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1 Data on the medical device
1.1 Name of the medical device

Medical diagnostic (examination) disposable non-sterile gloves BENOVY® specialized,
in hardware versions:
1 Medical diagnostic (examination) disposable non-sterile gloves BENOVY® Dual Color nitrile
powder free chlorinated finger textured two-colored with two-layer structure for additional protection
against punctures and cuts (beaded cuff), color: black&orange, orange&black, size: XS, S, M, L, XL.
2. Medical diagnostic (examination) disposable non-sterile gloves BENOVY® Grip Plus nitrile
powder free chlorinated finger textured for better grip (beaded cuff), color: blue, black, size: XS, S,
M, L, XL.
3. Medical diagnostic (examination) disposable non-sterile gloves BENOVY® Wave Grip nitrile
powder free chlorinated with wave texture over the entire surface for better grip (beaded
cuff/elongated beaded cuff), color: blue, black, orange, size: XS, S, M, L, XL.
4. Medical diagnostic (examination) disposable non-sterile gloves BENOVY® Chemotherapy nitrile
powder free chlorinated finger textured resistant to chemical and cytostatic agents/for chemotherapy
(beaded cuff), color: sky-blue, cornflower, size: XS, S, M, L, XL.
5. Medical diagnostic (examination) disposable non-sterile gloves BENOVY® Chemotherapy nitrile
powder free chlorinated high density textured resistant to chemical and cytostatic agents/for
chemotherapy (elongated beaded cuff), color: blue, size: XS, S, M, L, XL.

1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: TOP GLOVE SND. BHD., Malaysia, Lot
4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia.

Address of the manufacturing facility of the medical device: Lot 4969, Jalan Teratai, Batu
6, OffJalan Meru, 41050 Klang, Selangor D.E., Malaysia.

1.3 Purpose of the medical device

The gloves are intended for single use in protecting medical personnel’s hands and creating a
barrier against bacterial and/or viral contamination between the health worker and the patient during
examination/treatment, as well as in case of possible allergies caused by latex and powder.

1.4 Scope of the medical device

Gloves are used during medical researches, diagnostic, therapeutic, dental and treatment
procedures, sanitation and laboratory researches, as well as handling contaminated medical
materials/devices/surfaces, providing hand hygiene, as also protection of patient and healthcare
professional from cross-contamination.

15 Application conditions of the medical device

Medical disposable gloves are used in medical or healthcare facilities indoors in a dry place,
away from direct sunlight, at temperature from 10°C to 30”C and a relative humidity up to 80%, in
accordance with the instruction for use on medical device.

Gloves for external use only (the device is non-invasive).
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1.6 Intended users of the medical device

Medical personnel, who carry out medical researches, diagnostic, therapeutic, dental and
treatment procedures, sanitation and laboratory researches, as well as handling contaminated
medical materials/devices/surfaces and other activities, which require compliance with the
requirements for protection of patient/healthcare professional from cross-infection.

1.7 Indications for use of the medical device

The indications for use of the medical device are the necessity of conduction of medical
researches, diagnostic, therapeutic, dental and treatment procedures, sanitation and laboratory
researches, as well as handling contaminated medical materials/devices/surfaces.

1.8 Contraindications for use of the medical device

The contraindication to the medical device is a presence of allergic reaction to gloves made
from synthetic latex (nitrile) in a patient or a medical worker.

? 1.9 Operating principle of the medical device

The basis of nitrile diagnostic disposable gloves limits the movement of infectious substances,
increases the effectiveness of providing antibacterial protection in a medical facility by protecting a
medical worker from possible infections when examining / treating a patient, as well as contributes to
the reliable capture of medical instruments and increases the safety of work.

Due to the differences in the method of surface treatment, its texture, glove thickness, cuff
length, and additional additives in the latex, the medical device allows you to capture almost all areas
of diagnostics and therapy, including dentistry, medical, sanitary, laboratory and other medical
procedures and researches.

All hardware versions of the medical device are powder-free - chlorinated. The gloves are
treated with chlorine, which makes the surfaces of the medical device smooth and eases putting on
and removing, as well as prevents the gloves from sticking together.

Dual Color Gloves. The gloves have a two-layered structure, they are made of two-layered

nitrile, the outer layer of the glove has a contrasting color in relation to the inner layer of a glove, in
. order to provide the visual control of the integrity of a glove before putting it on, when working with
the known infected patients and the patients at risk.

Grip Plus Gloves. The Grip Plus technology, due to the sticky texture on the fingers, allows
the use of gloves when working with thin and small medical instruments, as well as in cases when it
is extremely important to hold the instrument in the hand, in order not to let is move.

The improved features of the textured surface on the fingers provides the better holding of
tools, both dry and wet ones.

Description of Grip Plus Technology. For the production of gloves, a related ceramic mould of
hands is used (see Image Ne 1), its fingers’ areas are coated with a special compound which makes
the fingertips of the gloves become shiny and sticky (see image Ne 2).

The coating composition consists of alumina oxide (CAS Ne 1344-28-1), silicon dioxide (CAS
Ne 14808-60-7), manufactured by Concord Chemicals Corporation Sdn. Bhd., Malaysia.
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Image N2 I.

Image N2 2.

Wave Grip Gloves. Their significant wavy texture throughout the glove surface provides the

perfect grip in wet and oily environments. The extended cuff option provides the improved protection
of a person’s wrist and forearm against possible contamination from infectious medical materials.
Chemotherapy Gloves (fourth (4) hardware version). The gloves for chemotherapeutic
manipulations are resistant to the permeability of chemotherapy drugs (cytotoxic agents). The gloves
have been tested for cytotoxic permeability in accordance with standard ASTM D 6978 (the results
are presented in Table 1).

No
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Table N> 1

Name of Chemotherapeutic Drug

Carmustin (BCNU)

Cisplatin
Cyclophosphamide (Cytoxan)
Dacarbazine (ABVD)
Doxorubicin hydrochloride
Etoposide (Toposar)
Fluorouracil

Paclitaxel (Taxol)
Thiotepa

Methotrexate

Mitomycin C

Vincristine sulfate
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Concentration,
mg/ml

3.3

10
20.0
100

2.0
20.0
50.0

6.0
10.0
25.0

0.5

10

Detection Time for
Diffusion, min.
Average time of 15.47
min.

No break up to 240 min.
No break up to 240 min.
No break up to 240 min.
No break up to 240 min.
No break up to 240 min.
No break up to 240 min.
No break up to 240 min.
Average time of 3.39 min.
No break up to 240 min.
No break up to 240 min.
No break up to 240 min.



Gloves Chemotherapy (fifth (5) hardware version). The gloves for chemotherapeutic
manipulations are resistant to the permeability of chemotherapy drugs (cytotoxic agents). The gloves
have been tested for cytotoxic permeability in accordance with standard ASTM D 6978 (the results
are presented in Table 1).

Besides, the gloves possess the feature of high density (High Density). They are characterized
by the increased wall thickness and increased resistance to damage. The high density gloves are used
in conditions of high infection risk (risk of contamination), while performing the procedures where
there is a risk of mechanical damage to the gloves, thus, the reliable hand protection is required.

