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6. Possible side effects

Local dystrophy (atrophy or hypertrophy) of adipose tissue is possible due to trauma at the injection
site.

Sometimes there is temporary redness (erythema) at the injection site, which disappears as the therapy
continues. If there is a significant erythema accompanied by itching and swelling and its rapid spread
beyond the injection site, the doctor should be consulted immediately.

The supply of insulin to the body of a diabetic may be interrupted by the crystallization of insulin and
the blocking of the lumen of the needle.

Infection of places of subcutaneous injection and abscesses up to those requiring surgical intervention
are possible.

7. Application method
The medical device is designed to inject insulin at a given dose to compensate for diabetes mellitus.
Insulin flows from the cartridge which is an integral part of an insulin pen injector or is inserted into the
insulin pen injector. Insulin is injected from the insulin pen cartridge with the help of IME-FINE or
DEXFINE needle into a patient’s subcutaneous adipose tissue in those areas where ordinary insulin
syringe is applied (abdomen, thighs, buttocks and shoulders).
Needles for insulin pen injectors are not to be used alone or in conjunction with conventional injection
syringes, since they are designed for use in systems with insulin pen injectors only.
Needles for insulin pen injectors are inserted into the skin at an angle of 45° to 90° with or without the
use of a lifted skin fold, depending on the length of the needle and the characteristics of the patients.
The length of the needle is selected in accordance with such characteristics of patients as BMI (body
mass index), body type and age.
The purpose of using a lifted skin fold is to reduce the risk of intramuscular injection by increasing the
space between the skin and the muscle fascia.

0 DO DON'T
The lifted skin fold is formed with the help of two
fingers (the thumb and first or second finger are used),
as shown in the figure. A good pinch-up is performed
with only two fingers to avoid taking the muscle from
underneath.

Recommendations on selecting a needle and its application are given in this table:

Needle Patients characteristics Recommended angle of Use of skin fold

lensth insertion

4mm Children, teenaeers, adults with BMI <19 90° Mav

5mm  Children, teenaeers. adults with BMI >19 90° Yes or mav

6 mm Children above 6 years, teenagers, adults Children and teenagers 45°, Yes or may
with BMI >19 adults 90°

8mm Children above 6 vears. teenagers, adults 45° Yes or may

After insertion of the needle into the skin it is necessary to press the trigger button of the pen injector
and hold the button for 10 seconds. During this period, the required dose of insulin is injected from the
cartridge through the needle into the subcutaneous adipose tissue. After 10 seconds, the button of the
pen injector is released; the needle is removed, unscrewed from the pen injector body, closed with the
outer protective cap and then disposed of.

8. Operation instructions, safety requirements, precautions

The medical device «IME-FINE, DEXFINE universal single-use injection needles for insulin pen
injectors» is contraindicated for intramuscular and intravenous injections.

The medical device is designed to inject insulin. The device is not designed for administration of blood
and blood derivatives, other medicines, substances or liquids.

The medical device must be replaced after each injection of insulin. After use it must be disposed of
with the outer protective cap on.
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The medical device is recommended to be used at ambient temperature ranging from +5 to +40°C and
relative air humidity of no more than 80%. After keeping the device outside this range, the device is
recommended to be retained within the usage temperatures for 60 minutes.

After transporting at subzero temperatures the device must be kept in its transportation package within
the recommended range of conditions (air temperature from +5 to +40°C, humidity not more than 80%)
for 24 hours.

When attaching the needle to the pen injector insufficient or excessive tightening of the connector can
lead to leakage of insulin and damage to the device.

For patients unable to use their hands well, assistance should be provided by another person.

It is forbidden to use bent and broken needles. Such a needle must be disposed of with the outer
protective cap on.

When using the medical device, rules of antiseptics have to be observed.

The device is intended for single use only. If used repeatedly, needles may render injections painful,
lead to the development of lipoid dystrophy, deteriorated glycemic control (as a result of the blockade
ofthe lumen of the needle; entry of air into the cartridge; leakage of insulin).

Needles for insulin pen injectors are designed for use only in insulin pen injectors systems.

Needles for insulin pen injectors are not be used alone or in conjunction with conventional injection
syringes.

Insulin must be injected strictly subcutaneously (into the subcutaneous adipose tissue), not allowing
intramuscular or intravascular injection.

For self-administration of insulin, it is better to use the abdomen, thighs,
less often the buttocks. Do not inject yourself into the shoulder, because it
is impossible to take the skin fold, which means that the risk of getting
into the muscle increases.

The anatomic areas of possible insulin self-administration are shown
schematically in the figure (gray).

Do not inject insulin into areas of the body where there are scars,
densities or signs of inflammation.

The patient must be examined daily (independently or with the help of a guardian) to inspect and
palpate the places of insulin administrations for signs of inflammation and compaction of skin and
subcutaneous adipose tissue. For this, the method of palpation and simultaneous "tearing” of
symmetrical areas of the subcutaneous fat from the right and left sides of the body is used. Difference
in tissue density is a sign of changes in subcutaneous tissue. In case of detection of cones and seals, one
should seek help from their doctor during the next scheduled visit.

To protect the tissue from pathological changes, the patient needs to rotate the anatomical areas for
insulin administration. According to the recommended rule, each area for injection is divided into four
guadrants (abdomen) or two halves (thighs, buttocks), with each week corresponding to only one
guadrant / half, and then the next one with rotation inside this area clockwise. With each injection in
one quadrant / half, it is necessary to deviate from the previous injection site 1-2 cm in order to avoid
re-injuring the tissues. It is desirable to perform injections at the same time of day. This makes the
insulin absorption process more predictable.

«IME-FINE, DEXFINE universal single-use injection needles for insulin pen injectors» is compatible
with most ofthe existing models of insulin pens produced by the leading European manufacturers such
as ClickStar and AllStar from Samfi-Aventis (Germany), Autopen Classic and Autopen 24 from Owen
Mumford (UK), BiomaticPen and RinsaPen from Ypsomed (Switzerland) and others. The device is
compatible with most but not all of the pen injector systems available. Follow the information and
device from your doctor.
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9. Directions of usage

1. Wash your hands with soap and warm water, then rinse and
T dry them.

2. Remove the cover lid from the outer protective cap

3. Turn the outer protective cap in a clockwise direction to insert

the needle into the insulin pen injector.

4. Remove and keep the outer protective cap for further use.

5. Remove the sheath from the needle.

6. Check the needle for insulin pen injector to make sure it is not
damaged (not bent, not broken, etc.)
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7. Priming. Set 1-2 units of insulin into the pen injector and
allow 1-2 drops to drain from the needle

8. Set the correct dosage of insulin

9. Form a skin fold for injection.

10. Initiate automatic injection of insulin with the help of a
trigger on the pen injector.

11. Hold the needle in skin for 10 seconds after automatic
injection.

12. Remove the needle of the pen from the skin and
simultaneously release the skin fold.

13. After the injection, return the outer protective cap on the
needle hub.

14. Remove the needle from the pen by turning it
counterclockwise.



15. Dispose ofthe needle in its outer protective cap.

10. Technical description, specifications
All versions of the medical device are designed according to one principle, including the following
components: an outer protective cap with a cover lid, a needle sheath, a needle hub with a threaded

connector, a needle tube.

Outer protective  Needle sheath Need e Huband
cap tube threaded Cover lid
connection

10.1. Outer protective cap

The outer protective cap is made of translucent
plastic (polypropylene). It functions as a sterile
barrier of individual package. The thickness of the
walls is 0,7 mm = 0,01 mm. External dimensions
are given in the diagram:

0 6mm «0.1

Measurements are in mm.

O7umc01
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10.2. Needle sheath

0 3,75mm+o,i

10.3. The cover lid of the outer protective cap

The needle sheath is made of white plastic
(polyethylene). It functions as a protector to
the needle tube from deformation and
contamination during the coupling of the
threaded needle connector with the pen
injector. The sheath is removed from the
needle immediately before inserting the
needle into the subcutaneous adipose tissue.
The thickness of the walls of the sheath is 0,6
mm = 0.01 mm. External dimensions are
given in the diagram:

Measurements are in mm

To remove the sheath from the needle, force
of5to 6 N is required.

Cover lid ofthe outer protective cap is made of special paper 80 g/m” of medical grade which includes
layer of PET for hot-sealing. It fulfills the function of a sterile barrier and the marked part of individual
package. It also seals the outer protective cap. The dimensions ofthe lid are 30,0 x 16,5 mm (tolerances
of 0,01 mm along the length and width). For ease of identification, the lid markings for device versions

Version

IME-FINE needle, 31G (0,26 mm diameter). 4 mm needle length
IME-FINE needle, 31G (0.26 mm diameter), 5 mm needle length
IME-FINE needle, 31G (0,26 mm diameter). 6 mm needle length
IME-FINE needle, 31G (0,26 mm diameter). 8 mm needle length
DEXFINE needle, 32G (0,23 mm diameter). 4 mm needle length
DEXFINE needle. 32G (0,23 mm diameter), 5 mm needle length
DEXFINE needle. 32G (0,23 mm diameter), 6 mm needle length

Pantone color scheme
Light Blue, 306 U
Turquoise, 320 U
Blue, 300 U

Purple, 254 U

Green, 361 U

Bright Blue, 299 U
Pink, 213 U

The appearance of a lid for all the versions of the device are shown on the picture:

IME-FINE
1ME-SU1/B LHEHNE
lie (0.26mn) (4 mm 210 (0, ithx>m
ASC € i E
018T 0197
DEXFINE
HNE

IO
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10.4. Needle hub with threaded connector

Needle hub with threaded connector is made of translucent plastic (polypropylene). It performs the
function of fixing the needle tube with the help of medical glue, and also connecting the needle with the
cartridge of the insulin pen injector. The internal surface of the connector has a thread which is made so
that the device can be suitable for any model of pen injector. Force required to connect the needle hub
to the pen injector or to disconnect it is within 5to 6 N.

The breakaway force to separate the needle from the hub is min 22 N.

The dimensions of the needle hub are given in the diagram:

02,6 mm=p,0i 22,00mm*o.oi

[

g

[+l

=

5%

K

E -

. ~
¥ 3

Z 10,9Mm10,0

Measurements are in mm

10.5. Needle tube

Needle tube performs the function of a puncture and cannula for the delivery of insulin to the
subcutaneous adipose tissue. Further facilitating the use of needles is a coating-a silicone based
lubricant. The total length of the needle tube consists of the length of the free part of the needle tube
and the length of the part of the needle tube hidden by the hub. The length of the hidden part of the
needle tube is 10,5 mm +0,05 mm for all versions of the device. The length of the free part of the
needle tube depends on the version of the device. The length parameters of the needle tube are shown

in the Table:

Version Length of free part of Length of hidden part Total length of
needle tube, mm of needle tube, mm needle tube, mm
£0,05 mm +0,05 mm 0,1 mm

IME-FINE needle, 31G (0,26 mm diameter), 4 10,5 145

4 mm needle length

IME-FINE needle, 31G (0,26 mm diameter), 5 10,5 155

5 mm needle length

IME-FINE needle, 31G (0,26 mm diameter), 6 10,5 16,5

6 mm needle length

IME-FINE needle, 31G (0,26 mm diameter), 8 10,5 185

8 mm needle length

DEXFINE needle, 32G (0,23 mm diameter), 4 4 10,5 145

mm needle length

DEXFINE needle, 32G (0,23 mm diameter), 5 5 10,5 155

mm needle length

DEXFINE needle, 32G (0,23 mm diameter), 6 6 10,5 16,5

mm needle length
The IME-FINE needle tube is a 31G caliber, which in metric units corresponds to an outer diameter of

0,26 mm (tolerance 0,007 mm /- 0,006 mm). The force required to puncture the skin is ho more than
0,5 N. The force required to pull the needle out of the skin after puncture is max 1N.
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The needle tube DEXFINE is a 32G caliber, which in metric units corresponds to the outer diameter of
0,23 mm (tolerance + 0,005 mm / - 0,001 mm). The force required to puncture the skin is no more than
0,5 N. The force required to pull the needle out of the skin after puncture is max 1N.

