BoAHaa cmofna
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FpynnoBas noTpeb6butenbckas ynakoBka (BHYTPeHHASA Kopob6ka)

Ha3saHne KomMnmaHumu:
Hanlim jigi
Appec: 348, Cheongnyong-
ro, Seosu-myeon, Gunsan-
si, Yonnabyk-go, Kopes
TEN: +82 063-451-7034

Mapka kapToHa Pottery
white board (HI-Q AB Plus) Bymara, uennwonosa, BoAa

TpaHcnopTHas ynakoBka (rojppokapToHHass kKopob6ka)

Mapka kapTtoHa K2 Bymara, uennwonosa, Bopja Golyeonggi-do, Korea

5.1.3. JKapakTepucTuKM ynakKoBKM

MHausBuayanbHaa noTtpebutenbckaa ynakoBka (6nuctep)

WnpnHa kneesoro wea, MM 3-7TMM
Ycunne, Heobxoaumoe ANA BCKPbITUA

2,5-5H
KkneeBoro wsBa, H
Pa3mepbl, MM *5MM 140x30Mm
Macca, r He 6onee 1

pynnoBas noTpebuTenbckas ynakoBka (BHYTpPeHHS kopob6ka)

Pasmepbl, mm (AxLWxB) 195+5x150+5x55+1
Macca, T He 6onee 150

TpaHcnopTHaa ynakoBka (roppokapToHHas Kopo6ka)

Pasmep (AxWxB) MM 760 + 5 X 400 £+ 5 X 300 £ 5

5.2. MapknpoBka MeuLMHCKOro U3genus
5.2.1. WuamBupgyanbHaa notpebutenbckas ynakoska (6nucrtep)

. HasBaHve v norotun nsgenus

. HavmeHOBaHWe MPOM3BOAUTENSA U €F0 afpec

. CTpaHa NponCXoXaeHNs

. Mogenb

. Pa3vep mn3genus (kannép, gnmHa)

. Hagnuck “peel open” ("oTkpbiBaTb TYT")

. CuMBOfbI, cofiepXKallme MHHOPMaLMIo, BXXHYHO A1 NPaBWIbHOIO UCNOMb30BaHMA MeANLUHCKOrO YCTPOCTBA.
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cpeacTs

He gonyckatb BO3,IJ.eI7ICTBI/IF| CO/ITHEYHOr 0 CBeTa

OGpatuTech K MHCTPYKLMW MO NPUMEHEHUIO

bepeub oT Bnaru

t
VMcnonb3osatb o ...
TemnepaTypHbIil gnanasoH
OcTopoxkHo! O6paTuTeCh K UHCTPYKL MU NO MPUMEHEHUIO
A
FTMN HavanbHble cMBOMbI 6YKBEHHO-YMC/IOBOIO KOAa MOAENN

FpynnoBasa noTpe6buTenbckas ynakoBka (BHYTPeHHSSA kopobka)
Has3BaHWe 1 NoroTun U3genvs
MOZEfb,
pasvep nsgenus (kanuép, 4nHa)
Kanmép 1 AnnHa urnol (B BUAE HaKNeKm)
KO/INYECTBO B YNMaKOBKe
yKasaHue Ha CTEPUILHOCTL M CMOCO6 CTepunnsauuu;
yKa3aHue Ha 0fjHOpa30BOCTb MPUMEHEHMS;
CTpaHa MPOUCXOXAEHNA
Npou3BOAUTENb N €r0 afpec;
YMOMHOMOYEHHbI NpeacTaBuTelb B POCCUMU 1 ero agpec
VHdopmaumsa 06 ycnoBmuax 1CNoNb30BaHUA, XPaHEHUS, YTUAM3aLUN 1 TPAHCMOPTUPOBKY SIEKapCTBEHHbIX

HOMEp U flaTa PerncTpaLoHHOr0 y40CTOBEPEHMs!
[lata nctedeHms cpoka

CPOK FOAHOCTY

MH(OPMALIMOHHAs HaK/eliKa Ha PYCCKOM s3blke

CUMBObI, COAEPXKaLLMe UHAOPMALMIO, BXKHYIO /1 MPaBUILHOTO UCMO/b30BaHUS MEAVNLMHCKUX U3AENNIA.
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(§ He 1cnonb3oBaTh, CM YNakoBKa NoBpexaeHa
He fonyckaTb BO3AeliCTBUS CONHEYHOrO CBEeTa

bepeyb oT Bnaru

b
[JunanasoH Temnepartyp
|
A OcTopoxHo! O6paTUTECh K UHCTPYKLMM MO NPUMEHEHNUIO
KonnyecTBo n3fenunin B ynakoBke
5.2.3. TpaHcnopTHaa ynakoBka (rocpokapToHHasa Kopo6ka)