The extended cuff option provides the improved protection of a person’s wrist and forearm
against possible contamination from infectious medical materials.

Table Ns 2

Ne Name of Chemotherapeutic Drug Concr:T(]ag /tr:]a}tlon, D%?%g?olm?nfor

1 Carmustin (BCNU) 33 Average time of 31.9 min.
2  Cisplatin 1.O No break up to 240 min.
3  Cyclophosphamide (Cytoxan) 20.0 No break up to 240 min.
4  Dacarbazine (ABVD) i00 No break up to 240 min.
5 Doxorubicin hydrochloride 2.0 No break up to 240 min.
6 Etoposide (Toposar) 20.0 No break up to 240 min.
7 Fluorouracil 50.0 No break up to 240 min.
8 Paclitaxel (Taxol) 6.0 No break up to 240 min.
9 Thiotepa 10.0 Average time of 136.2 min.

1.10 Shelf life of the medical device

The established shelf life of the medical nitrile diagnostic gloves is 5 years.
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2 Instruction for use of the medical device

Preliminary hygienic treatment of your hands is required before use of the gloves (treat hands
with skin antiseptic or wash with soap and water). Gloves are put on dry hands only.

How to put the gloves on:

1) Take a glove from the box. It is recommended to touch the bounded surface of the glove
corresponding to the wrist (upper edge of the cuff).

2) Pull on the first glove.

3) Take the second glove with your bare hand, touching the bounded surface of the glove
corresponding to the wrist.

4) To avoid touching the skin of the forearm with a gloved hand, rotate the outer surface of
the glove to be put on with folded fingers in the glove so that you could pull the glove over the other
hand.

5) Having put the gloves on, it is required to touch only those objects provided for by the
indications for use and conditions of the use of the gloves.

How to take the gloves off:

1) To take a glove off, pick it up at the level of the wrist without touching the skin of the
forearm and pull it off your hand, turning it inside out.

2) Holding the removed glove with the gloved hand, it is necessary to place the fingers of
your bare hand between the glove and wrist. Remove the second glove by rolling it down the hand
and put into the first glove.

3) After use, the gloves should be disposed of, in accordance with the recommendations
related to the disposal of medical waste. Wash the hands thoroughly.
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3 Warning and precautions

The device is intended for single use;

The medical device is non-sterile and does not require any sterilization;

For individual use only;

Every time it is necessary to perform hygienic treatment of your hands before putting on or
changing gloves, as well as after removing the gloves;

It is necessary to choose the gloves of the right size - they should be easily put on and should
not impede movement or squeeze the hands. Do not use in case of size mismatch;

It is recommended to touch only those areas of the glove that are designed for wrists (top edge
of the cuff);

It is necessary to change the gloves in case of any defect, puncture, damage, contamination,
fluid contact with skin under the glove, as well as stickiness;

If one glove is damaged, change both ones;

Depending on the type of the performed manipulation, to keep an optimal level of protection,
it is recommended to change gloves every 60-120 minutes;

Do not wet and keep away from moisture;

It is necessary to put the gloves on dry hands only;

Avoid exposure to direct sunlight;

Gloves do not guarantee 100% hand protection against punctures, cuts and damage caused by
exposure to chemicals;

It is recommended to consult healthcare professional in the event of dermal hypersensitivity
reactions when using the device.
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4 Transportation, storage and disposal conditions of the medical device
4.1 Transportation conditions of the medical device

The transportation of the device may be made by all means of transport (sea, land, railway or
air transport) according to the rules of transportation, which are applied to such means of transport.
During transportation, the storage conditions should not be violated.

4.2 Storage conditions of the medical device

The devices should be stored in a dry place protected from direct sunlight, within a temperature
range from 10°C to 30°C and a relative humidity up to 80%. The devices should be stored away from
the sources of ignition.

4.3 Disposal conditions of the medical device

Disposal of the medical device in the Russian Federation is carried out by the medical

organization as class B waste in accordance with SanPiN 2.1.3684-21 ‘Sanitary and epidemiological

| requirements for the maintenance of urban and rural settlements, for water facilities, drinking water

and drinking water supply, atmospheric air, soils, living quarters, the operation of industrial, public

premises, the organization and implementation of sanitary and anti-epidemic (preventive) measures’
and approved guideline of the organization.

The unused medical gloves or gloves with the expired shelf life should be disposed as class A
waste in accordance with SanPiN 2.1.3684-21 ‘Sanitary and epidemiological requirements for the
maintenance of urban and rural settlements, for water facilities, drinking water and drinking water
supply, atmospheric air, soils, living quarters, the operation of industrial, public premises, the
organization and implementation of sanitary and anti-epidemic (preventive) measures* and approved
guideline of the organization.

5 Cleaning and disinfection methods of the medical device

Disposable non-sterile examination gloves are a disposable medical device. Reuse of the
medical device is a gross violation of application methods.
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6 Specifications of the medical device
6.1 Description of the medical device

Form of the medical device. Examination gloves have straight fingers and are ambidextrous
(non-anatomic).

The glove’s cuff may be elongated (regardless of size, the length of the gloves is 300 mm £ 10
mm) or may have a standard length (length indicators are presented in Table Ne 3). Rolled cuff.

Treatment of the surface of the medical device. Medical gloves are powder-free. Powder-
free gloves undergo only one treatment, i.e. chlorination with chlorine.

Texture of the external surface of the medical device. Depending on the version, the gloves
have rough textured surface on the fingers or along the entire surface, as well as the significant wave
texture throughout the entire glove surface.

Sizes of the medical device. Depending on the size. Table 3 gives the values of width, length
and thickness of gloves.

,I Table 3 - Sizes ofthe medical device.

Val Size
alue name s : M L Vi
Width W (Figure 1), mm <80 80+10 95+10 110+10 >110
Length 1(Figure 1), mm, min 220 230
Thickness (at points shown in Figure 2),
mm, min
- smooth surface 0,08
- textured surface 011
Thickness of the cuff, mm, max 2,50
4
A l "
8
w L]
Figure 1- Points for measuring the width and Figure 2 - Points for measuring the wall
length of the glove thickness of the glove

10
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6.2 Physical specifications of the medical device
6.2.1 Physical and mechanical performance of the medical device
Physical and mechanical parameters ofthe medical device are represented in Tables 4, 5.

Table 4 - Values ofphysical and mechanical characteristics of the medical device before

accelerated ageing.

Value of physical and mechanical characteristics before accelerated ageing:

Elongation at break, %, Force at break, N, Conditional strength, MPa,
min min min
500 7,0 14

Table 5 - Values ofphysical and mechanical characteristics of the medical device after

accelerated ageing.

Value of physical and mechanical characteristics after accelerated ageing

Elongation at break, %, Force at break, N, Conditional strength, MPa,
min min min
400 6,0 14
n
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6.2.2 Inspection levels and acceptable quality level

For the purposes of quality control medical gloves are selected and examined in accordance
with standard 1SO 2859-1.