Hardness is 30 HRC, roughness is not more than 0.32 microns.

Sharpening of the needle from the side of the puncture is made as a trihedral lance. The grinding
parameters are shown in the Diagram and are given in the Table:

E,
J2-,
)
/ 1 ‘7’\\
Ul . .
Diagram Reading for Reading for
parameter Commentary IME-FI_NE DEXFI_NE
(31G caliber) (32G caliber)
a Angle of sharpening of the primary edge of the needle 12 +2° 12 +2°
from the side of puncture
P Angle of sharpening of the secondary lateral edge of the 26 £2° 26 £2°
needle from the side of puncture
r Angle of sharpening of the needle from the side of the pen 28 +2° 28 £2°
iniector
0] Angle of the sector of the needle’s sharpening from the 28 £2° 28 £2*
side of puncture
D Length of the lancet tip of the sharpened part of the needle 0,25 mm +0,01 mm 0,25 mm £0,01 mm
from the side of puncture
B Length of the lancet sharpened part of the needle from the 0,6 mm +0,005 mm 0,6 mm +0,005 mm
side of puncture (secondary lateral edges)
G The length of the sharpened part of the needle from the 1,2 mm 0,01 mm 1,2 mm£0,01 mm
side ofthe puncture (primary edge)
d The outer diameter of the needle 0,26 mm £0,007 mm 0,23 mm 0,005 mm

- 0,006 mm -0.001 mMm

IR 11. Materials used in the device

Name of device composition Materials used in manufacturing Type of contact with the human
components body

Needle tube coated with lubricant Stainless steel STS304, Short-term  contact  with  inner

Silicone Dimethylsiloxane MED medium and body tissues

Needle sheath Low density polyethylene LDPE BB120  Short-term contact with skin

Needle hub, outer protective cap Polypropylene PP R6400 Short-term contact with skin

Cover lid Perfeeflex 35793 Paper Short-term contact with skin

Medical adhesive Loctite 4031 Short-term contact with skin

Water-soluble light blue colorant
Water-soluble turquoise colorant

Water-soluble blue colorant
Water-soluble purple colorant
Water-soluble green colorant

Water-soluble bright blue colorant

Water-soluble pink colorant

Shandong Bright Ink 306U
Shandong Bright Ink 320U
Shandong Bright Ink 300U
Shandong Bright Ink 254U
Shandong Bright Ink 361U
Shandong Bright Ink 299U
Shandong Bright Ink 213U

This device is resistant to biological fluids (blood).
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12. List of hazards associated with the use of the medical device
Repealed use worsens consumer properties dramatically due to blunting of the needle tip.

Nrw uccdle Used needle Used needle
magnified x 370 times luagniTied x 370 limes magnified x 2000 times

Repeated use of a single-use device leads to the development of local inflammation, lipodystrophy,
deterioration of glycemic control as a result of blockade to the lumen of the needle; air entering the
cartridge; leakage of insulin.

When individual use is neglected for device contacting with inner body medium, the risk of cross
contamination is high.

When injections are made into the same anatomical areas without alternation there is a high risk of
developing fibrous tissue at the site of injury.

If recommendations for selecting the length of the needle and choosing anatomical area for injection
are not complied with, intramuscular or intravascular insulin administration is possible, coupled with a
risk of hyperglycemia.

If the rules of operation are not observed, the needle tube may be curved or broken before or during
insulin administration, accompanied by a risk of significant traumatization of the tissues at the site of
injection.

13. Environmental safety compliance
Medical device «IME-FINE, DEXFINE universal single-use injection needles for insulin pen injectors»
is totally harmless for the environment.

14. Disinfection and preliminary sterilization methods
This is a single-use sterile medical device, therefore disinfection and cleaning is not required. After use,
the device must be disposed of with the outer protective cap on.

15. Sterility

The medical device is sterilized using ethylene oxide. The device in undamaged individual (piece)
package is sterile, non-toxic and non-pyrogenic for five years from the date of sterilization. The
process, the result of sterilization and the safety of the sterile environment of the device during the shelf
life are controlled by the manufacturer. The process and results are reflected in the sterilization
validation reports.

16. International standards
The device complies with the EN ISO 13485, ISO 10993 standards, Directive 93/42/EEC, ISO
9626:2016, I1SO 11608-2:2012, ISO 7153-1:2016, ISO 7864:2016.

17. Transportation of the medical device

Transportation can be carried out by all types of transport in covered vehicles in transportation package
in accordance with the existing ruled of cargo transportation at air temperature from - 25 to +50°C and
relative humidity of air not exceeded 80%. After transportation at subzero temperatures the device must
be kept in the transportation package under normal climatic conditions (air temperature from + 5 to +
40°C, humidity not more than 80%) for at least 24 hours before usage.
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18. Packaging of the medical device

Each piece of the medical device is packaged in an individual (piece) hermetic package, which is an
outer protective cap made of polypropylene with hot-sealed cover lid on it. The needle is protected with
a needle sheath. Cover lid has a tab for easy opening.

Materials used for individual package, do not have harmful effects on the contents. The material and
design of the package are made to ensure the following properties:

- the sterility of the contents maintained during storage in dry, clean conditions with appropriate
ventilation,

- the risk of contamination of the contents during the opening process minimized.

The gross weight of the medical device in its individual package is 1,1 grams + 0,05 g (including
needle tube, needle sheath, outer protective cap, cover lid of paper). Individual package is not a
commercial package.

The pieces of medical device in individual packages ensuring sterility are placed in a commercial
package - a branded 130 x 70 x 68 mm cardboard box (tolerances on all sides are +1,2 mm). The box
contains 100 pcs. of one version of the medical device. Instruction for use printed on a 202 x 238 mm
(tolerances on both sides are £ 1,5 mm) paper sheet folded 8 times is placed in the box. The size of the
sheet in the folded form is 50 x 119 mm (tolerances on both sides are + 0,9 mm). The gross weight of
commercial package for all the versions of the medical device is 128 grams +7g.

The box is sealed with a sticky label in the place of the future opening, preventing the opening before
the sale to the end user. The medical device is not supplied and not sold by the piece.

50 commercial packages of one or several versions of the medical device are packed in a transportation
package made of corrugated 365 x 275 x 360 mm cardboard (tolerances on all sides are £ 6 mm) The
gross weight of the transportation package is 6550 grams £300 g.

19. Labelling of the medical device
The labeling of the medical device is performed in compliance with ISO 15223-1 requirements.

19.1. The individual (piece) package is marked with the following data indicated on it: device
name and version, the symbol "Sterile” indicating the sterilization method, the single use pictogram, the
designation of the lot and the word "LOT?”, preceding it, the "expiry date" inscription, the CE marking,
the indication of the location and direction of opening.

19.2. The commercial package (branded cardboard box) is marked with the following data: the
name and version of the medical device, the name and address of the manufacturer, the name and
address of the authorized representative in the country of distribution, indication of the number of
contained individual packages ofthe product (100 pcs), the symbol "Sterile™ indicating the sterilization
method, the single use pictogram, the symbol "non-pyrogenic” and the inscription of non-toxic content,
the designation of the lot and the word "LOT", preceding it, the date of manufacture and the "expiry
date™, the symbol of the need to refer to the instruction for use, the symbol of temperature limitations,
the CE marking, symbols and warning labels: "do not use if package is damaged", "refer to the
instruction for use", bar code, product "REF" catalog code designation.

19.3. The transportation package is marked with the following data: the name and address of the
manufacturer, the name and address of the authorized representative in the country of distribution, the
indication of the names and the number of enclosed commercial packages (50 pcs), the symbol
"Sterile” indicating the sterilization method, the single use pictogram, the CE marking, the symbols of

temperature limitations, manipulation signs "fragile", "protect from moisture".
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19.4. Symbols used in marking of the packaging

The marking of the medical device is carried out in accordance with the 1ISO 15223-1 requirements.
Symbols used in the labelling oft le device packaging are listed in the Table:

Marking symbol in compliance with Explanation of symbols

ISO 15223-1
rd Name and address of the manufacturer
Lot (manufacturer’s own lot code)
[1ot]
REF Product catalog code

S TEwLitE ol Sterilized with the use of ethylene oxide (EO)

Expiry date
Single use, repeated use prohibited

Manufacture date

@ The CE marking

Refer to the instruction for use

Do not use if package is damaged

L
Temperature limitations
Fragile
1
1 ,-I- Protect from moisture
)K Non-pyrogenic

20. Storage, shelf life

Shelf life of the medical device is 5 years from the date of manufacture. The date of manufacture is the
date of sterilization. Store and use is recommended at temperatures from +5 to +40°C and relative
humidity not exceeding 80% in a dry ventilated place, protected from direct sunlight.

21. Disposal and destruction requirements

Disposal and destruction is carried out in accordance with the classification, rules for the collection,
use, disposal, neutralization, placement, storage, transportation, recording and disposal of medical
waste, established by the authorized agency of the importing country.

After the date of expiry, the unused medical devices in its unopened package must be disposed of as
Class A medical waste.

The device used before the date of expiry must be disposed of in accordance with the rules for the
disposal of Class B medical waste.

The device in the opened package must be disposed of in accordance with the rules for the disposal of
Class B medical waste.

22. Warranty

Manufacturer «Ningbo Caremed Medical Products Co., Ltd.», China provides warranty for the medical
product. Manufacturer address: No. 79 Jiutang Road South Side, Hangzhou Bay New Zone, 315336
Ningbo, China.

The manufacturer guarantees the product quality during its shelf life period of 5 years from date of
manufacture provided that storage conditions and instructions for use are executed.
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23. Servicing and maintenance requirements
The medical device is single-use and is not subject to servicing / maintenance.

24. Claims
Claims with regards to the quality of the medical device should be sent to Ningbo Caremed Medical

Products Co., Ltd., No. 79 Jiutang Road South Side, Hangzhou Bay New Zone, 315336 Ningbo, China,
as well as to the authorized representative on the territory of the Russian Federation -
MedTestConsulting LLC, Russia, 123181, Moscow, Kulakova str. 1 - 1, of. 193, 8 (495) 750-29-01,

medtestconsult@mailru
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25. Instruction for use sheets placed in the commercial package (box)

25.1. IME-FINE needles

Central preparation

(Homecare)

O Wa»h hands soap in
lukewarm water, then rinse ar>d
completely dry.

Unscrewing the pen needle from

the Insulin pen

O Removing safety foil from blister.

O Turn pen needle ciockwise to
Insert onto insulin pen.

O Remove and store blister.

D Remove protective cap from pen
needle.

Preparation of pen needle and

insulin pen

00 Check pen needle to see ifitis
damaged (bent, broken, etc).

O Bleeding the pen: Set 1-2
Insulin units and allow 1-2 drops
to flow out of the pen needle.

Q Sot correct Insulin dosage
an”unt.

Carrying out an Inaulln injection

(injection example)

Please first discuss your insulin

injection technique with your

medical professional.

O Proper skin fold and pen needle
Insertion.

Q) Injectinsulin (slowly press down
until button stops).

LU Leave pen in the skin for
10 secortds after Injection.

[Q Remove pen from skin while at
the same time releasing the
pinched skin.

Afterinjection

(E Place blister onto pen needle.

L Remove pen needle from Insulin
pen by turning counter-clock-
wise.

[S Dispose of pen needles
according to local regulations.

Pen needles are a single-use

productl

N Quality and safety are reduced
by multiple use of pen rteedles.
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Signs and Symbols
IﬁH Aitide number

n I Manufacturer

GO Date of manufacture

Represantatlve in the
European Corrvminlty

Oa Observe the T«wal
Ourebility
[1otl Lot number

Forone-time use only

| Sterilised with ethylene
loxide

Latex free

Oo not use if package ia
damaged

nKn Temperature Iknit

This product meets the
C € requirements of Nee

0197 Idirective 63/42/EEC

L E -FINE

Pen Needles

Avsilibl* i lzm

m 31G (0.26 mm) x4 mm
m 31Q (0,26 mm) x 5 mm
m 31G (0,26 mm] x 6 mm
m 31C (0,26 mm) x 8 mm

Tiademwk Ownw & DntribuSon

IME-DC

IMC-OCOmbH
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G*n*ral prtparstiofl

O Wash hands with soap n
lukewarm walcf, then rinse and
completely dry.

