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1. Introduction

ATTENTION! For safety when using "Gloves MediOk nitrile powder-free
viewing non-sterile disposable textured" (hereinafter: Disposable Nitrile
Examination Gloves), all users must carefully read these Operating manual before
using the product. The operating manual is compiled to familiarize the user with the
design of the medical device, its functions, as well as to describe the conditions and
rules of operation. The operating manual is intended for healthcare specialists.

e Always follow this operating manual.

¢ Keep the operating manual in the immediate vicinity of the product.

2. Information on the developer and manufacturer of the medical device
Blue Sail Medical Co., Ltd
} Address: No. 21 Qingtian Road, Qilu Chemical Industrial Park, Zibo City, China
No. 21, Qingtian Road, Qilu Chemical Industrial Park, Zibo City, China
Phone number: 0086 533 7871217
E-mail: sales@bluesail.cn

3. Information on the manufacturer's authorized representative
Limited Liability Company "Torgovyi Dom EVRAZIYA" (OO0 (LLC) "TDE").
Address: 125080, Moscow, Volokolamskoe highway, building 2, floor 23, room I,
office 6. 1, office 6
Phone number: +7 (495) 981 9440
+7 (495) 973 9836

E-mail: info@mediok.ru

4. Name of medical device
Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
implementation (hereinafter: mediOk gloves).
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S. Intended Use
Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
implementation are designed for disposable during medical research, diagnostic and
therapeutic procedures to protect the patient and the researcher from mutual
contamination. ’

6. Indications
MediOk gloves are designed for disposable for medical purposes by being placed on
the physician's hand to prevent contamination between patient and physician.

7. Contraindications
People with an established sensitivity or allergic reaction to the product or its
components.

8. Side effects
Potential allergic reactions to the product and its components.

9. Scope of application
This medical device can be used by medical personnel in medical centers, hospital
wards, clinics.
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10.Main specifications

Properties Extra Small Medium | Large | Extra
- | small (S) Ly @© large
- (X8) (XL)

! Width, mm ’

(Tolerance +10 mm) 70 80 95 110 120

Length, mm, not less than 220 230 230 230 230

Thickness in the finger

area, mm 0.08

(Tolerance £0,03 mm)

Thickness in the palm

area, mm 0.08

(Tolerance £0,03 mm)

Nominal strength, MPa, 14 (before accelerated aging)

not less than 14 (after accelerated aging)

Relative elongation, %, 500 (before accelerated aging)

not less than 400 (after accelerated aging)

Weight, g, not less than 3

Mass of powdering agent, 20

mg, not more than )

The gloves have no holes.
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11. Scope of supply
Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
implementation
I. Variations:
. Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
packages of 10 pcs. (5 pairs), 20 pcs. (10 pairs), 50 pcs. (25 pairs), 100 pes. (50 pairs),
200 pcs. (100 pairs); Sizes XS, S, M, L, XL; Color: black
2. Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
packages of - 10 pcs. (§ pairs), 20 pcs. (10 pairs), 50 pcs. (25 pairs), 100 pes. (50
pairs), 200 pcs. (100 pairs); Sizes XS, S, M, L, XL; Color: white
3. Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
packages of - 10 pcs. (S pairs), 20 pcs. {10 pairs), 50 pes. (25 pairs), 100 pes. (50
pairs), 200 pcs. (100 pairs); Sizes XS, S, M, L, XL; Color: lilac
4. Gloves MediOk nitrile powder-free viewing non-sterile disposable textured in
packages of - 10 pcs. (5 pairs), 20 pcs. (10 pairs), 50 pcs. (25 pairs), 100 pcs. (50
pairs), 200 pcs. (100 pairs); Sizes XS, S, M, L, XL; Color: light blue
1. Operating Manual
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12. General description and method of application
Description
Gloves MediOk nitrile powder-free viewing non-sterile disposable textured
in implementationmade of nitrile latex, in four different colors (black, white, lilac,
light blue) and sizes (XS-XL), related to the class 1 products, intended to create an
artificial barrier and supplied in a non-sterile form.

Method of application

Find the right size:

1. Find the appropriate glove size. The user can determine the small size of the gloves
by extending his fingers to a straight line.

Gloving:
1. Remove all hand and wrist jewelry and wash hands before putting on.

2. Place the gloves on the prepared work surface.

3. The user puts the glove on his dominant hand, grasping it with the other hand,
remembering to touch only the inner side of the gloves and putting it on his dominant
hand until it reaches the proper level.

4. The owner uses the dominant gloved hand to put another glove on the non-
dominant hand.

5. Once both gloves are on, users can touch the outside of the gloves to ensure a
proper fit.

Removal:

1. Using the dominant hand, users begin by grasping the outside of the glove with the
non-dominant hand on the palm side near the cuff.

2. Remove the glove from the non-dominant hand and place it in the gloved hand,
lifting it upward.

3. Insert two fingers under the cuff of the other glove and gently remove it from your
hand without touching your wrist, turning the other glove inward, inserting it as you
remove and close the first glove.

4. Gloves can be disposed of.

Disposal procedure: Dispose of the product in accordance with SanPiN 2.1.3684-21
for class B waste (epidemiologically hazardous waste). After technical disinfection
with the use of physical methods and changing the appearance of waste, which
excludes the possibility of its reuse, Class B waste can be accumulated, temporarily
stored, transported, destroyed and buried together with Class A waste
(epidemiologically safe waste, composition close to MSW).

Packaging of decontaminated Class B medical waste must be labeled to indicate that
the waste has been decontaminated.
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In case of non-use of the product, damage to the individual packaging and expiration
of the storage period, the disposal should be carried out in accordance with SanPiN
2.1.3684-21 for class A waste.

13. Precautions

e For single use only. No repeated use, processing or sterilization is recommended.

e Precautions are placed on the labeling of each device.