Table 6 - ControlLevels and Acceptable Quality Level (AQL).

SPECIFICATION CONTROL LEVEL AQL
Dimensions (width, length, thickness) S-2 4,0
Impermeability Gl 2,5
Elongation at break and force at break S2 4,0

(before and after accelerated ageing)

12
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7 Information on completeness and packaging of the medical device

The package provides protection from the exposure to mechanical and climatic factors during
transportation and storage.

Consumer packaging. Gloves shall be packed in boxes made of thick cardboard. Consumer
packaging ofthe gloves provides protection from external mechanical damage.

Depending on the scope of delivery, the consumer packaging shall contain a certain number of
gloves of the same size, one or several colors within the same version. When packing gloves of the
same version in two or more colors, a package with an internal partition shall be used in order to sep-
arate the gloves along with several perforations for separate carrying of these gloves.

Transportation package. Gloves in consumer package are packed in boxes made of corrugat-
ed board. Carton boxes are strong enough and provide safety of devices during transportation and
storage.

8 Scope of delivery of the medical device
Gloves can be delivered in thefollowing scopes o fsupply:

2000 gloves, i.e. 1000 pairs in a consumer package;
400 gloves, i.e. 200 pairs in a consumer package;
200 gloves, i.e. 100 pairs in a consumer package;
100 gloves, i.e. 50 pairs in a consumer package;
50 gloves, i.e. 25 pairs in a consumer package;
40 gloves, i.e. 20 pairs in a consumer package;
30 gloves, i.e. 15 pairs in a consumer package;
20 gloves, i.e. 10 pairs in a consumer package;
10 gloves, i.e. 5 pairs in a consumer package;

4 gloves, i.e. 2 pairs in a consumer package;

2 gloves, i.e. 1pairs in a consumer package.
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9 List of national standards, applied by manufacturer (producer) of the medical device

Table 7- Listofstandards applied by the Manufacturer.

Index Name
I1SO 9001:2008 Quality Management Systems. Requirements.

Medical Devices. Quality Management Systems.
Requirements for Regulatory Purposes.

ISO 13485:2016
ISO 14971:2007 Medical Devices - Application of Risk Management to Medical Devices.

Medical devices. Symbols to be used with medical device labels, labelling and

150 15223-1:2016 information to be supplied. Part 1 General Requirements.

Single-Use Medical Examination Gloves.

150 111931 Part 1 Specification for Gloves Made of Rubber Latex or Rubber Solution.
ISO 2859-1 Statistical Methods. Sampling procedures for Inspection by Attributes.
Standard Specification for Nitrile Examination Gloves for
ASTMD6319 Medical Application.
ASTM D 6978 Uniform Procedure for Assessing the Resistance of Medical Gloves to

Permeation by Chemotherapy Drugs.

14
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10 Possible adverse reactions

Healthcare providers may observe developments of type 1V allergies associated with an allergic
and sensitizing reaction to chemical components of gloves made from synthetic latex (nitrile).
Moreover, the manifestation of dermatitis and other skin irritations is possible as a result of improper
hands skincare and harsh conditions of hand skin isolation from natural air ventilation.
If skin irritation occurs, stop using gloves and consult a doctor.

11 Circumstances, in which the consumer must consult healthcare professional

The patient is recommended to consult healthcare professional in the event of dermal hypersen-
sitivity reactions, when using the device.

12 Manufacturer’swarranty

The Manufacturer (producer) guarantees preservation of all the parameters and characteristics
of the medical device taking into account Acceptable Quality Level (AQL), as well as the quality of
the medical gloves within all shelf life (5 years) from the date of manufacture upon the condition of
package integrity, observance of transportation, storage and operation conditions in accordance with
the instruction.

13 Data on Authorized representative of the manufacturer

Please contact the Authorized representative o fthe manufacturerfor any and all purposes,
related to circulation o fthe medical device on the territory o fthe Russian Federation:

“BENOVY” Company Limited (“BENOVY” Co., Ltd.)

Russia, 194292, St. Petersburg, 1, 5-y Verkhniy pereulok, litera J, office 205
tel. +7 (812) 309-16-32

WWw.benovy-company.ru

benovy@benovy-company.ru

15
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1 CBefieHVA 0 MEAULIMHCKOM M13aennn
1.1 HanmeHoBaH1e MeanNLIMHCKOrO 13aenus

MMepyaTKn MeauLMHCKME AuarHocTuyeckme (CMOTPOBble) O4HOPA30Bble HeCTepusibHble
BENOVY® cneunann3npoBaHHble, B BapuaHTax NUCMOMHEHWS:
1 lNepyaTK¥ MeAMUMHCKMe AnarHocTuyeckmne (CMOTPOBbIE) OAHOPA30Bble HeCcTepuibHble BENOVY®
Dual Color HUTpUOBble HeOMNyApeHHbIe X/I0PUPOBaHHbIE TEKCTYpPUPOBaHHbIE Ha naiblax ¢
[BYXC/IOMHOW CTPYKTYPO [ABYXUBETHblE A8 [LOMONHWUTENbHOr0 KOHTPO/S MPOKO/IOB M MOpPEe30B
(MaH)XeTa C Ba/IMKOM), LIBET: YepHO-0PaHXXEBbIA, OPaHXEBO-YepHbIi, pasmep: XS, S, M, L, XL.
2. [MepyaTky MeauLMHCKME anarHocTuyeckme (CMOTpOoBbIE) 0AHOPa30oBble HecTepuibHble BENOVY®
Grip Plus HWTpWIOBble HEOMYAPEHHbIE X/I0PVMPOBaHHbIE TEKCTYPMPOBaHHbIE Ha nanbuax Ang
YNYULLEHHOI O cuenneHuns (MaHXeTa ¢ Ba/IMKOM), UBET: rony60i1, YepHbIi, pasmep: XS, S, M, L, XL.
3. MNepyaTkn MeaMUMHCKMe AMarHocTuyeckmne (CMOTPOBbIE) 0fHOPa30Bble HecTepuibHble BENOVY®
Wave Grip HUTPUNOBbIE HEOMYApPeHHble X/IOPUPOBAHHbIE C BOSIHOOBPA3HOM TEKCTYpPOi MO BCel
MOBEPXHOCTUN ANA YNYYLIEHHOro CuenieHns (MaHXeTa C Ba/IMKOM/YA/IMHEHHAs MaHXXeTa C BaJIMKOM),
LBET: roNly60i1, YepHbIl, opaHXXeBblid, pasmep: XS, S, M, L, XL.
4. MNepyaTKN MeaNLMHCKME AMarHOCTUYeCKMe (CMOTPOBbIE) 04HOPa30Bble HeCTepunbHble BENOVY®
Chemotherapy HWTpWIOBbIE HEOMYAPEHHblE X/I0PUPOBaHHbIE TEKCTYPUPOBaHHbIE Ha MasbLax
YCTOAUMBbIE K XMMUYECKMM BELLECTBAM U LUTOCTaTUKaM/ANA XuMuoTepanumn (MaHxeTa ¢ Ba/IKOM),
LIBET: HeBECHO-CMHMIA, BaCW/IbKOBBIN, pasmep: XS, S, M, L, XL.
5. lMepyaTkn MeanLUMHCKME AMarHOCTMYeCcKne (CMOTPOBbIe) 0AHOPa30Bble HecTepusibHble BENOVY®
Chemotherapy ~ HWTPW/IOBblE  HEOMYAPEHHblEe  X/IOPUPOBAHHbIE  MOBbLILWEHHOW  MIOTHOCTU
TEKCTYPUPOBaHHbIE YCTOMYMBbIE K XMMUYECKMM BELLECTBaM M UMUTOCTaTMKam/gns XuMuoTepanuu
(YAnMHeHHas MaHXXeTa C Ba/IMKOM), LUBET: rony6oit, pasmep: XS, S, M, L, XL.