TpaHcnopTHas YNakoBKa COAEPXXUT CNeAytoLLyto UH(oPMaLnio;

HasBaHWe 1 OroTUN KU3genus
pasmep M3genus

KO/INYECTBO B YMaKOBKE

yKasaHWe Ha CTepUIbHOCTb M CMOCO6 CTepUnn3aLum;

yKasaHue Ha 0fHOPa30BOCTb UCMO/b30BaHMUS;

CTpaHa NPOUCX0XaeHus

MPOU3BOAUTENb U €T0 afpec;

YMOMHOMOYEHHbIA NpeAcTaBUTENb B POcCum 1 ero ajpec

JlaTa UCTeueHns cpoKa rofHoCTy

CPOK FOAHOCTU

CVUMBObI, COAEPXKaLLMe UHAOPMaLMIO, BaXKHYH ANs MPaBUIbHOTO UCMOMb30BaHUS MEAMULMHCKUX NPUGOpOB.
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OG6paLaThCsi C 0OCTOPOXHOCTHIO

n JTOI CTOPOHOI BBEPX

[laHHble MpoeKpupoBaHUS U MPOM3BOACTBEHHOIO Mpolecca

NoNo KaHiona Wrna pgns nepBUYHOro npokosna
1 3akynka cbipbs 3aKkyrka cblipbs
2 KOHTpoONb KayecTBa ChipbA KOHTpONb KayecTBa CbipbA
COopka KaHionb, BKlo4as Coéopka urn, BK/Yasi HaHeceHue
3 HaHeceHne CUIMKOHOBOW P CMﬂM&OHOBOﬁ CMasKI
CcMa3kKu
KoHTpoOnb
KOHTpOonb nNpou3BOACTBEHHOIO
4 npon3BOACTBEHHOIO
npouecca
npouecca
5 MepBMYHaA ynakoBka B 6nucCTepsl
6 BTtopnuHaa ynakoBka (rpynnoBas + TPaHCNOPTHaA YMNakoBKa)
7 Crepunmnsauyms
8 BbIXOQHOW KOHTPO/Ib
9 BhinycK npoayKunu
6. Mocnenpofa>kHad noTpebuTenbckas nHpopuauma
6.1. Cpok rogHocTH
Cpok rogHocTu npu coGNOAEHUN YCNOBUW XpaHeHMs - 5 neT Cc paTbl U3rOTOBIEHMA nNpwu

ycnoeuu cob6nioaeHun Bcex TpeboBaHMl XpaHeHMs, KOTOpble yKa3aHbl NPOW3BOAUTENEM.

6.2. Ycnosusa TpaHCNOPTUPOBKMK
TemnepaTtypa Bo3gyxa: +5®C - +25'"C
OTHOCUTENbHAs BNaXHOCTb: He 6o0onee 70%;
ATmochepHoe paBneHue: 75520 MM pT. CT.

6.3. Ycnosua xpaHeHus

XpaHnTb B OpUTMHaANBHOW ynakoBKe, B  3aKpbIThbIX, CyXxux, npoxnaagHblX MNOMeELWeHNax
TemnepaType Bo3gyxa: +5®C - +25°C/ OTHOCUTENbHOW BaXHocTW: He 6Gonee 70% wn
aTmoctepHoMm gasneHuun: 755 +20 MM pT. cT. WN36eraTb nonagaHua NpAMbIX COJIHEYHbIX Nyyelt,
BO34eNcTBUSA Bbl COKUX TemnepaTtyp " BblCOKO BNaXHOCTH. YnakoBKu Heo6xo4UMO

npefoxpaHATb OT MOBPEXAEHUS.

6.4. TexHuyeckoe o06CAy>KMBaHWE N PEMOHT
KaHionm uHTpagepmanbHble O3Telt B KOMNAeKTe ¢ urnamu Ana npokona B Habopax SABNSAKTCA

MegULUHCKUM wu3hennem O[LHOPA3oBOr0 WCNONb30BaHWA, B C/lyyae TMNOJIOMKM PEMOHTY He
nognexar.

6.5. lopagok v ycnosusa yTuaumsauuu

[lo knaccy onacHOCTU MeAULUUMHCKMX OTXOLOB MNpW yTunum3auum mMepgunumHckoe usgenne «KaHwonum
WHTpagepMmanbHble O3Tec! B KOMMNNeKTe € wurnamm pAns npokosna, B Habopax» MOXeT O6biTb
OTHECeHO K Q3NuUAemMUOoNIoOTUNYeCcKM onacHbiM OTXopAgam (MHVUMpOBaHHbIE W MNOTeHUWasbHO

MH(PULUPOBAHHbIE oTX0Abl, 3arpsA3HeHHble KpOBbIO nivnn apyrumu 6uonoruyeckumMmm
XNAKOCTAMMN).