¢ Gloves should not be worn for more than 2 hours.

e Wash your hands after removing the gloves.

e Remove gloves before touching personal belongings (e.g., phone, computer, pen)
or skin. Remember the "exclusion area rule" that claims that "science" should not
be mixed with "private space" (personal table or eating area). In this case, the
gloves used for the study represent "science".

e Do not wear gloves outside of the workplace. If you need to move some item, you
can put on one glove and use your other hand to open the door.

e If for any reason the glove is defected and chemical substances or contaminants
contact your skin, this should be considered as an adverse factors exposure and
appropriate medical measures should be taken.

14. Cleaning And Disinfection
This medical device is supplied in a non-sterile condition.
Since the gloves are disposable, they cannot be cleaned and disinfected.

15. Maintenance
The medical device is not subject to maintenance and repair.
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16. Conditions of storage, operation and transportation
Operating conditions

Parameter Definition
Temperature e -10°Cto+40°C
Humidity Not more than 80%
Atmospheric pressure 70 kPato 106 kPa

Storage conditions

Parameter Definition
Temperature -10°C to +40°C
Humidity Not more than 80%
Atmospheric pressure 70 kPa to 106 kPa

Transportation conditions

Parameter Definition
Temperature -10°C to +40°C
Humidity Not more than 80%
Atmospheric pressure 70 kPa to 106 kPa

17. Shelf life of the medical device
The shelf life of the medical device is 5 years from the date of manufacture,
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18. Labeling

18.1 Table of explanation of symbols for consumer package labeling

Symbol

LOT

AofK
ISTERILA

of

®

« <

°104 1

PAP

Definition
Date of manufacture

Batch code

Use by

Does not contain natural latex

Nitrile

Non-sterile
Non-toxic material; food contact permitted
Reuse is prohibited

Avoid exposure to sunlight

Temperature range from 10 to 40°C

Keep away from moisture

Conformity mark of mandatory certification in Russia

Cellulosic products processing mark
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18.2 Shipping package labeling

Labeling applied to the shipping package includes:
«mediOk.» label,
"Top side" symbol;
"Do not expose to sunlight™ symbol;
"Keep away from moisture” symbol,
"Temperature limit" symbol;
conformity mark;
bar code;
batch code;
date of manufacture;
expiration date;

4 "NITRILE" label;

inscriptive color designation;
size designation;
number of units of consumer packaging;
net weight of the consumer package;
net weight;
gross weight.

Explanation of symbols for shipping package labeling

LOT Batch code

Date of manufacture

| Use by...
Keep away from moisture
Avoid exposure to sunlight

Temperature range from -10 to 40°C
*104 1

I I Top side

C" Conformity mark;
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19. Packaging

Mass and dimensional parameters of the consumer packaging of mediOk gloves

Type of supply, pcs Dimension (DxWxH), Weight, g
mm Tolerance +10%
Tolerance £10%

10 pcs (5 pairs) 80x155x30 5

20 pcs (10 pairs) 100x200x35 7

50 pcs (25 pairs) 200x110x50 8

100 pcs (50 pairs) 230x120x70 10

200 pcs (100 pairs) 240x125x60 12

Shipping package shall be made of corrugated cardboard.

Overall dimensions of the shipping package (DxXWxH): 275x230x210 mm £10%
Shipping package weight is 93 g.

Capacity of shipping package of mediOk gloves:

Type of supply in consumer packaging, Quantity of consumer

pcs packages
10 pcs (5 pairs) 35
20 pcs (10 pairs) 18
50 pcs (25 pairs) 12
i 100 pcs (50 pairs) 10
I 200 pcs (100 pairs) 7

The gross weight of the shipping package is not more than 6.5 kg.

20. Environmental safety requirements
This medical device has no a negative impact on humans and the environment.

21. Disposal
Dispose the device in accordance with SanPiN 2.1.3684-21 for class B waste
(epidemiologically hazardous waste). After technical disinfection with the use of
physical methods and changing the appearance of waste, which excludes the
possibility of its reuse, Class B waste can be accumulated, temporarily stored,
transported, destroyed and buried together with Class A waste (epidemiologically
safe waste, composition close to MSW).

12
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Packaging of decontaminated Class B medical waste must be labeled to indicate that
the waste has been decontaminated.

In case of non-use of the product, damage to the individual packaging and expiration
of the storage period, the disposal should be carried out in accordance with SanPiN
2.1.3684-21 for class A waste.

22. Manufacturer’s warranty
The manufacturer guarantees the safety of gloves, as well as all their parameters and
characteristics, during the entire shelf life - 5 years, provided the integrity of the
individual packaging and compliance with the storage, transportation and use
conditions in accordance with the operating manual.

«
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23. List of international and national standards applied by the manufacturer
of the medical device to which the medical device complies

Ne Standards

1 EN 455-1

2 EN 455-2

3 EN 455-3

4 EN 455-4

5 ENISO
13485/AC2007

6 ENISO 9001

7 1SO 2859-1
. 8 ISO 188
9 EN374-1
10 EN 374-2
11 EN 374-4
12 EN 374-5

13 EN 420:2003
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Date
publication
2000.10

2015

2015

2009

2016

2015
2009

2011

2016

2014
2018

2016

2003

of Description

Medical gloves for single use -
Part 1. Requirements and
inspector of holes-free condition
inspector

Medical gloves for single use -
Part 2: Requirements and physical
properties inspector

Medical gloves for single use -
Part 3: Requirements and
biological assessment inspector
Medical gloves for single use -
Part 4: Requirements and
expiration date inspector
Medical devices - quality
management systems -
requirements for regulatory
purposes

Quality management systems
Selection of procedures to be
tested by attributes

Rubber and thermoplastic
elastomers. Accelerated aging and
heat resistance tests

Chemical and microorganism
protection gloves

Air and water leakage
Chemical and microorganism
protection gloves - Part 4:
Determination of resistance to
deterioration by chemicals
Resistance to the entry of
bloodbome pathogens
Protective gloves. General
requirements and test methods

14



14 GOST ISO 10993-1 2021 Medical devices. Evaluation of the
biological effects of medical
devices. Part 1. Evaluation and
studies.