1.2 MpownssoauTens (M3roTOBUTENb) MEANLMHCKOIO U3AeNus

MpomnssoanTens (M3roToBuTeNb) MefuuMHCKOro usgenusa: «TOIM TJTAB CAM. BXA.»,
Manainsus, Jlot 4969, OxanaH Tepataun, baty 6, O dxanaH Mepy, 41050 Knanr, CenaHrop A.E.,
Manaizus.

Ajpec npousBoAcTBa MeAUUUHCKOro uigenus: Jlot 4969, OxanaH Tepataun, baty 6, Odd

w [hkanaH Mepy, 41050 KnaHr, CenaHrop [.E., Manaiiaus.

1.3 Ha3HayeHue MeANLMHCKOIO 1U3aenus

MepyaTkn npefHa3HayveHbl 415 04HOPA30BOro MCMO/b30BaHMA NPU 3aLMTe PyK MeAULMHCKOro
nepcoHasia U co3faHus 6Gapbepa OT 6GakTepuasbHON W/WMNM  BUPYCHOW KOHTaMUHaLUMKU  MeXay
MEeAMUMHCKM PabOTHUKOM M MauMeHTOM BO BPEMS OCMOTPa/NieyeHuns, a TakKe Npu BO3MOXXHOM
1eprum Ha laTekc 1 onyfpuBsatoLLiee BeLLecTBO.

1.4 O6nacTb NPUMEHEHUA MEAULMHCKOIO MU3aenus

MepuaTKM MCNONb3YHOTCA NPWU NPOBEAEHUN MEAULMHCKUX WCCNefoBaHUiA, AMArHOCTUYECKUX,
TepaneBTUYECKMX, CTOMATOMIOFMYECKUX U feyeBHbIX Npoueayp, CaHUTApPHbIX MeponpuaTUii 1
NabopaTopHbIX PaGoT, a TaKXKe PaboT ¢ 3apakeHHbIMW/3ar PASHEHHbIMY MeANLIMHCKUMIX MaTepuanamm/
130enMaMI/NOBEPXHOCTSIMK, 0BecneumBas rUrmeHy pyk, a Takke 3aliuTy nauyeHTa 1 MeauLMHCKOro
PaboTHMKa OT B3aVIMHOTO 3apaXKeHMS.
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1.5 ¥Ycnosua npumeHeHNA MeANLMUHCKOIO U3aenus

MeguuMHCKMe  0fHOpPa3oBble MNepyaTKM  MNPUMEHSIOTCH B JleYebHbIX WM NeyebHo-
NMPOUIAKTUYECKUX MEAULMHCKUX YUPEXAEHUAX B 3aKPbITOM MOMELLEHUM B CyXOM MecTe, BAann OT
NPAMbIX COMTHEYHbIX flyyeit, npu Temnepatype oT 10°C go 30®C M OTHOCUTE/ILHOW BMIAXKHOCTU He
6onee 80%, B COOTBETCTBMM C UHCTPYKLMEN Ha MEAULMHCKOE U3eNue.

MepyaTkn TONBLKO A1 HAPYXKHOTO NPUMEHeHUS (M34eNne He MHBA3MBHOE).

1.6 MpeaycMOTPeHHbIE MONb30BaTENN MEANLUHCKOTO U3aenus

MeanUUHCKWIA NepcoHan, KoTopblid NPOBOAWT MeAMLMHCKIE WUCCNe0BaHMS, AMarHOCTUYECKNe,
TepaneBTUYecKMe, CTOMATONOrMYeckre W nevebHble MpoLeaypbl, CaHWTapHble MEpPONpUATUS |
NabopaTopHble paboThl, a TakKkKe paboTbl C 3apaKEeHHbIMW/3Aarpsi3HEHHLIMU  MeAULIMHCKUMY
MaTepuanamMmu/usaensMin/noBePXHOCTSMU 1 Apyrie AeiicTBus, Tpebytolye cobnoaeHns TpeboBaHuii
Mo 3aLliuTe naLuueHTa/MeanLIHCKOro PaboTHMKA OT NEPEKPECTHO VHMEKLIMN.

1.7 TlokasaHnA K NPUMEHEHNI0 MegULUHCKOro n3genus

n MoKa3aHWsSMU K MPUMEHEHUIO MEAMLIMHCKOTO U3AENNS SIBNSETCA HEOBXOAMMOCTb NPOBEAEHNA
MEAMLMHCKNX UCCNe0BaHWIA, AarHOCTUYECKMX, TepaneBTUYECKMX, CTOMATONOMMYECKMX U NeYebHbIX
MPOLEeLyp, CaHWTapHbIX  MeponpusaTUiA M NabopaTopHbIX  paboT, a Takke paboT ¢
3apaXeHHbIMW/3ar PA3HEHHbIMM MEAULIMHCKMMMW MaTepuanaMmu/usaenmsmm/noBepxHOCTAMU.

1.8 MNMpoTnBONOKa3aHUA MeANLMNHCKOro U3genns

MpOTUBOMOKa3aHWEM  MESULMHCKOTO  U3LeNNS  SBMSETCA  Ha/lMuMe Yy  nauueHTa  Wam
MEAVLMHCKOTO paboTHMKA aNepruyeckoli peakumm Ha nepyaTkm U3 CUMHTETUYECKOro naTekca
(HUTPUNa).

1.9 MpuHuMN fencTBUS MeAULMHCKOIO U3genus

OCHOBa HUTPW/IOBLK AMArHOCTUYECKMX OJHOPA30BbIX MEPUaTOK OrpaHMUMBaET MepemelleHne
MH(EKLMOHHBIX BELLECTB, MOBbILLAET 3D(EKTUBHOCTL 06ECNeYUeHNst aHTMBaKTEPUaIbHON 3aliUThI B
MEVLIHCKOM YUpeXxKaeHn, NpeaoxpaHss MeaULMHCKOro paboTHMKA OT BO3MOXXHOTO 3apayKeHs Mpu
OCMOTPE/NIeYeHN  NalMeHTa, a TakkKe CrocOo6CTBYeT HAAEXHOMY 3axBaTy  MeAWLIMHCKMX
VHCTPYMEHTOB U NOBbILLAET 6e30MacHOCTb PadoThl.