Unscrewing the pen needle from

the insulin pen

M Rumoiring safety foil from blister.

O Twu.'n pen noodle dockwise to
iiisarl onto Insulin pen.

O Remove and store bilsier.

B Remove protective cep from pen
needle.

Preparation of pen needle and

Insulin pen

O Check pen needle lo see Ifitis
damaged (bent, broken, etc).

D Bleeding the pen: Set 1- 2
insulin units and allow 1- 2 drops
to flow out of the pen noedlo.

O Set correct insulin dosage
ariiount.

After Injection

(E Place blister onto pen needle.

(C Rentove pen needle from insulin
pen by turning counter-dock-
wise.

S Dispose of pen needles
according lo local regulations.

Pen needles ere e singlenise

producti

Quality end safety are reduced
by multiple use of pen needles.
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MHCTPYKUMA MONPUMEHEHWIO MEAULUWUHCKOTO U3AENNA

«rnel IME-FINE, DEXFINE yHuBepcasibHble MUHbEKLNOHHbIE 04HOPAa30BbIe A/1s
WNHCYNINHOBLIX LUMNPULL--pYYeK»

MpounssofcTea «HMHIr60 Keameg Megukan Mpogakte Ko., ITa.», Kutaii / «Ningbo Caremed Medical
Products Co., Ltd.», China
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OrnaBneHne

HavMeHOBaHMe 1 KpaTKoe onucaHne MeguLMHCKOro usgenus

. PaspaboTumk, nponssoamnTenb, agpec Npon3BoacTBa
. HasHaueHwue, ycnosus, 06nacTb NPUMeEHeHUs

. MNMokazaHuA

. MpoTtnBonokasaHns

. BO3MOXHbIe NO6OYHbIE AeliCTBUSA

. Crnocob6 npumeHeHus

MpaBuna akcnayatayum, TpeboBaHUs 6e30NacHOCTU, Mepbl
e[,0CTOPOXXHOCTK

MopsagoK paboTbl C U3LeNEM

TexHnyeckoe onucaHue, cneungukaLnm

Martepuanbl U3roTOB/EHUA U3Lenns

MepeyeHb OMAcHOCTEN, CBA3AHHbIX C MPUMEHEHVEM M3AeNuns
Tpeb6oBaHWA K 0XpaHe OKPYXXatoLLein cpefpl

MeToabl 1 cpeacTBa Ae3nHMEKLMN 1N NPeaCcTEPUNN3ALNOHHOW OUYUCTKN
CrepunbHOCTL

MexayHapoHble CTaHAapThI

TpaHCNoOpTMPOBKA MeLULMHCKOTO U3fenns

YnakoBka MeJMLIMHCKOro u3fenus

MapKunpoBKa MegULUHCKOro u3genus

XpaHeHue, CPOK rofgHoOCTH

MopsAfOK OCYLLECTBNEHUSA YTUAN3ALMUN U YHUUTOXKEHUA MEANLMNHCKOTO

n3genna

22
23

. FapaHTUiiHble 06513aTeNbCTBA
. Tpe6oBaHNs K TEXHUYECKOMY 06CNYXXMBAHWUIO U PEMOHTY MEAULMHCKOrO

N3Lenuns, CepBMCHOe 06CNyXnBaHUe
24. Peknamauums

25
no

. MakeTbl IMCTOB C TEKCTOM MHCTPYKLUM MO NPUMEHEHUIO (BNOXEHbI B

TPeOUTENLCKYHO YMaKOBKY)
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1. HaumeHoBaHMe 1 KpaTKoe onucaHue MegULMHCKOro U3Lenns
«Arnel IME-FINE, DEXFINE yHuBepcasbHble WHBLEKLWOHHbIE OAHOPA30Bble ANA WHCYNNHOBLIX
LINpUL-pyYek». MeanumMHCKOe n3enne BKAOYaeT B cebs:

rnel IME-FINE

Wrna IME-FINE, 31G (gnameTp 0,26 mm), gnvHa urnbl 4 MM, 100 wT/yn.
Wrna IME-FINE, 31G (gnametp 0,26 MM), AnnHa murabsl 5 mm, 100 wr/yn.
Wrna IME-FINE, 31G (guametp 0,26 mMm), AnvHa urnel 6 mm, 100 wt/yn.
Wrna IME-FINE, 31G (guametp 0,26 mm), gnvHa urfbl 8 Mm, 100 wt/yn.
Urnel DEXFINE

Mrna DEXFINE, 32G (guametp 0,23 mMm), AnuHa urnsl 4 mm, 100 wr/yn.
Wrna DEXFINE, 32G (gnameTp 0,23 MM), AnnHa urnbl 5 mm, 100 wr/yn.
Wrna DEXFINE, 32G (guametp 0,23 mMm), AnvHa urnasl 6 MM, 100 wt/yn.

MeaMUMHCKOe — M3fenne NpefcTaBnseT CcoboM  [ABYXKOHEYHYH  KaHI/IMPOBAHHYK  Ury  ©3
HEep>KaBeroLLEen CTanu, BbINMO/IHEHHYIO B Pa3/IMYHbIX ANNHAX 1 AnameTpax (B 3aBUCUMOCTM OT BapuaHTa
NCMOMHEHNS).

WHCcynnH noctynaeT u3 KapTpuoka, KOTopblid ABNAETCA HEOTHEMJIEMON YaCTbIO UHCY/IMHOBOW LUNPUL-
pyyKku, nnbo BCTaBNAeTCA B LWNPUL-PYYKY. WVIHCYNMH ©3 KapTpuaka LNpuL-pyykn BBOAUTCA
nocpeactsom urnbl IME-FINE nn6o DEXFINE B NOAKOXHYI XXMPOBYHO K/eT4aTKy nauueHTa B TeX
30Hax, Kyfa 06bl4HO BBOAAT UHCYNMH C NMOMOLLbIO UHCY/IMHOBOIO LWNpuua (KMBOT, 6eapa, Aroguubl n
nneun).

2. PaspaboTuuk, nponsBoanTesnb

Paspa6otunk: UME-AC 'M6X MHTepHaTnoHanb Megukan SKBUNMEHT - Jainsbutuc Kes, MepmaHus /
IME-DC GmbH International Medical Equipment - Diabetes Care.

95030, FuhrmannstraBe 11, Hof, Germany / ®ypmaHHwTpacce 11, Xod, MepmaHus.

MpownssoguTens: HUHr60 Keameg Megukan Mpogaktc Ko., ITa., Kutai.

MecTo Npon3BOACTBa MeAULMHCKOro nsgenus: HuHréo Keamen Megukan Mpogaktc Ko., JIta., Kutait
/ Ningbo Caremed Medical Products Co., Ltd. Agpec: No. 79 Jiutang Road South Side, Hangzhou Bay
New Zone, 315336 Ningbo, China.

3. HasHaueHwue, ycnosus, 061acTb NPUMeEHEHMNSA

MepguumnHckoe mnsgenve «Urnel IME-FINE, DEXFINE yHuBepcanbHble MHBEKLWNOHHbIE 04HOPAa30Bble
ON19 MHCYTIMHOBBIX LWINPUL-PYYeK» NpefHa3HauyeHo 418 NOAKOXHOIo BBeeHNA (MHBbEeKLUN) UHCYIMHA.

MprMeHseTCA B 3HAOKPUHOMNOIUM C LieNbio KOMMeHcaumuy caxapHoro guabera.

MefunuMHCKOe n3denue npefHasHavyeHo ANa MPUMEHEHUA B YCOBUAX KAUHUK, O0NbHUL, B MOMEBbIX
YCNOBUAX, a TakKXe [N CamMOCTOATE/IbHOI0 MCNOJ/Ib30BaHUSA MNauueHTamu B [OMALUHUX YCNOBUSAX.
M3penve npefHasHavyeHo a1 UHANBUAYANbHOIO OAHOKPATHOrO UCMO/Ib30BaHMA.

4. TMoka3aHus

V3genne npumeHsieTcs B MpPaKTMKe BeAeHUS NauUMEeHTOB pas3fIMYHOro BO3pacTa cTaplle 2-X neT C
HapyLleHVsMMW YrneBogHOro obmeHa (caxapHblii Anabet 1Tuna).

lMokasaHMAMM K UCMOMb30BaHWIO U3AENNA B COCTaBe UHCY/IMHOBBIX LUMPUL-PYYeK ABNAIOTCA:

- AKTUMBHBbI 1 MOBUNLHbLIN 06pa3 XU3HN NaLneHTa,

- Heo6x0aMMOCTb YNpOLLEHUS NPoLeaypbl MHBEKLMMW, B TOM YUC/IE NO NPUYMHE CNaboro 3peHns n/mnm
paccTpoCcTBa KOOPAMHALIMK ABVKEHWIA Y NALINEHTA,

- CHATME NCMXONOrn4ecknx 6apbepoB ANs NauneHToB, 604 MXCA YKO/IOB.

5. TpoTmBonokasaHuA

CneunanbHbIX NPOTUBOMOKA3aHWI AN UCNOMb30BaHNUA U3AENNSA HET.

WHcynnHoTepanuio  npuv  MOMOLLM  LUMPUL-PYYEK HE WCMOMb3YIT [Aa1a  camocTosTesbi!oro
MCMO/Mb30BaHUA B3POC/bIMW  MauueHTaMu, Yy KOTOPbIX €eCTb MCUXUYeckoe 3aboneBaHue nnbo
WHTENNEKTYaNlbHOE CHVKEHME, CMOCOOHOe MPUBECTU K HeafeKBaTHOMY O6palleHuto ¢ usgenviem. B
3TOM cfy4yae TpebyeTcst MOCTOSHHbINA KOHTPO/Ib OMEKAtoLLEero nepcoHana.
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6. Bo3aMOXXHble NOGOYHbIE AeCTBUSA

Bo3amoxHa MecTHasa pguctpoduma (atpoduma wnAmM  rUNepTPogMsl) >KMPOBOMN TKaHW BCNeACTBUE
TPaBMUPOBaHUSA B MeCTaX MHBEKLMIA.

WHorpa HabnogaeTca BpeMeHHOe MOKpacHeHue (3pUTema) B MeCTe MHBEKLUMU, KOTOPOe UcYe3aeT npu
npogo/mkeHun Tepanuun. lMpu 06pasoBaHMM 3HAYMTEILHOW 3pUTEMbI, COMPOBOXAAEMOW 3yAOM U
OTEKOM, W ee O6bICTPOM PacrnpoCTpPaHeHMM 3a FpaHUUbl MecTa WMHbLEKLMU HEeob6XOAMMO Cpasy e
co06LWNTL 06 3TOM Bpauy.

Mojaya MHCY/NMHA B OpraHu3M fuabeTvika MOXET MpepbiBaTbCA M3-3a KpUCTaNnM3aums UHCYINHA U
610KMpPOBaHNA NPOCBETA UTbI.

B0O3MOXHO WH(UUMPOBaHWE MECT MOLKOXHOr0 BBefeHWs, abCcueccbl BMIOTb L0 XUPYPruyeckoro
BMeLLaTeNbCTBa.