15 GOST ISO 10993-11 2021 Medical devices. Evaluation of the
biological effects of medical
devices. Part 11. Studies of
general toxic effects

16 GOST ISO 10993-10 2011 "Medical Devices. Evaluation of
the biological effects of medical
devices. Part 10. Studies on
irritant and sensitizing effects”

17 GOST 31214 2016 Medical devices. Requirements
for samples and documentation
submitted for toxicological,
sanitary and chemical studies,
sterility and pyrogenicity tests

18 GOST P 52770 2016 Medical devices. Safety
Requirements. Methods of
sanitary-chemical and
toxicological tests

19 GOST 32337-2013 2013 Medical diagnostic nitrile gloves.
Technical specifications
20 ENISO 15223-1 2016 Medical devices - Symbols to be

used with medical device tags,
labeling and information to be
provided - Part 1. General
requirements

24. Complaint
Organization authorized by the manufacturer to accept product quality claims on the
territory of the Russian Federation:
Limited Liability Company "Torgovyi Dom EVRAZIYA" (OOO (LLC)
"TDE")
Address: 125080, Moscow, Volokolamskoe highway, building 2, floor 23, room
I, office 6.1, office 6
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«YTBEP>XOAHRO»

MeHepKep 0TAena KOHTPOSt KavecTa

/nomKHOCTb/
PobuH Jlny

nmal

/noanuce/

/MevyaTb/

Blue Sail Medical Co. Ltd.

07.04.2023

PYKOBO/ZICTBO MO 3KCM/yaTaLum

Mepuatkn MediOk HATPKMNOBbLIE HEOMYAPEHHbIE CMOTPOBbIE HECTEPU/bHbIE
0[1HOPa30Bble TEKCTYPUPOBAHHbIE, B BapUaHTax UCMONHEHUS
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1. BBegeHue

BHVMAHWE! Onsa 6e3onacHOCTW Mpu ncnosb3oBaHuu «lepyatok MediOk
HUTPUNOBbLIX  HEOMYAPEHHbIX  CMOTPOBbLIX  HECTEPUNbHbIX  O4HOPA30BbIX
TEKCTYPUPOBaHHbIX» (fanee: 04HOPa3oBble HUTPUIOBbIE CMOTPOBbIE NepyaTKu),
MO Ha3HAYeHUI0 BCE MONb30BATENIN [O/DKHbI BHUMATENIbHO W3YUYUTb [aHHOe
PyKOBOACTBO MO 3KcnayaTauum 4O Hayana MCronb3oBaHUA n3genns. PYKOBOACTBO
Mo akcnayatauum HanucaHo ANA 03HaKOMJIeHWS NoTpebuTens ¢ KOHCTPYKUUen
MeLUUNHCKOro U3fenums, ero OyHKUMAMMK, a Tak >Ke ONuCbIiBaeT yC0BMA U npasunna
akcnayaTtayun. PyKOBOACTBO MO 3Kcnyartaumm npefHasHayeHo Aasa MeguuMHCKUX
paboTHUKOB.

» Bcerga geicTByiitTe cornacHo jaHHoMy PyKOBOACTBY MO 3KcnyaTauuu.

* PyKoBOACTBO MO 3Kcnayatauunm cnegyeT XpaHWUTb B HenocpeACTBEHHOW
6/11M30CTN OT N3JENUS.

2. CefileHVs 0 pa3paboTyumkKe U NPON3BOAUTENE MEAULLMHCKOIO U3Lenns
KomnaHus: Blue Sail Medical Co., Ltd / bnto Celin Megukan Ko., 1114,
Agpec: No. 21 Qingtian Road, Qilu Chemical Industrial Park, Zibo City, China
Ne21, LIMHTSHb Poya, XMMWYeCKMin NpoMbILIeHHbIR napk Kuny, ropog Li3bi6o,
KuTaii
Ten,: 0086 533 7871217
E-mail: sales@bluesail.cn

3. CBegeHUA 06 yrnoNHOMOYEHHOM MNpeAcTaBuUTeNle NPOU3BOANTENS
OO6LecTBO C OrpaHMYEHHON OTBETCTBEHHOCTLIO «Toprosbiin jom EBPA3NA» (OO0
«TOAE»).

Appec: 125080, r. MockBa, Bonokonamckoe L., 4. 2, at. 23 nom. |, Kom. 6
Ten.. +7(495)981 9440

+7 (495) 973 9836
E-mail: info@mediok.ru

4. HanmeHoBaHMe MegULLIMHCKOIO uU3genna
Mepuatkn MediOk HUTpPUNOBbLIE HeEONyApeHHble CMOTPOBbIE HECTEpPW/ibHbIe
O[lHOpa30Bble TEKCTYPUPOBAHHbIE, B BapmaHTax WCNOMHEHUA (fanee Mo TEKCTY:
Mepuatky mediOk).
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5. Ha3nayenue
[Tepuatkn MediOk HUTpUIOBblE HEOMYAPEHHBIE CMOTPOBbIE HECTEPHJIbHBIE
OZIHOpa30Bble TEKCTYPHPOBaHHbIE, B BADMAHTaX HCMOJNHEHUS MpeAHa3HAuYeHBb! JUIs
OJHOpPAa30BOr0 MCIMOJIL30BaHUA [pH NPOBEAEHHMH MEAMLIMHCKHUX HCCIIEI0BaHMH,
JIMarHOCTHYECKMX M TepaneBTHHEeCKHX MpoLeIyp C Leblo 3allUThl MalUeHTa U
MCCJIeIOBATENIsl OT B3aUMHOIO 3apakEHHUS.