BapuaHTbl WUCTOMHEHUS MEAVLMHCKOTO W3Oennsl 3a CYET pasnnuuii  (akTypbl, TOMLLMHBI
MepuaToK, A/IMHbI MaHXeTbl, CTPYKTYpPbl U APYrMX (YHKLMOHANbHLIX OCOGEHHOCTEN, MO3BOMAIOT
3aXBaTUTb MPAKTUYECKN BCE 06M1acTU AMArHOCTUKMA W Tepanuu, BKIOYas CTOMATO/OrMo, NneveGHble,
CaHUTapHble, NaGopaTopHble, XUMMOTEPANeBTUYECKUE U ApYrue MeauUMHCKME TMpoLeaypbl, W
ViccniejoBaHus.

Bce BapuaHTbl UCMOMHEHUS MEAWLMHCKOTO W3AENNsi MMEKT HeoryapeHHY MOBEpXHOCTb -
X/IOpUPOBaHHbIe. MepuaTKy NoapeprarTcs 06paboTKe X0POM, YTO NO3BONSET CrIaAUTb NOBEPXHOCT
MEVLWHCKOTO U3AeNnsl, Croco6CTBYS NErKOMY HaIeBaHUIO W CHSTUIO MepyaTtoK, a TaKXke
MPEensTCTBYET UX CKNEUBAHUIO NPY XPaHEHWN.

Mepuatkn Dual Color. MepyaTKn MMEOT ABYXCMOWHYH CTPYKTYpY - U3rOTOBMEHbI W3 ABYX
C/I0EB HUTPWNA, BHELLIHUIA CIOI NepyaTKy KOHTPACTHOIO LiBETA MO OTHOLLEHUIO K BHYTPEHHEMY CIIO0
MepyaTki ANsi BO3MOXHOCTU BU3YaslbHOrO KOHTPO/S LIEIOCTHOCTM MepyaTky nepeq HagesaHuem npu
paboTe C 3aBeJ0MO MHPULIMPOBAHHBIMM MaLMEHTaMM1 1 MaLMeHTaM1 U3 rPynnbl PUCKa.
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Mepuatku Grip Plus. TexHonorus Grip Plus 3a cyeT IMNKOM TEKCTYPbI Ha Masibliax no3BonseT
NPUMEHATL MepyaTky B paboTe C TOHKUM W MENKUM MeAULMHCKAM WHCTPYMEHTOM, a TakXke B TeX
CNy4yasix, Korga OCOOEHHO BaKHO MaKCUMa/bHO HafeXXHO 3auKCMpoBaTb WHCTPYMEHT B PYKe,
NCK/OUMB ero ABVXKeHMe.

YnyulleHHble CBOMCTBA TEKCTYPUPOBAHHOM MOBEPXHOCTM Ha MNasibLax Crnoco6CTBYOT 6osee
KayeCTBEHHOMY YyepXXaH/0 UHCTPYMEHTOB, KakK B CyXOM, TakK 1 BO B/12YXKHOM COCTOSIHUM.

OnucaHue TexHonorum Grip Plus. [15 npov3BOACTBa NepyaTok WCMOMb3YHT KepaMUYecKyto
(hopMy pyK (cm. n3o6pakeHne Ne 1), MOKPbITYHO B 061aCTV NasibLEB CneLnanbHbIM COCTaBOM, KOTOPOe
CMOCO6CTBYET TOMY, YTO KOHUMKM NabLEB Ha nepyaTkax CTAHOBATCSH CUSIOLLMMU U IMMKAMKA (CM.
n3o6paxeHne No 2).

CoctaB nokpbITUs: okeng anoMmHua (CAS Ne 1344-28-1), amokeng kpemHus (CAS Ne 14808-
60-7), npomnssoactea Concord Chemicals Corporation Sdn. Bhd., Malaysia.

M3o6pa>k eHne Nq L M3o6pa>k eHne M 2.

Mepuatkn Wave Grip. SpKO BblpaXeHHas BO/NHOOOpasHas TeKCTypa Mo BCE MOBEPXHOCTU
nepyaTok ob6ecrneymBaeT OT/IMHYHOE CLENJIEHNE BO BNAXHON M Mac/sHOW cpefe. BapuaHT MCNoNHeHNS
C YLJIMHEHHOW MaHXeTOM obecneumBaeT Y/yULLeHHYK 3alUMTy 3ansacTbsd W npegniedbs OT
BO3MOXHOIO 3arpsi3HeHNA UHMULMPYIOLWNMY MEAULUHCKAMUN MaTepuanamu.

MepuaTtkn Chemotherapy (4eTBepTbii (4) BapuaHT uUcnNofHeHWs). [epyaTkn Ans
XMMUOTEpanui ~ YCTOMYMBBI K MPOHULREMOCTM  XUMWOTepaneBTUYECKMX  MpenapaToB
(UMTOTOKCMYECKMX CPeAcTB). TecTMpoBaHWe MepyaToK Ha MNPOHWULAEMOCTb LMTOTOKCUYECKUX
CpeacTB NPOBOAMMIOCH B COOTBETCTBUM €O cTaHAapToM ASTM D 6978 (pe3ynbTaTbl NpefcTaB/eHb! B
Tabnmue Ne 1).
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Ta6nuuya No |.

No HanmeHoBaHue KoHueHTpauus, Bpemsa o6Hapy»xeHus

~ XUMMOTepaneBTUYECKOro npenapara mr/Mn MPOHWKHOBEHWSA, MUH
1 KapmyctuH (BXHM) 3.3 cpegHee 15.47 MUH.

2  UwncnnatunH 10 HeT npopsbisa Ao 240 MUH.
3  Uuknogochamug (LimtokcaH) 20.0 HeT npopbiBa A0 240 MUH.
4 [Hakap6asuH (OTUK) 10.0 HeT npopbiBa A0 240 MUH.
5  [JoKCOpyouuuH rnapoxnopung 2.0 HeT npopbiBa 40 240 MUH.
6 3tono3mg (Tonosap) 20.0 HeT npopbiBa 0 240 MUH.
7 dnyopoypauun 50.0 HeT npopsbiBa 0 240 MUH.
8 Maknutakuen (Takcon) 6.0 HeT npopbiBa 40 240 MUH.
9 Twvotena 10.0 cpeaHee 3.39 MUH.
10 MerToTpekcaT 25.0 HeT npopbiBa A0 240 MUH.
1 MutommumH C 05 HeT npopbiBa Ao 240 MUH.
12 BWHKPUCTUH CynbaT 10 HeT npopbiBa Ao 240 MUH.

MepuaTkn Chemotherapy (nATbIin (5) BapMaHT UCNONHEHUS). epyaTKu Ans XMmmnoTepanum
YCTONYMBbI K MPOHULAEMOCTM XUMMOTepaneBTUYECKMX MnpenapaTtoB (LMTOTOKCUYECKUX CPELCTB).
TecTupoBaHWe MepyaTtoK Ha MPOHWULAEMOCTb LUMTOTOKCUYECKUX CPeACTB  MPOBOAM/IOCH B
COOTBETCTBUM CcO cTaHAapToM ASTM D 6978 (pe3ynbTaTbl NpeAcTaBneHbl B Tabnuue Ne 2).