7. Cnocob npumeHeHNs
MeanuUHCKOe n3fenvie npegHasHayeHo 18 BBEEeHUS UHCY/IMHA B 33flaHHON [03e ANS KOMMeHcaumm
caxapHoro fua6eta. VIHCynuH nocTynaeT M3 KapTpuaka, KOTOPbIA ABMAETCA HEOTHEMJIEMON YacTbio
VHCYNIMHOBOI LUMPUL-PYYKM MO0 BCTaBNSETCA B LUNPUL-PYYKY. VIHCYNMH ©3 KapTpupka Lnpuu-
pyukn BBoguTca nocpeactsom urabl IME-FINE nn6o DEXFLINE B MOAKOXHYIO XXUPOBYK KNeT4aTKy
nauueHTa B Tex 30Hax, Kyfa 00bl4HO BBOAAT WHCY/IMH C MOMOLLbLIO MHCY/IMHOBOIO LWNpuua (KUBOT,
6enpa, aroguubl).
Wrnbl gns WMHCYNIMHOBBLIX LIMNPUL-PYYEK He WUCMONb3YKTCA CaMOCTOATE/IbHO /IM60 COBMECTHO C
06bIYHbIMN MHBEKLMOHHBIMY LUMPULLAMU, NOCKONbKY paccymTaHbl Ha MPUMEHEHWNEe TONLKO B CUCTEME C
WHCY/IMHOBLIMU LUMPUL-PYYKaMU.
rnbl gnsa MHCYNMHOBLIX LUMPUL-PYYeK BBOAATCA B KOXY Mof yrniom ot 45° to 90° ¢ ncnons3osaHeM
nn6o 6e3 MCMonb30BaHUA KOXHOW CKNafKW, B 3aBUCUMOCTW OT [/IMHbI UMbl U XapaKTepUCTUKU
nauymeHta. AnuHa vrnel noAbupaeTca B COOTBETCTBMM C TaKMMMW XapaKTepuCTUKaMu MauueHTOB Kak
MMT (MHAeKc macchl Tena), TUN TenocnoXeHuns, Bo3pacT.
Llenb 1Mcnonb3oBaHWs NOAHATOM KOXHOWM CKNaLKW - YMEHbLUEHVE PUCKA BHYTPUMBILLEYHOW WHBEKLMM
MyTemM YBe/IMYEHWUs NPOCTPAHCTBA MEXAY KOXei U (hacLmein MblLLbl.

0 DO DON'T
MoaHATaA KOXKHasA CKagkKa popmMupyeTcs npyu noMoLm
OBYX NanibLeB PyKM (MCNOMb3YytOTCA  6OMbLIOA 1
yKasaTenbHbI1 MO0 cpefHUiA nanew), Kak NokKasaHO Ha
pUCYHKe. [N npaBWbHOrO 3axBaTa Tpebyetca 6paTb
KOXY TOJ/IbKO [IByMA NasibLamu, nHadye OyfeT 3axBayeHa

MbILLILIA HUXKHETO C/104.
MpaBubHO He npasuibHO

PekomeHaLum no nog6opy Ura v NpUMeHeHUo faHbl B Tabnuue:

OnnHa  XapakTepuCcTUKK nalueHTa PekomeHAyembliA  yron  ®opMUpOBaHKE KOXHOW CKagKu
Urnbl BBELEHUA UT/bI
4 Mv JeTtn, nogpocTku, B3pocsble ¢ MIMT <19 90° Bo3MoXxHO
5 Mm JeTtn, nogpocTku, B3pocsble ¢ MIMT>19 90° [a nm6o BO3MOXHO
6 Mv [JeTtu ¢ 6 neT, NoapocTKy, Jetn v nogpocTtkn 45°, [a nmbo BO3MOXHO
B3pocsble ¢ IMT >19 B3poc/ble 90°
8 Mm JeTtu ¢ 6 neT, NoApocTKK, B3pOC/ble 45° [a nm6o BO3MOXHO

MMocne BBeAEHMA UMbl B KOXY HY>XHO OCYLLECTBUTb HaXkaThe Ha KHOMKY CrMyCKOBOro MmexaHu3ma
WNPUL-PYYKA W [epXaTb KHOMKY HaxaTol B TeyeHue 10 cekyHA. B 3TOT nepuof HyXHas [o3a
WHCY/IMHA BBOAMTCA U3 KapTpuKa Yepes Urny B MOAKOXHYIO XMPOBYIO Knetyatky. Yepe3 10 ceKyHp
KHOMKa LWNPpUL-pPYYKN OTNyCKaeTcd, WUrna BbIBOAUTCA, OTBMHYMBAETCA OT Kopnyca LUMPUL-PYUKK,
3aKpbIBAETCA HAPYXHbIM 3alWUTHBLIM KONMa4yKoM W1 YTUAN3UPYETCS.
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8. MpaBwuna skcnayaTaymn, TpeboBaHMs 6e30NacHOCTU, Mepbl NPeLOCTOPOXHOCTU

MepuumHckoe nsgenue «Urnel IME-FINE, DEXFINE yHuBepca/ibHble WHBLEKLWNOHHbLIE OAHOPAa30BbLIe
ONS WUHCYNIMHOBBLIX  LUNPUL-PYYeK» NPOTMBOMNOKA3aHO A1 BHYTPUMbILLEYHBIX W BHYTPUBEHHbIX
NHBEKLWA.

W3penve npefHasHavyeHo 419 BBELEHUSA UHCYNWHA. 3denne He npegHa3HayeHo ANs BBEAEHUS KPOBU U
ee NPOM3BOAHbBIX, APYTUX MeLNKAMEHTOB, BELLECTB U XXUAKOCTEN.

N3genve noanexuT 3ameHe MOCNe KaXA0W WHBEKLUW WHCynMHa. Tlocne MCMonib30BaHUA W3aenune
NOANEXWUT YTUAN3ALMN C HAJETbIM Hapy>XHbIM 3alMTHLIM KOIMayKoM.

3aenvne pekoMeHayeTcs MCMoMb30BaTh MPU OKPYXKaloLWEn TeMnepaType B AnanasoHe oT +5 ao +40°C
N OTHOCUTENbHOM BNaXHOCTW BO3fyxa He 6onee 80 %. Mocne HaxOXAeHWs B YCNOBUAX TemmnepaTyp,
BbIXOAALLMX 3a Mpefenbl 3TOr0 Auana3oHa, PeKOMeHAYeTCcs BblAepXXaTb W3fenue npu Temnepatype
NCMNoNb30BaHNA B TevyeHne 60 MUHYT.

Mocne TpaHCNOPTUPOBaHMA B YCIOBUAX OTpULLATEIbHbIX TeMnepaTyp U3genme B TPAHCMOPTHOW Tape
[JO/MKHO 6bIThb BbIAEPXKAHO B KTMMATUYECKMX YCIOBUAX UCMOb30BaHUS (TemnepaTypa Bo3gyxa oT +5
[0 +40°C, BnaXHOCTb He 6onee 80 %) B TeueHMe 24 4acos.

Mpu npucoefMHEHUN WUINbl K LWNPUL-PYUYKe HEAOCTAaTOYHOE NMB0 Ype3MepHO 3aTArMBaHMe pasbema
MOXXET MPUBECTU K NMPOTEYKE NUHCY/IMHA M NOSIOMKE U3Lenns.

[ns naumeHTOB, KOTOPble HE MOTYT XOPOLIO MO/b30BaTbCs pPyKaMu, AO/MKHa ObiTb MpesycMOTpeHa
MOMOLLb CO CTOPOHbI APYTOi NEPCOHbI.

3anpeLieHo MCronb30BaHUE MOTHYThbIX W CAOMaHHbIX WM. Takafd wurna NoafexuT yTuausauum c
HafeTbiM HapY>KHbIM 3aLLMUTHBIM KOJINayKoM.

Mpu MCNonb30BaHUM MEAULMHCKOTO U3Aenuns cneayeT cobnofaTe npasuia aHTUCENTUKN.

M3genve npegHasHayeHoO TOMBKO A1 O4HOPA30BOro WCMO/b30BaHWA. 1py MOBTOPHOM MPUMMEHEHMUM
OLHOPa30BbIX UMM WHBLEKLMU MOTYT ObiTb 60ME3HEHHEE, MPUBOAUTL K AUCTPO(UU >KMUPOBOW TKaHW,
YXYAWEHUIO T/IMKEMUYECKOTO KOHTPONS, ONOKMPOBaHWIO MNPOCBETa WI/ibl; MONafjaHuio BO3fgyxa B
KapTpULXK; BbITEKAHWIO MHCY/NHA.

Wrabl  ona  WMHCYNWHOBBLIX LUMNPUL-PYYEK paccuMTaHbl Ha MpPMMeHeHWe TONbKO B CUCTeMe C
WHCY/IMHOBLIMW LUMNPULL-PYUHKaMMU.

Wrnbl Ans WMHCYNWHOBBLIX LUMPUL-PYYEK HE MWCNOMb3YKOTCA CaMOCTOSATENIbHO NGO COBMECTHO C
00bIYHBIMW UHBEKLMOHHBIMY LUMPULAMN.

WHCYNMH Heo6xo4MmMo BBOAWUTbL CTPOr0O MOAKOXHO (B MOAKOXHO-XMPOBYI KNeTyaTKy), HC Jonyckas
BHYTPUMbILLIEYHOTO NGO BHYTPMUCOCYLMNCTOrO BMPbICKUBAHUS.

[na camocToATeNbHOro BBeAeHWUS WHCYNMHA Nydlle UCMNO/b30BaTb XXMBOT, 6edpa, pexe Aroguubl.
[Jenatb MHbeKUMY camoMy cebe B M1e40 He peKOMEHAYeTCH, T.K. HEBO3MOXKHO B3ATb KOXHYHO CKIafKy,
a 3HauYuUT, YBE/IMUYMBAETCA PUCK NONafaHns B MbILLLLY.

AHaTOMUYECKMEe 06/1aCTi BO3MOXHOIO CaMOCTOSITENIbHOTO BBEEHMS
VIHCY/IMHA CXEMATUYHO MOKa3aHbl Ha PUCYHKE (CepbIM).

Henb3s BBOAWTb MHCYNMH B y4yaCTKM Tena, FAe ecTb py6upbl,
YNNOTHEHWUS UMW NPU3HAKK BOCMANEHMS.

MayneHTy Heo6X0AMMO eXefHEBHO (CamMOCTOATENbHO NMGO NPU MOMOLLM OMEKatoLero nepcoHana)
MPOBOAUTL OCMOTP W NafbNauuilo MecT BBEEHUS WHCYNMHA Ha NpPeaMeT BbISBNEHUS MNPU3HAKOB
BOCMANEHUs 1 YYacTKOB YMJOTHEHWUS KOXWU U MOAKOXKHOW >KMPOBOW KneTtyaTku. [ 3Toro
MPUMEHSETC MeToA NaNbNMpPOBaHWs 1 OAHOBPEMEHHOTO «3aLlMMbIBAHNS» CUMMETPUYHBIX Y4YacTKOB
MOJKOXHO-XKNPOBOI KNETUYaTKK C NPaBoii 1 NeBOli CTOPOH Tena. PasHuULa B NAIOTHOCTYU TKaHU SBNSETCS
MPU3HAKOM HanUums M3MeHEeHWUIA B NMOLKOXHO-XKMPOBOW KneTyaTke. B ciyyae 06HapyXeHWs LUMLLEK U
YNNOTHEHWIA cneayeT 06paTUTLCS 3a NMOMOLLbLIO K /lieyallieMy Bpady BO BPeEMSi OYepefHOro naaHoBOro
MoCeLLeHMs.
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[na Toro 4yto6bl 3aWUTUTL TKAHU OT NaTON0MMYeCKUX U3MEHEHWIA, NaLNeHTy HeOOX04MMO YepesoBaTh
aHaTomuyeckue 061acTu AN BBeLEHWS MHCYNuHA. COrnacHO peKOMEeHLOBaHHOMY MpaBuily, Kaxias
06MacTb ANA MHBLEKLUMIA pasfensetcs Ha 4eTblpe KBagpaHTa (XKMBOT) NM60 fBe MONOBMHLI (Geapa,
Arofuubl), NPU 3TOM KaXAYH Hefento MCnosb3yeTcs TONbKO OAWH KBajpaHT / MOMoBMHa, a 3aTem
crefylolime ¢ yepefoBaHMeM BHYTPU 3TO 06/1acTU MO 4acoBO CTpenke. Mpyn KaXAOW MHbEKUMWN B
OAHOM KBafipaHTe / MO/OBMHE HEOO6XOAMMO OTCTyNaTh OT MpeAblAyLlero MecTa MHbekumn 1-2 cm ans
TOro, 4tobbl M36exaTb MOBTOPHOrO TPaBMMPOBAHWS TKaHeil. [Mpy 3TOM XXenaTefibHO BbIMOMHATH
VHBEKLMM B OAHO W TO >XXe BpeMs CYTOK. TO MO3BOMAET CAenaTb MPOLECC BCACbIBAHWUS WHCYNUHA
60nee nNpefcKasyeMbiM.