6. Iloka3zanus
[Tepyatku mediOk npeaHa3Ha4YeHb! 1)1 OAHOKPATHOIO IPUMEHEHHS B MEAMLIMHCKHX
LieSIX MOCPEeICTBOM HajieBaHHUs HA pyKy Bpava AJIs [TpeJOTBPALEeHHs KOHTAMHHALIUH
MeXy NalMeHTOM U BpayoM.

7. IlpoTHBONOKAa3aHHA
‘ JIMua ¢ yCTaHOBJIEHHOM YyBCTBUTENLHOCTBIO MJTH a/NIEPrH4ecKoi peaklMen Ha
U3JIEJIHE WK €ro KOMIIOHEHTBI.

8. IToGounbie 3¢ ¢exTn!
B03MOXHBI aJulepruyeckye peakiMy Ha U3AeNIie U €r0 KOMIIOHEHTHI.

9. O61acTb NPpHMEHEHHS

‘ I[aHHOC MEOAHLUHHCKOEC H3IACINEC MOXKET OBITb MCMOJIL30BAHO MEAULUHCKUM
NnepcoHaIoOM B MEAWLIMHCKHX ITyHKTax, OONBHHUYHBIX OTACJICHUAX, ITOJHUKIIHHHKAX.
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10.0OCHOBHble TEXHUYECKNE XapaKTepuCTuUKNn

CsolicTBa CeBepx ManeHbkne CpegHue bBonbwn  Ceepx6
Masible ©) (M) e onbLine
(XS) L (XL

tupyka, M 70 80 95 Mo 120

(4onyck £10 mm)

ONvHa, MM, He MeHee 220 230 230 230 230

TonwmHa B 061acTu

nanbua, Mm 0,08

(4onyck 0,03 mm)
TonwmHa B 061acTu

NnagoHu, MM 0,08

(Aonyck £0,03 mm)

YcnoBHasa NpPoOYHOCTb, 14 (00 YCKOPEHHOro cTapeHuns)
MIlla, He MeHee 14 (nocne YCKOPEHHOro cTapeHuns)
OTHOCUTeNbHOE 500 (0 YCKOPEHHOro cTapeHus)
yannHeHue, %, He MeHee 400 (nocne YCKOPEeHHOTro CTapeHus)
Macca, I, He MeHee 3

Macca onyapuBaroLLero

2,0
BeLWlecTBa, Mr , He 6onee

MepyaTKM HE UMEKOT OTBEPCTUIA.
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11. KoMJ1eKT nNoCTaBKH

[Tlepyatku MediOk HUTpUIOBbIE HEONMYJPEHHbIE CMOTPOBbIE HECTEPHIIbHBIE

OJIHOpa30Bble€ TEKCTYPUPOBAHHBIE, B BApHaHTaX UCIOIHEHHUS

I. BapyaHTbl HCTIONTHEHHUS:

1. Iepuatkn MediOk HUTpHIIOBBIE HEOMYAPEHHBIE CMOTPOBLIE HECTEPHJIbHBIE

OJJHOpa30Bbl€ TEKCTYpHpPOBaHHbIE B yriakoBkax no — 10 wr. (5 map), 20 wr. (10 nap),

50 wr. (25 nap), 100 wr. (50 map), 200 wr. (100 map); Pasmepn! XS, S, M, L, XL;

L1BeT: uepHbIi

2. Tlepuatku MediOk HUTpHUNIOBBIE HEONMyApEHHbIE CMOTPOBbIE HECTEPHIIbHBIC

OJITHOpa30BbIie TEKCTYpHUpOBaHHbIE B ynakoBkax no — 10 wr. (5 nap), 20 wr. (10 nap),

50 wr. (25 nap), 100 wr. (50 nap), 200 wr. (100 nap); Paszmepn! XS, S, M, L, XL;

LIBeT: OenbIii

3. Ilepuatku MediOk HUTpuUNOBblE HEOMyApeHHblE CMOTPOBBIE HECTEPHJIbHbIE
. OIHOpa30Bble TEKCTYPHPOBaHHbIe B ynakoBkax no — 10 wr. (5 nap), 20 wr. (10 nap),

50 wr. (25 nap), 100 wr. (50 map), 200 wr. (100 nap); Pasmepsl XS, S, M, L, XL;

L{BeT: cupeHeEBBIi

4. Tlepuatku MediOk HUTpHIOBBIE HEONyApEeHHbIE CMOTPOBBIE HECTEPUIIbHBIE

OJHOpPa30Bble TEKCTypUpOBaHHbIE B ynakoBkax 1o — 10 wrt. (5 nap), 20 wr. (10 nap),

50 wr. (25 nap), 100 wrt. (50 nap), 200 wr. (100 nap); Pazmepn: XS, S, M, L, XL;

L{BeT: rony6oii

I1. PykoBOACTBO NO 3KCIUTyaTalUu
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12. O6wee onucanune u cnocob npuMeHeHHs

Onucanue

Ilepyuatku MediOk HUTpHIIOBbIE HEOMyOpEHHbIE CMOTPOBBIE HECTEPHIIbHbIE
OHOPa30Bble TEKCTYPHPOBaHHbIE, B BapHaHTaX MCIOJHEHHUS HW3rOTOBJIEHbI W3
HUTPHJIBHOTO JIaTeKCa, [TpeICTaBACHbI B BU/lE YeThIpeX BApHAHTOB Pa3JIMuHOro L[BETa
(uepHbIe, Genblie, cUpeHeBble, ronyObie) U pa3Mepax (XS-XL), oTHOCATCS K U3AETUAM
Knacca |, mpeHa3Ha4YeHsb! U1 CO3AaHUs HCKYCCTBEHHOro 6apbepa U MOCTaBIsAKOTCS
B HECTEPHJILHOM BHJE.