[lononHnTeNbHO nepyaTky  06/1a4al0T  MNOoBbIWEHHOW MAoTHOCTLIO  (High  Density). OHu
OT/IMYAKOTCA YBE/IMYEHHOW TOMWMHOW CTEHOK W MOBbILUEHHLIM COMPOTMB/IEHNEM K MOBPEXAEHMIO.
MepyaTKyM MOBbILEHHOW MNIIOTHOCTU WUCMOMb3YHTCA B YCN0BUAX BbICOKOTO MHMEKLMOHHOIO prcka
(pcKa 3apakeHWs) BO Bpems Mpouenyp, MNPy KOTOPbIX CYLLECTBYET OMacHOCTb MEeXaHW4ecKoro
MOBPEXAEHUA MepyUaTok, U TPebyeTca HaleXHaa 3awwmTa pyK.

Y[/IMHEHHas MaHXeTa 00ecrneumBaeT Y/y4lleHHYH 3alWuTy 3aniacTbs W Mpegniedbs OT
BO3MOXHOIO 3arpA3HEHNS UH(PULMPYIOWMMN MEAULUHCKUMI MaTepraiamu.

Ta6nnua Nq 2.

No HanmeHoBaHMe KoHueHTpaLus, Bpemsa obHapyXeHus
© XMMUOTepaneBTUYECKOro rnpenapara mr/mn NMPOHWKHOBEHMNA, MUH
KapmyctuH (BXHM) 3.3 cpegHee 31.9 MUH.
2 UwvcnnatuH 10 HeT npopbiBa Ao 240 MUH.
3 Uwnknodgochammg (LiMTokcaH) 20.0 HeT npopbiBa Ao 240 MUH.
4 [akap6asuH (OTUNK) 10.0 HeT npopbiBa A0 240 MUH.
5 [loKcopyOuUMH rvapOXI0opua 2.0 HeT npopbIiBa A0 240 MUH.
6 Otono3ng (Torosap) 20.0 HeT npopsbiBa f0 240 MUH.
7 dnyopoypauun 50.0 HeT npopsbiBa f0 240 MUH.
8 MaknuTakuen (Takcon) 6.0 HeT npopbiBa Ao 240 MUH.
9 Twotena 10.0 cpefHee 136.2 MUH.

1.10 CpoK rogHoCcT\ MeANLMHCKOro nu3genusa

Y CTaHOB/EHHbIIA CPOK TroAHOCTN MEAMUMHCKUX HUTPWUOBLIX AWNarHOCTUYECKUX TMepYaToK
COCTaB/IsieT 5 fieT.
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2 Hncrpykis no npEMEHEHHI0 METHIHHCKOTO H3ACTHS

Ilepea npuMeHeHMeM INepHUATOK HEOOXOAMMO NpeJBAPHTENLHO NPOBECTH T'HTHEHHYECKYIO
o6paboTky pyk (o6paGoTaTh pYKM KOMKHEIM GHTHCENTHKOM HMAM BRIMBITH HX MBUIOM H BOJOH).
[TepuaTku HaseBAIOT TONALKO HA CYXHe PYKH.

h

2)
3)

4

3)

Mspneas nepuatky H3 KopoOku. PekoMEHAyeTCS KacaTbea OrpaHMYeHHOH INOBEPXHOCTH
NEPYaTKH, COOTBETCTBYIOMEH 3aNACTHIO (BEPXHUY Kpali MaHXKeThI).

HaranyTh Neppylo NEPUATKY.

H3pneqs BTOpYIO NepUaTKy rofiof pykoif, kacasch orpaHH4eHHOH NOBEPXBOCTH NEPYATKH,
COOTBETCTBYIOMIEH 3aNACTBIO.

Bo mn3bexanne KacaHHS KOXM NpeANIeYbS PYKOR B MEpHaTKe, NMOBEPHYTH HAPYXHYIO
TIOBEPXHOCTh MEPYaTKH, KOTOPYIO MPEACTOMT HAJETDb, CHOXCHHBIMH NANbUaM¥ PYKH B
nepuarke, TakuM o6pa3oM, YTobhl cAenaTh BO3MOXKHLIM HATArMBAHKE NEPUATKH Ha BTOPYIO
PYKY.

Hanes nepuaTku, cneayeT OPUKACATHCHE HCKIIOUHTENBHO K IpeaMeTaM, NpelyCMOTPERHBIM
TIOKA3AHUAMH K MPUMEHEHHIO H YCROBHAMH HCIIONL30BAHHA NCPYATOK.

Kak cHUMaTh mepyaTKu:

)

9

3)

Yrobbl CHATL NMEpuaTKy, CIEAYCeT NMOAUCHHTL €€ HA YPOBHE 3aMACTbA, HE KacaiCh KOXH
NpeAnneysA, H CTAHYTH C PYKH, BHIBOPauHBad &€ HaU3HARKY.

VaepxuBas CHATYIO NEPYATKY pykoil B mepyarke, cieqyeT NOMECTHTh Nanblbl roaoH pyKH
MexIy nepuarxoit u sanscreeM. CHATH BTOPYIO NEPYATKY, CKATAB €€ N0 PYKE, K BJOKHTS B
HEPRYIO NEPUATKY,

[Mocne wWCnoONBE3OBAHMS NEPYATKA HEOOXOAMMO YTW/IH3MPOBAThH COTNACHO NpaBAAAM
YTHIH3a04A MEAHUKHCKAX OTXOJO0B. THIATENIBHO BHIMBITE PYKH.
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3 Mpenynpexnenns H Mephl NPEAOCTOPORHOCTH

Hzgenne npeAHa3HA¥CHO Ui OAHOPA3OBOIO NPHMCHEHUS;

MeanuuHCKOe H3CNHE SBISETCA HECTEPHIILHLIM H CTCPHAN3ALIMIO HE NPERYCMATPHBAET;

Tonbko ANA HHANBRAYANBHOIO MPHMEHEHNA;

Heobxomumo obsg3arenbHo kaxamili pa3 MpOBOAMTL TMrHEHHYECKYIO0 o0paloTKy pyk nepex

HaficBaHHEM HJTH CMCHOM NepuaTok, a TaKKe Noc/e CHATHA NEPYaTOK;

L Heobxoanmo noaGHpaTL NMEpUaTKH HYKHOIO pasMepa — OHM AOMAKHB! NIEFKO HANEBATLCA H HE
AOMKHB 3aTPYAHATL OBHKCHHA HIH CAABNWBATL KHCTH pyK. He npuMensTs npu
HECOOTBCTCTBHH pa3Mepa;

e  [IpHKOCHOBEHNS PEKOMCHAOBAHH K MOBEPXHOCTH NEPHMATKH, COOTBETCTBYIOLIEH 3AMACTHIO
(Bepxuuit kpak ManXeTHL);

e  HeoOxoauMo 3aMeHuTh nepuatkH Oocie obnapyxeHus aedexra, npokosna, NOBPEKACHUA,
3arpA3HEeHUsA, NpH NONANAHHH TI0/ NEPUATKY XKHAKOCTH, a TAKKE NPH NOABICHHH JIMNKOCTH;

e  Ecnu nospeannack oaHa nepyatka, HeobX0ANMO 3aMeHnTs 06¢;