MeganuuHckoe nsgenve «Urnel IME-FINE, DEXFINE yHuBepcabHble MHbEKLMOHHbIE 04HOPa30Bble
ANA VMHCYNMHOBBIX LUMPUL-PYYEK» COBMECTUMO C GONbLUIMHCTBOM HaxOAALWMXCA Ha PbiHKE Mojenei
WNPUL-PYYEK,  BbIMYCKaeMblX  BeAyWMMU  €BPOMENCKAMU  MPOU3BOAUTENSIMU, K  MPUMEpY,
«KnukKCTAP» n «OnCrap» oT «CaHogu-ABeHTuc» (FepmaHus), «Autopen Classic» u «Auntopen 24»
oT «QOyap Mamdpopg» (Benukobputanus), «buomaTuklleH» n «PuHcalleH» oT «lncomen»
(Weviyapus) un apyrue.

N3penve nogxoauT K 60MbLUMHCTBY, HO He abCONOTHO KO BCEM LUMPUL-pyYKaM. CrefyliTe cBeAeHUAM
N pEKOMEeHJALMAM fleyalllero spava.

9 MNopagoK paboTbl ¢ U3AeNEM

1.BbIMOIATE pyKM C MbI/IOM B TEM/OI BOAE, 3aTEM OMOOCHUTE
X U BbITPUTE HACYXO.

2.YpannTe KpblLWeYKY C Hapy>KHOro 3al{MTHOr0 Koanayka urbl

3.MoBepPHUTE HAPYXXHBbIi 3aLLMUTHbIA KONNAYoK Mo YacoBoi

CTPesike, YToBbl BCTABUTb WUIMY B MHCY/IMHOBYIO LLINPULL-PYUKY.

4.CHAMWTE 1 COXPaHUTE HapPYXXHbIIA 3aLMTHbIA KOMNAYoK.
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5. CHUMUTe (hyTnsp C Urfbl.

6. MpoBepbTe UFNY ANs UHCYNMHOBOI LINPULL-PYYKM, YTOBbI
y6eanTbCsA, UTO OHa He NOBpeXAeHa (He COrHyTa, HC C/IoMaHa U

T.0.)

7. YCTaHOBUTE B WUMPUL-PYUKY 1-2 AMHWLbI UHCYNIMHA U AaiiTe
1-2 Kannsm BbITeYb W3 UMbl

8. YcrtaHoBWUTe NpaBWU/ibHYIO AO3MPOBKY MHCYNNHA

9. CdopMupyinTe KOXHYI CKNagKy Ans UHbEKL MU,

10. lpowussefuTe aBTOMATUYECKYHO UHBEKLUMUIO UHCYIMHA NpY
MOMOLLM CMYCKOBOI0 MEXaHW3Ma Ha LLNPULL-pyuUKe.

11. 3agepxute urny B Koxxe Ha 10 ceKyHA rnocne aBTOMHbEKLUN.
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12. Y panute nrany wnpuua-pyykn n3 KoXun n o4HOBPEMEHHO
OTMYCTUTE KOXHYHO CKNaaKy.

13. Mocne UHLEKLMN BEPHUTE HapPYXXHbIVi 3aLUMTHBIA KOMNa4voK
Ha urny.

14. BbIKpyTUTE NNy K3 WNPULA-PYYKK, NOBEPHYB ee NpPoTuUB
4aCOBOW CTPEsKM.

15. YTUnu3anpyite urny Ans UHCYNMHOBOIO LWNPULA-PYYKU C
HAETbIM HAPY>KHbIM 3aLLUTHLIM KO/NAYKOM.



10. TexHMuecKoe onucaHue, creynpukaumm

Bce BapuaHTbl MWCMONHEHMS MEAULMHCKOrO W3LeNns CKOHCTPYMPOBaHbl MO O4HOMY MNPUHLMNY,
BK/ItOYas B cebs crefytowime KOMMOHEHTbI: HapyXXHbIA 3alUTHBIA KONAYoK C KPbIWEYKOon, pyTnap
UrNbl, BTY/IKA UMbl C pe3b00BbIM pa3beMoM, TPy6OKa Ur/bl.

DyTAAp UMbl
o Urnbl
3aLYMTHbIN

Konnavyok

FO/1. Hapy)XHbIii 3alNMTHbIN KONa4yoK

0 a1

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

pasbem

Tp;"ka Btynkau
pe3b60BOWA

Kpbiweyka

Hapy>XHblIi1 3alMUTHBIA KONMA4YO0K BbIMNOAHEH U3
Nnonynpo3pavyHoro nnaactuka (NonvMnponueH).
BbINONHAET (PYHKLMIO CTEPUILHOrO 6Gapbepa M
NHOMBMAYANbHOW YNakoBKW n3genus. TonwuHa
CcTeHOK coctaBnger 0,7 mm = 001 wmm.
Hapy>kHble pa3mepHble MapameTpbl NPUBELEHbI
Ha Cxeme:



10.2. dyTNap vurnbl

®yTNAp WUINbl BbIMO/IHEH K3 GEOro nnactTuka
(nonnatuneH). BoINoNHAET PYHKLMIO 3aLUTHI
Wrnbl 0T Jedopmaunii W 3al'ps3HeHunid B
npouecce 3akpenseHns pe3b60BOro pasbema
UMbl Ha WNpUL-pyyYke. PyTagp CHUMAETCA C
UrNbl  HernoCpPefCTBEHHO Mepef BBeAeHVEM
UMbl B MOAKOXHYKO >KUPOBYIO KIETHaTKy.
TonwmHa cteHok coctaenset 0,6 mm = 0,01
MM. HapyXHble pasmMepHble  napameTpbl
NMPUBELEHbI Ha CXEMe.

[na Toro, 4ytobbl CHATL PYTASAP C UMNbI, TPebyeTca ycunue B npegenax ot 5 go 6H.

10.3. KpbllWweyKa Hapy>XHOro 3auMTHOro Kojinayka BbIMNOMHEHA M3 crneuunanbHOW MeLuUUHCKOW
bymarn co cnoem M3T gna Tepmo-3aneyarbliBaHUS. BbINOMHAET (PYHKUUIO CTepubHOro 6apbepa u
MapKUpPOBaHHOW 4acTW WHAMBWUAYaNbHOW YMakoBKW M3fenus. 3aneyatbiBaeT HapPYXHbI 3aLUTHBIN
Konnayok. Pa3smepbl Kpbiweykn coctasndoT 30,0 x16,5 mm (gonycku no 0,01 MM no AnvHe u
WunpurHe). Ana ypobctBa WMAEHTU(MUKALUMM MapKUpOBKa KpbIWeYyeK A1 BapuaHTOB MWCMOJIHEHMUS
M30enns BbINOMHEHA B PasHbiX LBeTax, WAEHTU(MULMPYEMbIX W BOCMPOU3BOAMMbBIX N TeCTOBOM

BapuaHT ncnonHeHus

Wrna IME-FINE. 31G (gvameTp 0,26 MM), 4/MHa Urbl 4 MM
Wrna IME-FINE, 31G (grawvetp 0,26 MM), A/IMHA Uikl 5 MM
Wrna IME-FINE. 31G (guawvetp 0.26 MM), A/IMHA UT/Tbl 6 MM
Wrna IME-FINE, 31G (anameTp 0,26 MM), 4 IMHa UMbl 8 MM
Wrna DEXFINE, 32G (guametp 0,23 MM), AnMHa Ur/bl 4 MM
Wrna DEXFINE, 32G (guametp 0,23 MM), 4/IMHA UMbl 5 MM
Wrna DEXFINE, 32G (anametp 0,23 MM), S/Ha U/Tbl 6 MM

LiBeT MapKMPOBKM KpPbILLEYKM,
HOMep B cucTeme Pantone
ony6oii ceeTnbIi, 306 U
Burpto30BbIiA, 320 1

CviHuid. 300 n

®uoneTosbIit. 254 U

3eneHsbliit, 361 U

"ony6oii spkwia, 299 U
Po3oBbliA, 213 n

BHELLHWIA BUA KPbILIEYKN AN KQXKAOTO 13 BAPUAHTOB UCMOMHEHWS U3AeNNs MPUBELEH Ha PUCYHKE:

IVEANE
IME-F/NE “CIN
N
0197 @ Q)1§7
DEXRN\E
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104. BTynka wurnel ¢ pe3b60BbIM pa3beMOM BbIMOJHEHA W3  MOMYMNPO3PayHOro nnacTuka
(nonunponuneH). BbINONHAET (DYHKUMIO (UKcauuu TPYOKU WUrnbl ¢ MPUMEHEHUEM MeAMLMHCKOro
Knes, a TakKXe COeAUHEHWUS WIbl C KapTPULKEM WHCY/MHOBOW LINPUL-PYYKU. BHY|peHHsS
MOBEPXHOCTb pa3bemMa MMeeT pe3blOy, KOTOopas BbINOAHeHa TakK, 4YToObl U3genne MOrno NoaxoauTb K
no6oin Mogenun Wnpu-pyyYkn. Tpebyemoe ycunme ans yCTaHOBKU Ha LUMPUL-PYYKY M60 CHATUSA CO
LWINPUL-PYYKN HaxoaAnTcA B npegenax ot 5 4o 6 H.

MpOYHOCTL KpenaeHus TPyO6KM UrMbl U BTYNKKW: ycunue, Tpebyemoe Ans UX pasgenieHuns, coctaBnser
MUHUMYM 22 H.

PasmepHble napameTpbl NprBefeHbl Ha CXeME:

@ owmtn.CL 02,00MM0.01

10.5. Tpy6ka urnbl

BbINoMHAET (DYHKLUMIO MPOKanbiBaTeNs WU KaHN 418 LOCTAaBKU WUHCYNNHA B MOLKOXHYIO XXUPOBYIO
Knetyatky. [OMOMHUTENbHON Mepoit, 06/eryarolein NpUMeHeHe Urbl, ABASETCA MOKPbITUE-CMa3Ka
Ha CUIMKOHOBOI OCHOBE.

O6was ganHa TPyO6KM UMbl COCTOMT M3 [/IMHbI CBOOGOAHON YacTu TPYOKWM WI/bl U OIMHBI CKPbLITOW
BTY/IKO 4YacT TPYOKW urnbl. OanHa CKPbITON BTYNKOW 4acTu TPyOKu wmrnbl coctaBnser 105 mm +
0,05 MM ans Bcex BapMaHTOB UCMOMHEHUS n3aenns. JnnmHa cBO6OJHON YaCcTu TPYOKM MI/bl 3aBUCKT OT
BapuaHTa UCMoIHeHNA n3genus. MapameTpbl 4UHbI TPYOKM UMbl NOKasaHbl B Tabnuue:

BapwaHT ncnonHeHns m3genms Onvna cBoboaHon  AnuHa cKpbITOli  ObLwas LnvHa
yactn TPyOKM WUrAbl, 4acTu TPYOKW Wb, TPYOKM Urnbl,
MM +0,05MMm MM +0,05Mm MMz0,1Mm

Wrna IME-FINE, 31G (aunawvetp O
ANViHa Urnbl 4 MM
Wrna IME-FINE, 31G (guawvetp O
LNMHA UMbl 5 MM
Wrna IME-FINE, 31G (guavetp O
[Ha Urnbl 6 MM

26 M), 4 10,5 145

26 M), 5 105 155

26 MM), 6 10,5 16,5

Wrna IME-FIINE, 31G (guavetp 0,26 Mw), 8 10,5 185
[NiHa Urnbl 8 MM
Wrna DEXFINE, 32G (gunametp 0,23 mwm), 4 10,5 145

[NHa UMbl 4 MM

Wrna DEXFINE, 32G (guawvetp O
ANviHa Urnbl 5 MM

Wrna DEXFINE, 32G (guametp 0,23 Mwm), 6 105 16,5
LNHA UMbl 6 MM

23 M), 5 105 155

Tpy6ka wurnol IME-FINE wumeeT kKanmbp 31G, 4TO B METPUYECKUX eAWHULAX COOTBETCTBYET
Hapy>xHOMYy auameTtpy 0,26 MM (fonyctumoe OTK/MOHeHue cocTasnset + 0,007 mm / - 0,006 Mwm).
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Ycunue, Tpebyemoe AN NPOKONa KOXW, cocTaBnsieT He Gonee 0,5 H. Ycunue, Tpebyemoe Ans
BbITAMMBAHWS UMbl 13 KOXM NOC/e NMPOKO/a cocTaBnsieT He 6onee 1H.