YTunusauuna p[o/XKHa nNpou3BOAUTbLCA B COOTBEeTCTBUMU C 3aKoHoaaTe/lbHbIMU N MECTHbIMU
HOpmMaTuBamMu, a TakKXe npoTokonamMum MeguULUUHCKOro yuypexaneHunsa.
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6.6. TpeboBaHWS K OXpaHe OKpy>aKwein cpefbl
Me,ﬂ,I/ILI,I/IHCKoe npenne npnm wumcnonb3oBaHuwn, TpaHCNOpTUpOBKE W XpaHeHWW He oKa3biBaeT
HEeraTUBHOTO BO34EWCTBUA Ha 4YesloBeKa WU OKpyxXawlyw cpeqy.

6. 7. lapaHTWuiiHble 06A3aTenbcTBa

FapaHTna pelicTByeT BeCb 3asBNIeHHbI CPOK TOAHOCTW WU3geNuMsa U pacnpocTpaHaeTcsa Ha
n3genna npu ycnosuu cob6nAeHUA YCNOBUIA XpaHeHWs, TPaHCNOPTUPOBKWU, 3KcnayaTauuwu.
Komnanuns FEEL TECH CO., LTD., Kopef, rapaHTumpyeT, U4TO AaHHbIA NpoayKT 6bl1 npou3BeeH
N ynakoBaH C f[O/XKHOW akKypaTHOCTbl, npeanucaHHoli B [OupektuBe EC 93/42/EEC pgns
MeAUUNHCKUX usgenunin. KomnaHmsa FEEL TECH CO., LTD., Kopesa wumeeT CepTtudcukarel EC,
cBupgeTenbCcTBylOWMEe O TOM, UYTO CUCTeMa MEHeAXMeHTa KayecTBa KOMMNaHWM COOTBeTCTBYyeT
TpeboBaHuam MpunoxeHns |1 (ucknwouvaa pasgen 4) Aupektusbl 93/42/EEC, 1SO 13485:2003.
M3penna 6blM MHAMBUAYANIbHO nNpOTecTUpoBaHbl W TwaTenbHO npoBepeHbl. KomnaHua FEEL
TECH CO., LTD, Kopea 3ameHuTt nwboe wn3genne, B cnyyvyae oOHapyXeHua pgedektos,
A0NYyLW eHHbIX B xopne npousBoACTBa " ynakoBKU (Aokas3aTenbcTBa MOTYT 6bITb
npepocTtaBneHbl), U coobuweHns O Takumx pedekrtax B kKomnaHuw FEEL TECH CO., LTD, Kopes
MmN ee  YNOJIHOMOYEHHOMY TnNpefcTaBuUTento, nnn  auctpubbloTopam. JaHHaa rapaHTuA
npumeHsaeTca BMeCTO N060K WUHOW rapaHTWUMW, YCTHOW WAN NMUCbMEHHOW, SBHO BblpaXeHHOW unun
nogpasymMmeBaemMoi, a Takxe WUCKNw4YyaeT ee.

Monb3oBaTenb HeceT OTBETCTBEHHOCTb 3a oOnpejesieHMe MNPUTOAHOCTM MNpoAaykTa Ansd
ncnonb3oBaHMsa Ha nauyumeHTax. KomnaHms FEEL TECH CO., LTD, Kopess m ee ynOJIHOMOYEHHbIN
npeacTtaBuTenb WAM AUCTPUOLIOTOPbLI HE HecyT OTBETCTBEHHOCTM 3a kKakoi-nnb6o Bpes unu
yuiep6 nw60oro xapakrtepa, BO3HUKWMWA NPAMO WM KOCBEHHO NpW MCNONb30OBaHWUW U3LENUA.
Ecnn paHHoe ycTpoWcTBO cTano pfgedekTHbIM B nMNpejenax rapaHTUWHONO cpoka, Bawum
WCKNHYNTENbHBIM BapMaHTOM [AEeNCTBUIA W efUHCTBEHHON 06s3aHHOCTbI KomnaHum FEEL TECH
CO., LTD, Kopesa gonxHa O6blTb 3aMeHa Ha wucnpaBHOe wMejguunmHckoe wusgenune «KaHonu
WHTpagepmasnbHele DSmed B KoMnnaekTe C urnamy Anaa npokosna, B Habopax». OTBETCTBEHHOCTHb
B OTHOWeEHWW un3fenuma npekpawaeTcsa, ecnAum BO3HWUKAO /w6oe MNoBpexAeHue, Bbl3BaHHOE
TPAaHCNOPTUPOBKOW, XpaHeHWeM UNM HeHagnexawumm obpaweHnem nonb3oBaTensd, a Takxe
Apyrumu daktopamu 3a npegenamum KOHTPONA NPOU3BOAUTENA.