B 3aBHCEMOCTH OT XapakTepa BHMOAHASMON MaHUMYMAUHH, NS NOAACPKAHUA ONTHMARBHOTO

‘ YPOBHA 3aIHTH, ICPYATKH PEKOMEHAYETCS MEHATL ucpes kaxanie 60-120 MuHyT;

He mounT H Scpeys oT Baary;

Heob6xonumo HaREBATH NEPUATKH TONLKO HA CYXHE PYKH;

Hsberard Bo3acHcTBIA MPAMBIX COMHEUHbIX NyyeH;

[lepuatku He rapaHTHpyiorT 100% 3aUIRTH pyK OT MNPOKONOB, NOPE3OB H NOBPECKACHHH,

BHI3BARHBIX BO3ACHCTBHEM XHMIYCCKHX BELIECTD;

e [IpH BOIHHKHOBEHHH Ha KOXKC ANMMEPIHYECKHX peakuuii [pH HCNOALIOBAHHH H3ICAHS,

PEKOMEHAYETCA MMPOKOHCYALTUPOBATHCA ¢ MEANLIHHCKHM pabOTHHKOM.
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4 YeaoBus TPRHCTIOPTHPOBKH, XPAHEHHS H YTHAHIAUHN MEANIHRCKOTO H3AEAHS
4.1 Ycnopus TpARHCNOPTHPOBKH MEAAEMHCKOr0 WIACAHR

TpaHCNOPTHPOBKA M3ACAHA MOXKET OCYWECTBIATHCH BCEMH BHAAMH TpaKcnopra (Mopckod,
aBTOMOOIAIBHBIH, XKeACIHOROPOXKHLIA HIH BO3AYWIHLIA TPAHCTIOPT) B COOTBETCTBHH C (paBHIAMKA
TPaHCTIOPTHPOBKH, ACHCTBYIOIMMH JIA AaHHOTO BHAa Tpaxcnopra. [lpu TpaHcmopTHpoBXE HE
DOKHE HApYIDATHCS YCIOBHA XPaHCHHA.

4.2 YcnoBHR XPAHEHHA MEAHUHHCKOI0 H3INCAHS

Hanenns HeoOXOmMMO XpaHHTL B CYXOM MECTC, 3AIIMIICHHOM OT BO3ACHCTBHA MPAMBIX
CONREUMBIX nyueH M BEICOKOH BAaXHOCTH, NpR Temneparype ot 10°C no 30°C u ortHOCHTENLHON
BRAXHOCTH Bo3ayxa — a0 80%. Uanemua HeoGxoAKMO XpaHHTb BAANM OT HCTOYHHKOB BO3TOpaHHs.

4.3 Ycn0oBHS YTHAMIALNN MEAHENHCKOro H3neAUS

VYTrAu3auMs HCHONL30BAHHOTO MEAHLHHCKOrO Hilenus 8 PO sumoaxsercs oprauusauued,
. OCYILIECTBAMIOWIEH MEAHNLMHCKYIO ACATEABHOCTD, KAK OTXO0AL! kinacca B B coorsercrenm ¢ CanlluH
2.1.3684-21 «CaHdTapHO-INHACMHONOTHYECKHE TpecOOBaHWA K COACPKARWIO  TeppUTOpHIA
TOPOACKUX W CeNbCKHX MOCENCHHIl, K BOAHLIM O0BLCKTAM, NHTLEROH BOAE H NHTHEBOMY
BOIOCHA0XEHHIO, aTMOCQEPHOMY BO3AYXYy, IMOUYBAM, XKWILM NOMEHICHHAM, DKCNAyaTalHH
MPOH3BOACTBEHHLIX, OOLIECTBERHBLIX MOMEINEHHH, OPraHH3aUHH H NPOBEACHHIO CAHUTAPHO-
IPOTHBOSNMHACMUYCCKHX (NPOPHABKTHUSCKHX) MEPONPHATHI» B yTBEPKACHHON MHCTPYKUHEH
OpraRM3aluH, .
Hexcnonn3opaHHEle MERHUKHCKHE NEPYATKH WIH NEPHATKH C HCTCKUIHM CPOKOM TOJHOCTH
HeOOXOAMMO YTHIM3HPOBATL KaK OTXoAW Knacca A B cooteercTBRH ¢ CanlluH 2.1.3684-21
«CaHNTApHO-INUACMHONOTHYCCKHE TPEOOBAHHA K CONCPNKAHMIO TCPPHTOPHHA FOPOACKNX H CELCKHX
nocenenuii, K BOAHMM 00BECKTAM, MHTHEBOH BOJAE M NHUTHEBOMY BOAOCHAbXEHHIO, aTMOChEpHOMY
BO3AYXY, NOYBAM, XWIBIM MOMCIUCHHAM, KCNAYaTAUHH NPOH3BOACTBEHHBIX, OOINECTBEHHBIX
nomemennit, OpraHH3allHH H NPOBEACHHIO CAHKTAPHO-NPOTHBOINMHACMAYECKHX
(NpOdHNAKTHUECKHX) MEPONPHATHIIY K YTBEPAKACHHOH HHCTPYKILHEH OpraHu3alluy.

‘ 5 Meroans ounerxn ¥ Ae3nHdexuny MEAKIMHCKOr0 HIAEAHA

TNepuatkn OANHOPA3OBHIE CMOTPOBBIE HECTEPHIbHLIE HPEACTABAAIOT coGOH MeauuuKcKoe
H3AENHC OAHOPA3OBOr0 MCMOAL30BaHUR. [loBTOpHOE HWCMOAL3OBAHHE MCEAKUHHCKOTO H3ACAHS
anserca rpybnM HapylieHHEM METOJ0B NPHMEHSHKA,
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6 TexHMYecKoe onucaHme MeauLNHCKOro nstenns
6J1 OnncaHve MegULVHCKOro 1U3genms

dopma MeLMUUHCKOro n3genns. CMOTPOBbIE NepUaTKy MMEKT NpsMble NMasblbl, NOAXOAAT Ha
N6y pyKy (HeaHaTOMUYECKUE).

MaHkeTa nepyaTky MOXET ObITb YAMHEHHON (BHE 3aBMCUMOCTM OT pasmepa, A4MHa nepyaTok
coctaBnsieT 300 Mm = 10 MM) WM UMETb CTaHAAPTHYHO AMHY (MOKasaTenn [/IMHbI NpeAcTaB/ieHbl B
Tabnuue Ne 3).

Kpali MaH>XeTbl 3aKaTaH B BEHUMK.