Tpyb6ka wurnbl

DEXFINE wumeetr kanmmbp 32G, 4tO B METPUYECKMX eAWHMLAX COOTBCICTBYET

Hapy>XHOMYy aunameTpy 0,23 MM (4onycTUMOe OTK/OHeHWe cocTaBnseT + 0,005 mm / - 0,001 mm).
Ycunue, Tpebyemoe AN NPOKona KOXu, coctaBnseT He 6onee 0,5 H. Ycunue, Tpebyemoe pang
BbITATMBAHWA UTbl N3 KOXW MOC/Ie MPOKOoa cocTaBnseT He 6onee 1H.
TeepgocTb 30 HRS, wepoxoBaTocTb He 6Gonee 0,32 MKM. 3aTtouyka Wrfbl CO CTOPOHbI NpPOKona
BbINO/HEHA MO TUNY TpexrpaHHOro fadueta. MapaMeTpbl 3aTOYKU MOKasaHbl Ha CxeMe W [AaHbl

Tabnuue:
N /\
C<~'
Mapamerp KommeHTapwii
na cxeme
a YTO0N 3aTO4KM NEePBUYHOIO CPe3a Wrfibl CO CTOPOHbI MPOKONA
P Yron 3arouky BTOPUYHOro 6OKOBOrO Cpesa Wrfibl CO CTOPOHbI
npokona
7 YT0on 3aTO4KN UMbl CO CTOPOHbI LUMNPULL-PYYKU
) Yo/ ceKTopa 3aTOUKW UrJibl CO CTOPOHbI MPOKO/Ia
D [nvHa NaHUETHOTO KOHYMKA 3aTOYEHHOM 4YacTW Wbl CO
CTOPOHbI NPOKONa
B [rvHa naHUEeTHOM 3aTOYeHHOM YacTM Wbl CO  CTOPOHbI
npokona (BTOpUYHbIe GOKOBbLIE Cpe3bl)
G [nvHa 3aTOYeHHOM YaCcTU Wbl MO CTOPOHbI  MPOKONA
(nepBUYHbI cpe3)
d Hapy>xHblli gnameTp wrbl
11. MaTepuasibl N3roTOBMIEHUA U3LENNA
HanmeHoBaHMe KOMMOHEHTOB B cocTaBe Martepuanbl, MpUMeHseMble

n3genma

Tpy6Ka Wribl ¢ NOKPbITUEM-CMA3KOA

MED
dyTAp UMbl MonnaTNEH HU3KOW NIOTHOCTH
LDPEBB120
BTynka urfbl, Hapy>XXHbIi 3alMTHBIA Konmadok  MonunponuneH PP R6400
KpblLLeyKa Hapy>XHOr o 3aLLMTHOroO Kosinayka Bbymara Perfeeflex 35793
HOein MeauLMHCKWIA Loctite 4031

Kpacutens
CBET/IbINA

KpacvTtenb BOAOpPacTBOPVMbIN GUPHO30BbIN
Kpacutenb BOJOpPacTBOPUMBII CUHWI
KpacuTenb BOLOpPacTBOPUMbINA (UONETOBbIN
KpacuTenb BOAOPaCTBOPUMBINA 3e/eHbIi
Kpacutenb BogopacTBOPUMbIIA Fo/Ty60i ApKiii
KpacuTenb BoAOPacTBOPUMbIA PO30BbIii

npy N3roToBMEHNN
HepxkasetoLwasa ctans STS304
CWNNKOH OyMeTMNACUIOKCAH

BO/10pacTBOPUMbIi rony6oii  Shandong Bright Ink 306U

Shandong Bright Ink 320U
Shandong Bright Ink 300U
Shandong Bright Ink 254U
Shandong Bright Ink 361U
Shandong Bright Ink 299U
Shandong Bright Ink 213U

3HayeHune 4nm
IME-FINE
(kannbp 31G)
12+2*
2612

28+2°

1%+T
0,25MM+0,01MMm
0,6MMm+0,005MMm

1,2mm20,01mMMm

0,26mm +0,007 mm
- 0,006 Mm

3nayeaLlc
anv DEXFINE
(kannbp 32G)
1242°
26+2°

2882®

28+2°
0,25MM+0,01 Mm
0,6mm=0,005MMm

1,2MM10 L0IM M

0,23mm ~0,005MM

- 0,001 Mwm

Bua KOHTaKTa ¢ opraH13mMom

KpaTKOBpEMEHHbIE ~ KOHTakT €
BHYTPEHHE Ccpefoli UM TKaHAMU
opraHusma

KpaTKoBpeMeHHbIIi KOHTaKT C KOykei

W3gnenve ycToinumBo K BO3LENCTBUIO BUONOrMYECKNX XKUAKOCTeR (KpoBb).
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12. TepeyeHb ONacHOCTEM, CBSA3aHHbIX C NMPUMEHEHNEM U3[ENNA
[MoBTOpPHOE NpUMEHeHWe pe3Ko yxygllaeT I'IOTpe6VIT6]'IbCKl/le CBOICTBa M3-3a 3aTynJjIiEHNA KOH4YUKa
Urnbl.

HoBas urna ncnosb3oBaHHas urna /' wmcnonb3oBaHHaa urna
yBenunyeHune x370 pa3s ysenunyeHune x370 pa3 yBenuyeHne x2000 pa3

MoBTOPHOE NPUMEHEeHMe OAHOPA30BOr0 W3AeNus MPUBOAUT K PasBUTMIO MECTHbIX BOCMANeHWA,
AUNOANCTPODUM, YXYALIEHNIO TIMKEMWYECKOrO KOHTPONS BCNeACTBUE G/I0KMPOBAHNSA NPOCBETA WUI/bl;
nonafaHns Bo3ayxa B KapTpUAXK; BbITEKAHWNS UHCY/IMHA.

Mpy  HEMHAMBUAYANbHOM WCMOMb30BaHUM U3AENNSs, KOHTAKTUPYHOLLEro C BHYTPEHHel cpefoit
OpraHu3Ma, Be/IMK PUCK NEPEKPECTHOTO 3apaXKeHUs.

Mpy MHBEKLUMAX B O4HW U T€ XKe aHaTOMUYecKue obnacTu 6e3 ux YepefoBaHWs BEIMK PUCK PasBUTUA
(hM6PO3HOI TKAHW B MeCTe TPaBMUPOBAHUS.

Mpu Heco6NOAEHNN peKoMeHAaLuiA No NoaGopy ANMHBI UMbl U BbIGOPY aHaTOMWUYECKO 06nacTv Ans
VHBEKLIMIA BO3MOXHO BHYTPUMBbILLEYHOE TM60 BHYTPUCOCYANCTOE BBEEHME MHCYNMHA, COMPSKEHHOE
C PUCKOM FUMEPTINKEMUN.

Mpy HeCOBNOAEHUM MPaBWA 3KCMTyaTaLyu BO3MOXHO WCKPUBEHUE MGO NOMOMKA TPYOKU UMbl [0
WM BO BPEMS BBELEHUSI MHCY/MHA, COMPSHXKEHHOE C PUCKOM CYLLECTBEHHOW TpaBMaTU3aLum TKaHel B
MeCTe MHBEKLMN.

13. TpeboBaHUA K OXpaHe OKpPYXXatoLLel cpepl
MepguumHckoe msgenve «rnbl IME-FINE, DEXFINE yHuBepcasibHble MHBLEKLMOHHBLIE 04HOPAa30Bble
NS UHCYNMHOBbIX LLMPUL-PYYeK» MNOTHOCTbIO 6€30MacHO A5 OKPY>XKatoLLeli cpeabl.

14. MeToAbl 1 cpefcTBa Ae3nHMeKUNM U NpeacTepUInN3aLMOHHON O4YNCTKN

N3penne aBnsetcs OQHOPa30BbIM CTEPUSIbHLIM, MO3TOMY [Ae3VHMEKUMs M 04YMCTKa He Tpebyertcs.
MMocne Mcnonb3oBaHUA u3genve LOMKHO OblTb YTUAM3UPOBAHO C HafeTbIM HapY>XHbIM 3alUTHBIM
KOJINayKOM.

15. CTepuUnbLHOCTb

MeguunHCKoe wW3fenve NpoCTepunn30BaHO C  WUCMOMb30BaHMEM  3TueHokcuga. Wsgenve B
HEeHapyLUEeHHOW WHAWBUAYaNbHOW (WITYYHOW) YMNakKoBKe SBNSETCA CTEPWbHbIM, HETOKCUYHbLIM W
anuporeHHbIM B TeYyeHUe MATU NIeT C MOMeHTa cTepuausauun. MNpouecc, pesynsTaT CTepuansanmm u
COXPaHHOCTb  CTEPWNbHOW  Cpefbl U3[4enMs B TeYeHWe Cpoka TOAHOCTU  KOHTPO/MPYHOTCH
npoussoauTenem. Mpouecc v pesynbTaTbl OTPaXKeHbI B OTUETaX Ba/iMaaunumn cTepuansanmm.

16. MexayHapogHble CTaH4apThl
M3genne COOTBETCTBYET MexAyHapogHbiM cTaHgaptam EN ISO 13485, ISO 10993, [AupekTtuBe
93/42/EEC, 1SO 9626:2016, ISO 11608-2:2012, ISO 7153-1:2016, ISO 7864:2016.

17. TpaHCcnopTUpPOBKa MeANULMHCKOr0o U3genms

TpaHCNOPTMPOBKa MOXET OCYLLECTBNAATLCA BCEMU BUAAMWU TPaHCMOPTa B KPbITbIX TPAHCMOPTHBIX
CpeAcTBax MMM YHUBEPCa/IbHbIX KOHTeHepaxX B COOTBETCTBUM C AeMCTBYHOLMMMU HA HUX MpaBuIaMm
MepeBO3KN rpy30B Npu TemnepaType Bo3ayxa oT -25 Ao +50 °C 1 0THOCUTENbHON BNaXXHOCTM BO3AyXa
He Bbllwe 80%. [llocne TpaHCNOPTUPOBAHUA B YCNOBUAX OTpUUATENIbHLIX Temnepatryp u3fenve B
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TPAHCNOPTHOM Tape JO/MKHO ObiTb BbILEPXKAHO NP HOPMa/IbHbIX KIUMaTUYECKUX YCIOBUAX XpaHeHus
(Temnepatypa Bo3gyxa OT +5 go +40 °C, BnaxHoOCTb He Gonee 80 %) He MeHee 24 4acoB Mepef
NCMOJb30BaHNEM.