Cnocob npumenenusn

Haiingute npaBunbHbIi pasmep:

1. Haiiqure nomxoasmmii pasmep nepyatok. Ilonb3oBaTesnbr MOXET OMpeneNMTh,
CIIMILKOM JIM MQJICHbKHE €r0 MepYaTKH, BBITAHYB NaJbLbl 10 NPAMOH.

Hanesanue:
1. CHuMHTE Bce YKpalleHHs MJii pyK W 3amsacTHd M BbIMOHTE pPYyKH mepen

Ha/leBaHHEM.
2. [TomecTuTe NepyaTKy Ha NOATOTOBJIEHHYIO paboUylo MOBEPXHOCTb.
3. Iloap30oBaTens HaAeBaeT MEpYaTKy Ha CBOKO JOMHHHUPYIOLIYIO PYKY, XBaTas ee
Apyroil pykoii, He 3a0bIBas MPUKACaTbCS TONBKO K BHYTPEHHEH YacTH MepyaToK W
HaJeBas ee Ha JOMUHUPYIOLYIO PyKY, IOKa OHA HE JOCTUIHET YPOBHS UCKaTeJIsl.
4. Bnanenew UCToNb3yeT JOMUHHUPYIOLLYIO PYKY B Ilepuarke, YTOObl HAETh APYTYIO
nepyaTKy Ha He JOMHUHAHTHYIO PYKY.
5. Ilocne Toro, kak obe nepyaTky HaAeThl, MOJH30OBATEIN MOTYT JOTPOHYTHCS 10
BHEIIIHEH CTOPOHBI IEPYATOK, YTOOBI 06eCeUnTh NPaBUIbHYIO OCAAKY.

‘ Cusrue:
1. Mcnonps3ys 1OMHUHHUPYIOLLYIO PYKY, NTOJIb30BATENIM HAYMHAIOT C 3aXBaTa BHEUIHEH
CTOPOHBI N€pYaTKH HE JOMHHAHTHOHN PYKOH CO CTOPOHBI JIAJOHHU PSIOM C MAHXXETOM.
2. CHuMmHTe nepyaTKy ¢ He IOMHHHUPYIOLIEH PYKHM U TOMECTHTE €€ B PyKy B
nepyaTtke, NoJAHUMas €€ BBEPX.
3. BcraBsbTe ABa nanbla oA MaHKETY APYro# nep4yaTky U aKKypaTHO CHUMHTE €€ ©
PYKH, He Kacasch 3ansiCThs, IOBEPHYB OCTaBIIYIOCS [1€pYaTKy BHYTPb, BCTaBUB €€ 110
Mepe CHSATHS, U, B CBOIO OY€EpE/lb, 3aKPOITE NEPBYIO NEPYATKY.
4. [lepyaTku MOXXHO yTHJIU3UPOBATb.
Iopsnok yTuauzauuu: YTUIM3aUMIO H3Aeaus MPOBOAUTh B COOTBETCTBUHU C
CanlluH 2.1.3684-21 nnsa oTxomoB kinacca b (3nmaeMHONOrHYecKd oOMacHbie
orxoasl). [locne amnmapatHbix crnoco6oB o6e33apakMBaHUS € NPUMEHEHHEM
¢U3n4EeCKMX METOAOB M W3MEHEHHWS BHELIHEro BHAA OTXOJOB, HCKJIIOYAIOLLEro
BO3MOJXXHOCTb UX TOBTOPHOI'O IPUMEHEHHUS, OTXObl Ki1acca b MoryT HakaniauBatbcs,
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BPEMEHHO XPAaHHUTHCH, TPAHCMOPTHPOBATHCS, YHHYTOXKATECS K 3aXOPaHUBAThCA
COBMECTHO C OTXOJaMH Knacca A (3nuaeMuojorudecku Oe3ornacHble OTXOJBI, 110
coctaBy nmpubmmkennsie k TBO).

VYnakoBka o0e33apakeHHBIX MEAMIHHCKHX OTXOHOB KjaccoB b aomxHa wMeTh
MapKHPOBKY, CBHIECTENBCTBYIOILYIO O IPOBeicHHOM 06e33apaXKiBaHNH OTXOKOB.
[Ipr HEHCNONB30BAHUM M3AENHA, NOBPEXICHHA HHIAMBUJIYAJIbHOH YNaKOBKH H
UCTEYECHUH CPOKa XpaHEeHWs YTHIM3a[HIo NPOBOAUTH B cooTBeTcTBHH ¢ CallnH
2.1.3684-21 nns oTx0M0B Kiacca A.

13. Mepb! npeaocTOPOKHOCTH

¢ Tonbko ANA OJHOKPATHOTO HCMONbL30BaHMA. He peKOMEHIYIOTCA IOBTOpPHBIE
UCIIONE30BaHMA, 00paboTka UK CTepHITH3aLH.

o [IlpemocrepexeHnns pasMelleHs! Ha MapKUPOBKE, MPUCYTCTBYIOUIEH HA KaXIOM

. H3AEITHH.

¢ He cienyer HOCHTH nepyaTku 6onee 2 4acos.

¢ [locne cHATHA NepyaToOX NOMOHTE PYKH.

o [Ilepen TeM Kak NPUKOCHYTBCA K JIMUHBIM BeiiaM (HampuMep, K TenedoHy,
KOMITBIOTEPY, pYvKe) MIM K Koxke, CHUMHTe nepJatku. [ToMHMTe 0 «ripaBune
3ANPETHOM 30HEDY, COrJIACHO KOTOPOMY «HAyKy» HeNb3sl CMEIIHBATh ¢ «/THYHBIM
TIPOCTPaHCTBOM» (COOCTBEHHBIH CTOX MM MecTo npHema nuuM). B nannoM
cTydyae TepyaTKH, UCTONb3yeMble JUIA HCCIESROBaHMA, NPEACTABITIOT coboMH
«HAYKY».

e He Hocure mnepyatku BHe paGogero kabunera. [Ipm HeobxomumocTH
TPAHCTIOPTHPOBKH Kakoro-mbo nmpeaMera Bbl MOXKETE HaACTh OHY NepYyarTky, a
BTOpOH pyKo¥M OTKpHIBAaTh ABEPk.