7. YNONHOHOYEHHbIA NpeacTaBuTenb nNnpou3soanTens B PP

[JaHHble yNnONHOMOYEHHOTo npefcTaBuTens no Bonpocam ob6paueHus MegMLUHCKOTo U3fenums Ha
Tepputopun Poccuinckoih depepauyunn:

O6WwecTBO C OrpaHMYeHHONW oTBeTCTBeHHOCTbl "OANCUMEAMKAN"

(000 "ONCUMEAWNKAN"); WHH/KMNM: 9715354188 / 771501001

127273, r. MockBa, CurHanbHbin npoes3pn, pAom 18, nom. 109, komHaTa 21

TenegoH: +7 (495) 902-77-78. \
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DKoHr-po, 3-run, [XOHrHo-ry, Ceyn (TenepoH) 756-4401
(HeoHrpKMH-goHr, 3gaHue CamcoH) o).701, 702 (Pakc) 756-4402

[MpunoxerHne NoA3!

PernctpaunoHHbin Ne 2022 - 2525

HOTAPVNA/IbBHOE YAOCTOBEPEHUVE

AH [OxuH By

nuyo, peicteyluee No LOBEPEHHOCTHU

dnn Tek Ko., N1ta. /| Feel Tech Co., Ltd.

EonHonnuHblil ynpasnswowmnin Kum KeyH Cuk

Mpepactan nepefo MHOW M noaATBepAWN NOANMHHOCTb BblWeyka3aHHOW NoANUCKU Ha LOKYMEHTe
MHCcTpyKynsa

HacTtoawum ypoctoBepeHo 26-ro AHBapsas 2022 roga B JgaHHOM oduce
FOPVANYECKOE BKOPO WIAEA U HOTAPWAJIbHBIA O®UC WHK.

MpuHagnexuTt LleHTpanbHomMy OkpyxHomy Ocdcucy MNpokypopa B ropopge Ceyne
(MeoHrgpXmnH-goHr, 3paHue CamcoH) od¢.701, 702

34, [OxoHr-po, 3-run, AxoHrHo-ry, Ceyn,Pecny6nuka Kopes

Moagnuce My6nmuyHoro HoTtapuyca

/nognuck € KBagpaTHON KOpnopaTMWBHOW mevyaTbto:/ TMapk LXoHr Yeiin

[daHHbIn odunc 6bin aBTOpM3oBaH MuHucTtepctBom HOctuumm, Pecnyb6nuka Kopes

B kauyecTBe Nyb6nmyHoro HoTapuyca c 7 depansga 2020 roabl B cuny 3akoHa No243

210Mm. X 297MMm.
MnoTHOCTbL OGymarn: 70r./kKB.Mm.

AMOCTWb (FAAITCKAA KOHBEHUMA OT 5 OKTABPA 1961r.)
1. CrpaHa: Pecny6sivka Kopes /QR-kopn/
HacToswnin ny6nnyHbii JOKYMEHT
2. noanuncaH Mapk [OXoHr Yeiin
3. BbiCTynawumm B KadvecTBe [lyb6nnyHoro Hotapuyca
4. ckpenneH nevatbi/wTamnom OPVAVYECKOIO BIOPO WAEA W HOTAPWA/bHbINA
OoUNC VHK.
YOOCTOBEPEHO

[na Bepypukauym anocTwis, nNpoiauTe Mo CCbUiKe:
htpps://ww.apostille go kr

5. B ropoge Ceyne 6. 27 aHBapa 2022r. 7. MuHucTepcTBOM HCcTUUMK
8. Nz XXA2022Y4JH678

9. Meyatb 7/ wtamn /Kpyrnasa rep6osas nedyatrb:/ MUHWUCTEPCTBO HCTWUNA
PECMYB/IMKN KOPESA

10. Mognmncb /nopgnucaHo/ CoHr Xu

llepeBOnuUMK:
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Poccuinickaa depepauyms
Mopog MockBa
[eBAToro eBpansa gBe Tbica4M ABajLaTb BTOPOro roga

A, AyHaeBa Onbra KOpbeBHa, HOTapuyc ropofa MOCKBbI, CBUAETENLCTBYIO BEPHOCTb
KOMWM C NMpeaCcTaB/IeHHOr0 MHe JOKYMEHTa.

3aperucTpupoBaHo B peectpe: Ne 77/857-H/77-2022-6-266.
YnnayeHo 3a coBepLleHne HoTapuanbHoro gericteua: 3240 py6. 00 kon.

O.10.OyHaeBa
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Bcero npoLuHypoBaHo.
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