18. YnakoBKa MeANLMHCKOIo nu3genus

Kaxfoe wv3fenne ynakoBbIBA€TCA B WHAWBUAYANbHYIO TFEPMETUYHYIO YMAaKOBKY, MNPefo raBnsoTyro
CO60/ Hapy)XHbIA 3aWUTHBLIA KOMNA4YoK M3 MOMMMNPONMAEHa C TepMO-3aneqyaTaHHON KpbILeYkon u3
6ymarun. Mrna 3akpbiTa 3aWwmnTHbIM QYTASpoM. Kpbileyka UMeeT Ap/blYoK 415 YA06HOro 0 TKpbIBaHUS.
MaTtepuanbl, UCMoMb3yeMble AN UHAMBUAYA/IbHON YNakoBKM, He OKa3blBalOT BPeAHbIX BO3LENCTBUIA
Ha cogepXxumoe. Matepuran 1 oopM/eHe YNakoBKN 061aatoT TakKMMK CBOMCTBaMM, YTOObI:

- 06ecneunBasiocb COXPaHEHME CTEepUSIbHOCTU COAEPXKMMOIO MpU XpaHeHWW B CYXMX, UUCTbIX
YCNOBUAX C COOTBETCTBYIOLL MM MPOBETPUBAHUEM,

- 6bln1a cBefjeHa K MUHUMYMY OMacHOCTb 3arps3HeHns COAEPXKMMOro B NpoLecce OTKPbIBaHMS.

Macca unsgenus 6pyTTO B WMHAMBMAYaNbHON ynakoBke cocTaBnseT 11 r 0,05 r (Bkawuasa wurny,
(hyTNAP UrNbl, HAPYXXHbIM 3aWMTHBIA KONNAYOK, KpbILWeyKy 13 6ymarn).

N3genns B MHAMBMAYaIbHON YNakoBke, o6ecneyvBatoLeil CTEPUIbHOCTb, NOMELLAKOTCA B TOBApHYHO
YyNakoBKY - (PUPMEHHYIO KapTOHHYH KOpoOKy pasmepoM 130 x 70 X 68 MM (JOnycK Mo Kaxaom u3
CTOPOH cocTaBnseT +1,2 Mm). B Kopobke cogepxutca 100 wT. U3fenns og4HOro BapuaHTa UCMOTHEHUS.
B KOpo6Ky BNOXEH CNOXEHHbIA B 8 pa3 6yMaxHbIii nUCT pazmepomM 202 x 238 MM (JOMYCK MO KaXXaol
N3 CTOPOH cocTasnfeT £1,5 MM) C TEKCTOM UHCTPYKLMK MO NPUMEHEHWNIO. Pasmep ncTa B CIOXEHHOM
Buge 50 x 119 mm (monyck mo KaAoi m3 CTOpPoH cocTaBnseT + 0,9 mm). Macca 6pyTTO TOBapHO
YNaKoBKW NS BCEX BapuaHTOB UCMONHEHMA cOCTaBNAeT 128 1 + 7 T.

Kopobka onevataHa KNekUM SIpIbIKOM B MecTe MpeAnosiaraeMoro OTKpbiBaHWA, npefoTBpalyas
BCKPbITME [0 MPOLAXM KOHEYHOMY noTpebuTento. W3genvie He MOCTaBAAETCA M HC pealnsyeTcs
MOLUTYYHO.

50 TOBapHbLIX YMakoBOK OAHOr0 WAN HEeCKOJSIbKMX BapUaHTOB WMCMOMHEHUA W3Lenns YKNaAblBalOTCHA B
TPaHCNOPTHYO Tapy M3 roppokapToHa pasmepoM 365 x 275 x 360 MM (4ONYCK NO KaXol W3 CTOPOH
cocTaBnseT = 6 mm). Macca 6pyTTO TPaHCMOPTHOW yNakoBKK coctasnseT 6550 r+ 300 r.

19. MapKunpoBKa MeIMLMHCKOro 13genms
MapK1poBKa MeJULMHCKOTO M3[€enuns BbINOMHAETCS B COOTBETCTBUM C TpeGoBaHMaMU ISO 15223-1.

19.1. ugmnBnpyanbHaa (LWTyYyHan) ynakoska UMEeT MapKUPOBKY CO C/efyHOWNMMN YKa3aHHbIMU
Ha Hell JaHHbIMW: HaUMEHOBaHWE W3JeNus W BapuaHT WUCMONHEHUs, CUMBON «Sterile» ¢ ykasaHMem
cnocoba cTepunusaumMy, NMUKTOrpaMMa OLHOPAa30BOr0 WCMONb30BaHMA, 0603HayYeHWe napTum wu
npeawecTeytowiee emy cnoso «LOT», Hagnucb «rogeH Ao», mapkuposka CE, ykasaHuMe MmecTa U
Harnpas/ieHNs OTKPbIBAHWUA YNaKOBKM.

19.2. ®dupmeHHas KapTOHHas KoOpobka WMeeT MapKWPOBKY CO CNeAyHLWMMU YyKaszaHHbIMU
JaHHBIMW: HaMMeHOBaHWe W BapuaHT UCMOMHEHUA WU3LeNns, HaVMeHOBaHWe W agpec NpeanpuaTus-
M3roToBUTENSA, HaVMEHOBaHWe W ajpec YMOSHOMOYEHHOro NpeACcTaBuUTeNs B CTpaHe 06palLeHus W
NPOAaXK, YKazaHMe KO/IMYeCTBa BIOXKEHHbIX MHAMBUAYabHLIX yNakoBoK usgenus (100 wT), cumeon
«Sterile» ¢ ykasaHvem cnocoba ctepunmsanuu, NUKTOrpaMmma OLHOPa30BOro MCMob30BaHUA, CUMBOJ
«anMpPOreHHo» W Hafgnucb 0 HETOKCMYHOCTWU COAepXUMOro, o603HaveHue naptum «LOT», pata
N3roTOBNEHWA W CPOK TOAHOCTM, CUMBON O HEO6XOAMMOCTM 06paTUTbCA K WHCTPYKUMM MO
MPUMEHEHUIO, CMMBO/M  TeMMepaTypHbIX  OrpaHuyYeHnin, mapkmpoeka CE, cumBOnbl  ¥©
npegynpexgawoline Haanucu: «He WCNoMb30BaTb, €CNN WHAMBUAYa/lbHAasA yNakoBKa MOBPEeXAeHa»,
«00paTMTECh K MHCTPYKLMM MO NPUMEHEHNIO», LITPUX-KOA, 0603HaUYeHMe Kofa no Katanory «REF».

19.3. TpaHcnopTHas ynakoBKa MMeEeT MapKWpPOBKY CO C/efyHLWMMN YKasaHHbIMW LaHHbIMMW:

HauMeHOBaHME W afgpec npeanpuaTuAa-n3rotoenTensd, HammMeHosaHne wn agpec yYnoHOMOYEHHOrO
npeacTaBUTENA B CTPaHe O6paLLl|eHVIF| N npojaxku, yKasaHune HanMeHOBaHWIA 1 KONMMYECTBA BOXKEHHbIX
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TOBapHbIX ynakoBoK m3genus (50 wrT), cumBon «Sterile» ¢ ykasaHMem crnocoba crcpunmsauyum,
MUKTOrpaMMa  OflHOPa30BOr0  WCMOMb30BaHWs, MapkupoBka CE, CWMMBOMbI  TeMMcCparypubix
OrpaHunyeHnit, MaHUNYNSLMOHHbIE 3HAKW «XPYNKOe», «bepeyb OT BNarm».

19.4. CumBO/IbI, UCMO/b3YEMbIE B MapPKNUPOBKE YNaKOBKN U3Lenns
MapKupoBka MeAMLMHCKOrO M3AeNnns BbIMOMHSAETCA B COOTBETCTBUM C TpeboBaHuaMM 1SO 15223-1.

Cu1mMBON MapKMpOBKY B COOTBETCTBM  PaclumpoBka CMMBO/IA
TpeboBaHuaMK 1SO 15223-1

- HavimeHoBaHwWe 1 afpec Npons3BoauTENs
1J
fE‘" Kopg naptum nsgenns no cucteme Hymepawum U3rotoBuTens
REF Kog, n3genuna no karanory
Isteriteleol MofBeprHyTO CTEpUIM3aLMN C UCTIONBb30BAHNEM 3TUMEHOKCUAA
" Mcnonb3oBaTh 10 yKa3aHHOW AaThl
OpfHopa30Boe 1CMnosbL30BaHMe, 3amnpeT Ha MOBTOPHOE UCMO/b30BaHMe
d [JaTa n3rotosneHms
C€ Mapkumposka CE
1 0 O6paTtnTeCh K MHCTPYKLMUM M0 NMPYMEHEHNIO
(@ He ncnonb3oBarh, eCiv yNakoBKa MoBpexeHa

TemnepaTypHble OrpaHnyeHmns

Xpynkoe

Bepeyb OT Briarun

X AnuporeHHo

20. XpaHeHue, CPOK rofHOCTH

CpoK TOAHOCTM MeAWLMHCKOro u3fenus coctaBnseT 5 neT ¢ MOMeHTa npowu3Bone rea. [latoi
Npou3BOACTBA CUMTAeTCA fata cTepunusaunn. XpaHuTb Mpu Temnepatype oT + 5 go + 40 °C u
OTHOCWUTENbHOM BNAXXHOCTM BO3AyXa He Bbiwe 80% B CyXOM MPOBETPMBAEMOM MECTE, 3alULLEHHOM OT
NpsIMOro CO/THEYHOTO CBeTa.

21. MopsAoK OCYLECTBAEHNUS YTUAN3ALUUN U YHUUTOXEHUSI MEAULIMHCKOTO U3AeNNs

YTUAK3aums v YHUUTOXEHME OCYLLLECTBNSETCS B COOTBETCTBUM C KnaccuguKalmeid, npasunamu c6opa,
CMONb30BaHNs, 06€3BPEXMBAHMNSA, PAa3MELLEHMS, XPaHEHWs, TPAHCNOPTUPOBKM, yueTa U yTUAM3aLum
MEAMLMHCKIX OTXOA0B, YCTAHOBNEHHbIX YNOMHOMOYEHHbIM OPraHOM BNacTW CTPaHbI-MMMOopPopa.
Mocne WCTeYeHUs CPOKa TOAHOCTU  HEWUCMNONb30BaHHOE MEAMLMHCKOE —W3fenne  HeobXoanmo
YyTUNN3MPOBATb B KaudeCTBE MEAMLIMHCKMX OTX0A0B Knacca A. Vcnonb3oBaHHOE B TEUEHME CpoKa
FOAHOCTU U3Jenve [O/KHO ObiTb YTUAM30BAHO B COOTBETCTBMM C NpaBunamMu  yTUAM3aLmm
MEAMLIMHCKMX OTX0A0B Knacca Bb. M3fenne BO BCKPbLITOW YMaKOBKE [O/MKHO 6blTb YTUIM30BAHO B
COOTBETCTBMM C NpaBuamu yTUAM3auum MeAMLMHCKUX 0TX0A0B Knacca b.

22. MapaHTUiiHble 0653aTeNIbCTBA

Mpownssogutens HuHréo Keameg Meaukan Mpogakte Ko., /1T4., Kntail obecneunBaeT rapaHTUiAHbIE
obsA3aTeNlbCTBa Ha MefuLUMHCKOe m3gdenue. Agpec npoussogutens: No. 79 Jiutang Road South Side,
Hangzhou Bay New Zone, 315336 Ningbo, China.
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MpousBoauTeNb rapaHTUPYET KayecTBO NPOAYKTa B TEUEHME ero cpoka rogHOCTH, COCTAMISOWICTO 5
NeT ¢ faTbl NPOU3BOACTBA NPU COBMIOAEHNIN YCIOBUIA XPaHEHWS 11 UHCTPYKLIMIA MO NPUMEHEHUIO.

23. TpeboBaHMSA K TEXHUYECKOMY 06C/YXXKMBAHMIO U PEMOHTY, CEPBMCHOE 06CYXXKMBaHME
N3genvie SBNSETCS 0OAHOPA30BbIM Y TEXHUYECKOMY 06CMY)KUBAHNIO/ PEMOHTY HE MO//IEXMUT.