‘ e Ecnu mo xakoii-nubo NpuvHHE IepyaTka HEHCIIpaBHA H XHMHYECKHE HIIH
3arpA3HAIONHE BELECTBA KOHTAKTHPYIOT C BallleH KOXKeH, 3TO Halo paCLICHHBATh
Kak  Bo3felicTBHe  HeOnaronmpusaTHeIX  ¢akTOpoB M IpPEANpPHHATE
COOTBETCTBYIOLIME MEAULIKHCKUE MEPHI.

14. Ouncrka n gesnndexuun
JaHHOe MeIHLIMHCKOE U3AENHE TOCTABIACTCA HE CTEPHITBHBIM.
Tak xaKk mepyaTKk OJHOPA30BOTO NPHMEHEHHS — OYHCTKE H JAC3HH(EKLHMH He
HOUIEXKAT.

15. Texnrueckoe o6cnykuBanue
MeauupHCKOe H3LEHNE HE NOJICKHT TEXHUUECKOMY O0CTy)XKHBAHHIO H PEMOHTY.
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16. YcaoBHA XpaHeRus, IKCIIYATARRMHA H TPARCIIOPTHPOBAHHUSA

YcnoBus 3KCIITyaTaluu
Tapamerp 3navenne
TeMmnepatypa or -10°C mo +40°C
BrnaxHocTp He Gonee 80%
ATMocdepHOE naBneHue or 70 kI1a no 106 kIla
YcnoBHA XpaHeHHs
- IIapamerp 3navenne
Temneparypa ot -10°C go +40°C
BnaxsHocTts He Gonee 80%
AtMocdepHoe naBnenne ot 70 kI1a mo 106 xIla
YcnoBus TpaHCNOPTUPOBAHUA
Ilapamerp 3navyenne
Temneparypa ot -10°C no +40°C
BnaxxHocth He 6onee 80%
ATmochepHOe AaBlieHHe ot 70 kIla po 106 xIla

17. Cpok rogHOCTH MeAHUHHCKOTO H3IC/IHA

Cpox TOHOCTH MEIULIHHCKOTO M3ACIMS COCTABIIAET 5 JIeT ¢ JaThl IIPpON3BOACTBA.
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18. MapkupoBka
18.1 Tabamua pacuinPpoBKH CHMBOJIOB MapKHPOBKH NOTPeOHTEIbCKOI

YNaKOBKH
CumBoa 3Havenue
[l JlaTta u3roroBieHus
LOT Kona naptuu

HUcnonb3oBarth 10

W He conepxuT HaTypaibHbIH JaTeKc

¢ Hutpunossle
Hecrtepunbhblie

Q‘F HeTokcuuHblif MaTepyan; 10MycKaeTcss KOHTAKT C
MHILEBbIMH NPOLYKTaMH
® IToBTOpHOE MCNIOJB30BaHKE 3ANPELLEHO
/\‘}’/ He nonyckarb Bo31eHCTBHS COJTHEYHOIO CBETA
o~
A
]
[] . TemnepatypHblii Anana3ox ot 10 go 40°C

‘ -T' S bepeus ot Bnaru

@ 3Hak COOTBETCTBUSA 0053aTe/bHON cepTUdHrKauny B Poccuu

3Hak nepepaboTKH LEJUTION03HO! NPOAYKLUHH

PAP
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18.2 MapxupoBKa TpaHCNOPTHOH YNAKOBKH

MapkupoBka, HaHOCHMMas Ha TPAHCMIOPTHYIO YNIAKOBKY, BKIIOYAET:
e mHagmuchk «mediOk.»;
e cuMBoI «Bepx»;
o cumson «He fomyckaTs BO3ACHCTBUA COTHEUHOTO CBETA;

cuMBol «bepeus OT Bnaruny;

cumBon «IIpeaen TemMnepaTyphi»;

3HaK oOpallleHus Ha PHIHKE;

IITPHX-KOA;

KOJI MMapTHH;

AaTa U3rOTORJICHMS,

CPOK FOTHOCTH,

Haanuch «KNITRILE»;

0003Ha4YEHHE 1[BETa B BUAC HAMIIHCH;

¢ 0003HauYECHHE pa3Mepa;

® YHCIIO EAHHHL NOTPeONTENLCKOMN YIIAKOBKH;
¢ Macca HeTTO NOTPeOUTENbCKOM YTIaKOBKY;
® Macca HeTTo;

e Macca OpyTTo.
Pacum¢poBka CHMBOJIOB MapKUPOBKH TPAHCHOPTHOM yIIaKOBKH:

LOT Koa naptum

Jlata u3rotosneHun

Ucnonb3osaTts 4o...

He AonycKaTb BO3AENCTBMA CONHEYHOTO CBETa

f‘ bepeyb OT BAaru
| \‘:’/
e
7S

. } w TemnepaTypHbii guanasoH -10 a0 40 °C
10¢

Bepx

e 3HaK 06paweHun Ha pbiHKe
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19. YnakoBka

Maccora6apuTHble TapamMeTpsl NoTpeGHTENbLCKOH YakoBkH nepaaTok mediOk

Bua nocraBku, WIT Pasmep (Ix1lIxB), mm | Maceca, r
Jonyexk £10% Honyck £10%

10 ot (5 nap) 80x155x30 5

20 wrr (10 nap) 100x200x35 7

50 nrr (25 nap) 200x110x50 8

100 mrr (50 nap) 230x120x70 10

200 mr (100 nap) 240x125x60 12

TpancniopTHas Tapa J0NKHA OBITH M3MOTOBIIEHA M3 TOPPHPOBAHHOIO XKAPTOHA.
["aGapuTHble pasMepsl TpaHCTIOpTHOI yrakoBku (IXIIxB): 275x230x210 mm +10%
Macca TpaHCIIOpTHOI YIIakOBKH 93 T.