24. Peknamauus

MpeTeH3n MO NOBOAY KayecTBa MEAWLMHCKOIO W3Jenns HanpaBnsalTCA B afpec Mpou3BOAUTENS
HuHréo Keames Meamnkan Mpogaktc Ko., 1ta./Ningbo Caremed Medical Products Co.. Lid., No. 79
Jiutang Road South Side, Hangzhou Bay New Zone, 315336 Ningbo, China, a Takxe B agpec
YMO/MHOMOYEHHOro npefactasutens Ha Ttepputopun PP - OO0 «MepTecTtKoHcanTuHr». Poccus,
123181, r. Mockea, yn. KynakoBa, gom I, kopn. 1, odgmuc 193, 8 (495) 750-29-01,
mecdtcstconsult@mail.ru.
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25. MakeTbl /IMCTOB C TEKCTOM WHCTPYKUUM MO MPUMEHEHMUIO (B/IOXEHblI B NMOTPEOUTE/NLCKYHO
yNaKoBKY)

25.1. rnbl IME-FINE

O6wan nofroTosKa (B 6bITOBbIX

YCNoBUAX)

Q

BbiMOAIB pyku Tennoii Bwoii ¢
Mbinovi. Mocne atoro ononockHuTte lo

W BbITPUTE HBCYXO.

HaBuHuynBaunne OAHOpa:iOBOﬁ nrnbl

Ha WNPUL-pYyYKy

Q

Ypanute 3aWuTHYIO NAEHKY C
6NMCTEpPHON YyNakoBKM.
HaBWHTUTE 00OHOPA30BYI UMNY Ha
WThNL-pYUKy, apBLias no 4acoBoi
cTpenke.

CHUMUTe 6NMCTEPHYIO yNaKoBKY U
COKpaHuUTC ee.

CHUMUTE 3eUPITHbI KONNayok ¢

CLLMOPA.TOEOI UFNbI.

NoAroronka 04HOPa3oBOM UMbl 1

WNPUL-PYYKN

B

- -

MpoeepBTB UTNY HE HBNKMUB

noBpexAeHnii (narab, nonomka n Tn-)-

YpaneHue Bo3fyxa: Habepute 1- 2
e/IMHNLbl MHCYNUHA U BblfaBuTe 1 -2
Kannu 3 WHopasoBoii nrbl.
YctaHoBuTe Tpebyemyto 403y

WHCYNnHa.

BbinonHeHne UHbeKLUN (Npumep)

Moxanyiicta, npeaBapHTeNbHO 06CY

AHTATaxHWKY BbINO/THAHNA UHDBaKUUK

c BaWwunm nevauum Bpayom.

B Cdopmupyiite cknagky Ha Kom u
Beejateurny.

BS BbINONHUTE UHBEKLNIO NHCYTMHA
(MBANBk«O HafaBnneBiiTa Ha
nopuweHb BHU3 0 ynope).

O MMocne MHbeKLNM He n3BnekaiiTe
WINY U3 KOKW B Te4YeHune ele
10 cekyHA.

1B WN3BneknTe Urny n3 KOXu, WHoBpe-
MEHHO OTNYCTUB CKNaaky.

Mocna MHbekuun

(B HacaguTte 6nuctep He uray.

(E Bpawas urny npoTus Yacwoi
CTPenku, CHUMUTe ee co Wrpunua-
pyuKu.

YTUNu3npyiite 0fHOPa30BYi0 UrNy

o

COrNBCHO MECTHbIM HOPMATUBHbIM

AOKyMEHTaM.

WUrnbl ANs wnpuya-pyykn npagnasHa-

YaHbl ANA 0OAHOPAa30BOMo UCNONMb30-

BaHua!

W M|X HEWHOKPATHOM UCMONb30BAHUM

WUrAbl CHUXAKTCA Ka4ecTBO Npokosie n

000 LMPMM (&7 INFO@CIRML.RU & WWW.G0SZDRAVNADZOR.RU

ypoBeHb 6esonacHocTy.

n

cci

I(TBBUE|EQi

0
®)

yuwK

0197

el’

IME-F/A/E

WHBbEKYNOHHbIE 0OgHOpas3oBble
nanel 4nd BBeAeHUA NHCyIUMa

3HayeHUe CUMBONOB 1

ApTuUKYyn

Mpounssogutensb
[lecTynmble pkamapbl:

[laTe K3roToanBHNA ®310(0,26 MM) X4 MM

YNONHOMOYEHHOE NNL0 B
EBponelickom Cow3a

m 31Q (0,26 MM) X5 MM
m310(0,26 MM)X 6 MM
m 310 (0,26 MM) XB MM

CM. UHCTPYKLUIO No
Mcnonb3OMHUI

Cpok rogHoCTH

Homep naptumn

ToNbKo ANs 04HOPA30BOTO
ncnolb30Banna

Crepunusaynsa
13TMaHDKCMADM B/IXNanel| raMbIpHOLL :>Haka 1 COobIT

"Bes natekca

He MCTXMTb30BaTh. ecnin I M E_DC
ynakoska noBpexaeHa

WAE-AC TM6X
sypMaHbinTpBCCe 11
»5030Xo0ch T «pnanua

[lonycTuMbIii FUBNBIOH
Temnepatyp

faHHOe n3jenue coot-
BeTCTBYeT Tpe6oBaHNAM
AnpekTuebl 93/42/E3C

Tan.: >490281 IBSOI (M
dakc >496281165016-100
3 a nouts: inloQlrnadc.da
NuTepmbl: www.inwlc.da



25.2. irnbl DEXFINE

E,,"FINE

VMIHbEeKUMOHHbIE
0f\HOpa30Bble NTbI A4
BBEAEHUNSA UHCYNNHA

BbinonHeHue
NHDBEKLUN NHCYNNHA

npum.: upaHum n nawikJyOTa uTsl
npm*5 "Cpgo « 40 *C

O6wan nogroTosxa (8 6bITOBbIX

YCNOBUAX)

0 3bIM3iiTB pyxu lerno4 BuN<Ac
K!, noB. Mocne »ONe 010M0ENNTB UX
1 KbITPUTB Kaeyxo

HaBUMUYNBAHMB CLLMOPaA A0I UMb

Ha Wnpuy'pyyuKky

D ypanute sawutuye nrauky c
bTuc’Bpuoii ynakoemt.

O Huunrute cumopasosye Urny Ha
utnpHU-iJyscy. Bpauyjas 710 4acoBoi
cTpaTwa.

o

CUMMNTB BAMCTApPHYO ynaucexy u

wxpamuTa aa.

O C>MbIUro SBLI‘.-I,MTMbIﬁ Kannauox ¢
QHyBe bl

MoAroToBka 0HOPa3oBOIl UTNbI U

bINPYYA.pYU KM

O MplnapbTe UrNy Ha Hanuyue
nospakgaumA (Marbi6, nonomka un
TA).

(0] Ypa-1B0o” BO3Ayxa, usbeputa 1- 2
a/Tb-lbl NHCYNMHA U BblfaBuTe 1- 2
Kannu 13 0HOPa3oBoil UMb,

O Y~Tayoants TpabyemyBAo3y

WHCYyNnHa.

BbINONHBKMB MMbOKLMUA (Npumep)

MoxanyiicTa npeaBapuTenbHO 06CY

AUTE TEXHUKY BbIMOMHEHUA UHbEKL NN

c BelWuM nevawum apayom.

O Ccopmupyiite ocnanky Ha cTxa n
BAasnuTa urny.

(S BBLINOMHMTE NHBENLMIO NHCYNMHA
(MoAreHHO HaaaBNnaBiiTo Ha
nopueHb BHU3 0 ynopa].

0) MocnauubaensTii Ha K1Bnakaiila

Teny u3 Koxu a Tayamma arga

EE W3anetorta UCTTy N3 KOK», 00OHOBP”
VBHHO oTnycTuna cknagxy.

Mocne nHBLeKMUM

(E HacaguTe 6r.»TcTep H3 urny.

EC Bpaujas urny npoTus 4acoBoii
CTPenkM, CHUMMUTa aa co wnpuya
pyuKu.

ES YTunioupyiita ofHOpasoBsylo urny
COrNBAI0 MACTHbI MOPMATUBHBIbI
[OKyMeHTaMm.

Wrnbl Ans wnpuua-pyykn npajHasHa-

YaHbl 4N 04110PA30A0T0 HCMONbIO*

BaHuns!

BS Mpn MoaloHPaTHOM MCMONb30BAHNM

*€/1bl CHAXAKTCA K34acTtao NpoOKOM U
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ypOBEeHb 6a30rMCHOCTY.

Aprtratyn

bJ MpoussognTans

Aata usrotosneHns

YNONHOLIOYaMHOE NNL0 B
Esponsiicxom Coto3a

CM. MHCTPYKLMIO NO
T 1Cnonb3oMUnto

Cpok TpHOCTU

HomTtdh naptun

Tonbko ANS OAHOPATOBOrO

Ucnonb3oBaHms
Im,‘l CTepunusauyus
3runeTioccHAOM
O Basnartese3

Ha nc-nanb3esan”® BW 4
ynakoaka noapsBfjaHa
@

|bH fbinycBywii Apanexar- -

191 Tamneoaty”

A mo” aenne cooT-
BaTcTBYyOn Tpe6oBamusam

0197 AvpmAumBMIr3C

NHb9YLIMOHH1,14 oaHO,BA30BbIE
MBNbl ANA BBEAOHUS UHCYNMHA

JocTynHbI* pasmeps!

m 32G{0.23 Mbl] X 4 MM
m32G (0.23 Mu) X5 mMm
m32G (0,23 mm) X 6 MM
m310(0.26 Mm) X B MM

m /]

BnaTkr.en To* .pt'Oio »ee*«>1 6O0bI»




MepeBOA C aHTANACKOTO A3blKa Ha PYCCKWUI A3blK

CBMNAETE/ILCTBO

CCPIT

Kutaiickas Komuccua Cogencteua MexayHapoaHoi Toproeniu
KuTtaiickaa Manata MexayHapogHou Toproeaun
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Kutaiickaa Komuccua Cogencteua MexayHapoaHOW Toprosnau
Kutaiickaa Manata MexayHapoAHOR Toprosau

CBUAETENBCTBO

Ne 183100B0/011659

HACTOAW WM NMOATBEPXAETCH, UTO: nognuceb L[aH KOBaH, 3aKOHHOTO
npeagctaButens Ningbo Caremed Medical Products Co.. Ltd. / HuHr60 Keamefq
Meaukan Mpopgaktc Ko., /IT4. v neyaTb BblWeYyNOMAHYTOW KOMNAHWW Ha
npukpenneHHon MHCTPYKUWW MO 3KCNAYATALUNWN aBnaTCA NOAANHHBIMU.

Kutalickas kommccusa cogeincrema
MeXAyHapoA4HON TOProBm

Meuvatb: CCP1T

Moanuck/

MoAnucb yNnosHOMOYEHHOTO nnya: Yxoy MuHgan
fata: 11 noHa 2018 T.
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MepeBof AaHHOro TeKcTa BbiNoNHeH nepeeod” bt ®ponosoit MapuHoii MuxaiinoBHON

PoccTckaa depepaums
Mopog Mocksa
[BajuaTb NATOr0 WHIOHA ABE ThICAYM BOCEMHAALATOro roja

A, AkumoB [ne6 Bbopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYI MNOAIMHHOCTb
nognucu nepesogunka ®ponosoit MapmHbl MnxainnosHbl.

Mognuck chenaHa B MOeM MPUCYTCTBUMN.

JInyHoCTb Nognucasllero AOKYMeHT yCTaHOB/EHA.

3aperucT peecTpe: No 77/09-n/77-2018-

toii mownmHbl (No Tapudy): MHOpy6.
I NPaBOBOro M TeXHWYecKoro xapakTepa: 200 py6.

.6. AKUmoB

MpoLuHypoBaHo, NPOHYMEPOBAHO U CKpenneHo nevyaToio 47/ nuct(-a,-06).

HoTapuyc: \  -------
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