BMecTUMOCTE TpaHcIOpTHO#H ynakoBku nepuarok mediOk:

Buja nocTaBKH B MOTPEeOHTENLCKOH Konn4vecTBo

ynaKoBKe, T NOTpeGUTENbCKOI YHAKOBKH
10 wrr (5 nap) 35

20 orr (10 map) I8

50 orr (25 nap) 12

100 it (50 nap) 10

200 mt (100 nap) 7

Macca OpyTTO TpaHCIOPTHOM YITAKOBKH HE IMPEBBIILAET 6,5 Kr.

20. TpeGoBanuA K oxpaHe OKpYXkalouleii cpeabt
JlanHOe MeIHLHHCKOE H3AeNHe NPH NCTIONb30BAHWH, TPAHCIIOPTHPOBKE X XpaHEHHU
HE OKa3bIBaeT HeraTHBHOIO BO3ACHCTBHA Ha YeJOBEKA U OKPYXAIOIIYK> cpeay.

21. Yruansanus
VTUNIH3aLMIO M3/ienHus NpoBoAuTh B coorBercTBuM ¢ CanlluH 2.1.3684-21 musa
oTX0/10B Knacca B (3MaeMHONOrHYecKH omnacHele otxonsl). ITocne anrapaTHeIX
cnoco6oB 00€33apaXXUBaHHA ¢ MPUMEHEHHEM (H3MYECKHX METONOB M M3MEHEHHS
BHEIUHENO BHAAa OTXOAOB, HCKIIOYAIOHIEro BO3MOXHOCTE HX MOBTOPHOTO
INpUMEHEHHs, OTXOABl Kjlacca B MOryT HakamjnMBaThCs, BPEMEHHO XpaHHTBHCA,
TPAHCTIOPTUPOBATHCA, YHUUTOKATBCS M 3aXOPAHMBATHECA COBMECTHO € OTXOZaMH
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KIacca A (nugeMuonorayecky 6e3onacHrie 0TXO/BI, 110 COCTaBY NPHOIHKEHHBIE K
TBO).

YmnakoBka obe33apaxeHHBIX MEOMLHHCKHX OTXOHOB KiIaccoB b JomkHa HUMeTh
MapKHMpOBKY, CBUAETENLCTBYIOILYIO O MPOBEACHHOM 00€33apaXHBaHHU OTXONOB.
[Ipn HeHCnonL30BaHMM W3MENHA, TOBPEXICHHS WHAHBHIYANBHON YNAKOBKH H
MCTEUEHHH CPOKa XpaHeHHA YTWIM3alLMIo npoBoauth B cooTBeTcTBuU ¢ CanlInH
2.1.3684-21 nna oTX0n0B Kiacca A.

22, TapaHTHS NPOH3BOAHTE/IS
ITpousBoguTens rapaHTHUPYET COXPAHHOCTh MEPYATOK, & TAKKE BCEX HX NapaMeTpoOB
H XapaKTepUCTHK, B TE€YEHHE BCEr0 CPOKAa TOAHOCTH — 5 JET NpH YCJIOBHU
LENOCTHOCTH MHAMBHAYAILHONH YIAKOBKM M COOMIOAEHMH YCIOBHH XpaHEHHS,
TPAHCMOPTHUPOBAaHHA H MCMOJBL30BaHUS B COOTBETICTBHH C PYKOBOACTBOM IO
3KCILIyaTalHX.
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23. llepeyens NpHMeHAEMBIX MPOH3BOJAHTENEM MEAHURHHCKOrO H3/ACHSA

MEKAYHAPOARBIX

COOTBETCTBYCT MCAHIKHHCKOE H3AC/THEC

HAINHOHAJNBHBIX

CTAHJAPTOB,  KOTOPLIM

Ne | Crangapret

Jara nyGnukaimu

Ornucauue

1 |[EN455-1

2000.10

" | MemHuMKCKHE NEPYATKH AN

€AMHCTBEHHOTO UCIIO/IE30BaHNA -
Yacts 1: TpeboBanus u
NpoBEpAIOIIHiA Ha cBoGOaY OT
oTBepcTHi

2 | EN455-2

2015

MenuUHHCKNE [IEPYaTKH [Jist
€AMHCTBEHHOTO HCMNOJb30BAHHA ~
YacTs 2: TpeboBanus n
NPOBEPAIOLINIA HA PU3HYIECKHE
CBOHCTBa

3 |EN455-3

2015

MeaULHMHCKHE IepYaTKy A
eAMHCTBEHHOI0 HCMOJIE30BAHMUS -
YacTts 3: TpeboBanus u
MPOBEPAIOLINNA Ha
GHONOrHYECKYIO OLIEHKY

4 |EN455-4

2009

MenuuyHCKUE NepYaTKH s
€AUHCTBEHHOIO UCIIOJIB30BAHNA -
Yacrs 4: TpeGopanua u
[TPOBEPAIONINH HA ONpeNeNnecHHe
CpOKa FOAHOCTH

5 [ENISO
¢ 13485/AC2007

2016

MeaunmHCcKHe NpHOOPEI -
CHCTEMBI MEHEJKMEHTA KaYeCTBa
- TpeGoBaHus ANd HeneH
peryJmpoBaHHS

6 | ENISO 9001

2015

CucreMsl MEHe)KMECHTa KauecTBa

7 |ISO 2859-1

2009

BriGopka npouenyp Ans
NPOBEPKU MPH3HAKAMYU

8 |[ISO 188

2011

Pe3uHa U TepMOITACTOILIACTEL.
HcneiTaHus Ha YCKOpPeHHOE
CTapeHUe H TEIIOCTONKOCTh

9 |EN374-1

2016

TlepyaTku, 3aIUUIIAIONIHE OT
XUMHKATOB H MHKPOOPTraHH3MOB

10 | EN 374-2

2014

YTeuka BO3xyXa ¥ BOIBI

11 |EN 3744

2018

3aumTHEIE MepYaTKH MPOTHB
XMMHKATOB ¥ MHKPOOPTaHH3MOB -
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Yacts 4: Onpenenenune
CONPOTHBIEHHS YXyIIEHHIO
XHMHKATaAMA

12 { EN 374-5

2016

YcTOHYMBOCTD K IPOHMKHOBEHHIO
MIATOI'€HOB, IIepPelaAlOIMXCS Yepes

KPOBb

13 | EN 420:2003

2003

IMepuaTku 3ampaTHEIE. O61LHE
TpeGOBaHUA ¥ METOABI
HCNBITaHUH

14 |TOCT ISO 10993-1

2021

Hznenus mequuuHckue. OueHka
OHOJOrHYecKoro AeHCTBUA
MeJRLMHCKHX n3genuii. Yacts 1.
OLeHKa K UCCIeJOBAHUA»

¢ 15 |TOCT ISO 10993-11

2021

Hzpenua meaunuHckre. OLeHKa
6uonornyeckoro aeficrBug
MeIULMHCKUX H3aenuid. Yacte 11.
HUccnepoBanus
00mEeTOKCHYECKOTO AeiCTBUSA

16 |I'OCT ISO 10993-10

2011

«H3nenua MeguuuHckue, OneHka
OKHONIOrHUECKOrO JeHCTBHA

MeIuLMHCKHX u3aenuii. Yacts 10.
Hccnenosanus pa3ipaxaromero H
CEHCHOMITM3UPYIOILIEro ACHCTBHAY

17 |I'OCT 31214

2016

HUsgemis MEQULIMHCKHE.,
Tpebopanus k oOpasuam u
JAOKYMEHTAI[HH, IPEACTaBIASMBIM
Ha TOKCHKOJIOTHYECKUE,
CaHUTApPHO-XUMHYECKHe
HCCNIe0BAHHSA, HCTILITAHUSA Ha
CTEpHIBLHOCTD H IIMPOT€HHOCTD

18 |OCT P 52770

2016

Hsgenus MeJULMHCKHE.
TpeGoBanns 6e30nMacHOCTH.
MeTtoanl caHUTAPHO-XHMHYECKHX
H TOKCHUKOJIOTHYECKUX
UCTIBITAHUH

19 |I'OCT 32337-2013

2013

IlepyaTku MEQHLHHCKHE
JHArHOCTUYECKHE HUTPUIIBHEIE.
Texuuyeckue TpeboBaHUA
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20 | ENISO 15223-1 2016

MenuunHckue ycTpoiicTsa -
CumBONE, KOTOpBIE OYAYT
HCNONB30BATHCA ¢ METKAMH
MEQHLIMHCKOro yCTpoiCTRa,
MapKHpoBKO# H MH(pOpMalHeH,
KoTOpas Oyzer npeaocTasieHa -
Yacte 1: O6mue TpeGopaHus

24, Pexnamauun

Opranmsaius, ymonHOMOYEHHAas INPOM3BOAMTENIEM Ha IIPHHATHE TIIPETEH3UR K
Ka4eCTRY NPOXYKLHH Ha TeppuTOpHH Poccuiickoif denepanmu:
OGumecTBo ¢ orpanAvennoi orsercreennocTbio «Toprosuiit Jom EBPA3US»

(000 «THAE»)

Apapec: 125080, r. MockBa, Boroxonramckoe 1., a. 2, 31. 23 noM. 1, xom. 6

t’?m% vjﬂ‘ﬂﬂ Uk liioba
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Poccuiickan @enepauus
I'opoa Mocksa
JABaguare BocbMOro ceHTabps ABe ThICAYH ABAALATH TPETLEr0 roaa

A, KosnaukoB Anekceit ARApeeBHY, BPEMEHHO HMCNONHAOWMIA 00s3aHHOCTH HOTapnyca
ropoaa Mocksbl 3yGoBcxo# BaneHTHHbI AJIEKCEEBHLI, CBMACTENLCTBYIO MOMLIHHHOCTD MOANHCH
nepesoa4auka CoipoBoi Aputbl MakcHMOBHBI.

IMoanuck caenana B MOEM NPUCYTCTBHH,

. JIN4HOCTH NOANHCABLWETO JOKYMEHT YCTaHOBJICHA.

3apeructpupoBaHo B peectpe: Ne 77/732-n/77-2023-10-1198.

YnnaueHo 3a coBepuieHHe HoTapHanbHoro aeicraus: 400 py6. 00 xon.

A.A. Ko3naukoB
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Poccuiickan ®exepauns
I'opoa Mocksa
Hecaroro Horbps ABe THICNYH ABAAUATH TPETHEr0 roAa

I, Koznaukos Anekcei AHznpeesHd, BpEMEHHO HCTIONHAIOMME 00A3aHHOCTH HOTapuyca
ropoaa Mockeul 3yGoBckoli BaneHTHHEI AneKceeBHb, CBHACTCILCTBYIO BEPHOCTh KONMHH C
NpPEACTABIEHHOTO MHE AOKYMEHTA.

3aperucTpupoBaHo B peectpe: Ne 77/732-n/77-2023-14-284,

YnnaueHo 3a coBepLIeHHe HoTapHaabHoro gelicreus: 3200 py6. 00 kom.

A.A. Kosnaukos

TIpomuTo, NpOHYMEpOBaHO H CKPENJICHO NedaTsio 32 (TPHALATH ABa) THCTA.

A.A. Ko3nauxos
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