O6paboTKa MOBEPXHOCTV MEAMLMHCKOTO u3fgenns. MeauuyHcKe nepyaTki  MMelT

Heony/peHHYt0 MOBEPXHOCTb. HeonyapeHHble MepyaTky OAHOKPATHO MoABepratoTcs 06paboTKe
X/IOPOM - X/I0PUPOBaHWIHO.

daKTypa BHeLIHeli NOBEPXHOCTW MeAMLIMHCKOro u3genus. B 3aBUCMMOCTM OT BapuaHTa
VCTIONHEHWS, NEepUYaTKU UMEIOT LLEPOXO0BATYHO TEKCTYPUPOBAaHHYH MOBEPXHOCTb HA MasbLiax MM o
BCEVi MOBEPXHOCTY, a TaKXKe SPKO BbIPXKEHHYH) BO/THOBYIO TEKCTYPY MO BCEA NOBEPXHOCTM.

PasMepbl MeAMLMHCKOrO W3AeNnns. 3HauYeHUs LUMPWHbLI, AAWHbI U TOMLMHBI MEpPYaToK, B
3aBMCMMOCTM OT UX pa3mepa, YKasaHbl B TabnuLe 3.

Ta6nuua 3 - Paamepbl MeAUUMHCKOTO U3AENNS.

Pa3smep
HavmeHoBaHVe nokasaTens
XS S M L XL
LLivprHa W (pucyHoK 1), Mmm <80 80+10 95410 11010 >110
[nvHa 1(pucyHok 1), mm,
He MeHee 220 230
TonwpmHa (B TOUKax, yKazaHHbIX
Ha PUCYHKe 2), MM, He MeHee
- rnagkas noBepxHOCTb 0,08
- TeKCTypupoBaHHast
MOBEPXHOCTb 011
TonwmMHa BEHYMKa, MM,
He 6onee 2,50
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PucyHok 1- Toukun Ang n3MepeHus LUNPUHBI U PUCYHOK 2 - TOYKM N3MEPEHUSA TONLLMHBI

OTMHBI NMepyaTkn CTEHKWN nep4yaTkn

6.2 DU3NYECKNE XaPaKTEPUCTUKN MELULMHCKOTO U3aenmsa

6.2.1 ®N3NKO-MexaHNYeCKNEe XapaKTEPUCTUKN MELULIMHCKOIO n3aenus

B Tabnuuax 4, 5 npeactaBneHbl Gr3MKo-MexaHUUYecKne nokKasatesin MeanLAHCKOro 13genus.

Ta6nuua 4 - 3HauyeHUs QU3MKO-MeXaHMUYECKUX nokasaTenei

MEeAWLMHCKOTO Uu3aenns fAo
YCKOPEHHOTo CTapeHus.

3HaueHne PU3NKO-MexXaHUYeCKMX nokasaTenel
[0 YCKOPEHHOI0 CTapeHus

Y 0/IHEHVE npu

Ycunue npwu paspbise, H, YcnoBHas npo4HocTb, MIa,
paspbise, %,
He MeHee He MeHee
He MeHee
500 7,0 14
Tab6nmua 5 - 3HauyeHMAa (PU3NKO-MEXAaHMUYECKUX MoKasaTeneh MeLULMHCKOTO M3Aenns nocne

YCKOPEHHOTO CTapeHus.

3HauyeHwne (*)VISI/IKO-MGX&HI/I‘-IECKVIX nokasartenein
nocne yCKOpeHHOro ctapeHunA

Y piviHeHWe npu

30186, % Ycunue npu paspbise, H, YcnoBHasa npoyHocTb, MIa,
P HSMGH’eeO’ He MeHee He MeHee
400 6,0 14
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6.2.2 YPOBHWN KOHTPONS U NPUEMSIEMbI YPOBEHb KayecTBa

B Lensx KOHTpons KavyecTBa MeAULMHCKME MepyaTKy OTOMPatOT M NPOBEPSOT B COOTBETCTBUU
co ctaHgapTom ISO 2859-1.

Tabnuuya 6 - YPOBHW KOHT PONA M AoNnycT UMb/ ypoBeHb KayecTBa (AQL).

XAPAKTEPNCTUKA YPOBEHb KOHTPO/A AQL
Pa3wvepb! (LUMPUHA, ANNHA, TONLWMHA) S-2 4,0
"epMeTUYHOCTL G-1 2,5
Ycunve v yaavHeHne B MOMEHT paspbisa (40 1 S-2 4,0

noc/ie YCKOPEHHOro CTapeHus)
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7 CBefleHNA 0 KOMIM/IEKTHOCTU U YraKoBKe MeAULMHCKOIo U3aenns

YnakoBKa 06ecrneynBaeT 3alUTy OT BO3AENCTBIS MEXAHUYECKMX 1 KIIMMATUYECKIX (DaKTOPOB
BO BPEMsi TPAHCMOPTMPOBKYM U XPaHEHWS.

MoTpebuTenbckas yrnakoBKa. MepuaTkn ynaKoBbIBAKOTCS B KOPOOKM M3 MNOTHOrO KapTOHa.
MoTpe6uTenbCckasi yrnakoBKa OOGECneuMBaeT 3alliMTy MepuyaToK OT BHELIHEro MeXaHW4YeckKoro
MOBPEXAEHUS.

B 3aBMCMMOCTM OT KOMM/EKTHOCT MOCTaBKWM, MOTPEOUTENbCKAs YMaKoBKAa COAEPXKMUT
OonpefieNieHHoe KOMMYeCcTBO MNepyaToK eAuHOro pasmepa, OAHOMO0 WM HECKOMbKUX LBeToB. [Mpu
YNaKoBbIBAaHUM MepyYaToK B ABYX W 6onee LBeTax, WCMOMb3YETCs YMaKOBKA C BHYTPEHHEV
Neperopoakoii Ans pasfeneHnsi NepyaTok M HeCKOMbKMMK NepdopaumsaMin Ans pa3aenbHon nopadm
[aHHbIX NepyaTok.

TpaHCnopTHas ynakoBKa. MepyaTku B NMOTPEGUTENbCKON YMaKOBKe YMaKOBbIBAOT B KOPOGKY
3 NIOTHOrO rOPUPOBAHHOTO KapTOHa, KOTopasi 06ecreqvBaeT COXPaHHOCTb M3AENUA BO BpPEMS
TPaHCMOPTUPOBKMN U XPaHEHWS.

8 KOMMNEeKTHOCTb MOCTaBKN MEAMLMHCKOrO U3genus
MepyaTKU MOTYT NOCTABAATbLCSA B CNEAYIO W NX KOMONEKT aymax:

2000 nepuatok, To ecTb 1000 nap B NOTPeOUTENLCKON YNAKOBKE;
400 nepyatok, To ecTb 200 nap B NOTPEOUTENLCKOIN YNaKOBKE;
200 nepyatok, To ecTb 100 nap B NOTPeOUTENLCKON YNaKoBKe;
100 nepyaToK, TO ecTb 50 Nap B NOTPEOUTENLCKON YNaKOBKe;
50 nepyaTok, TO ecTb 25 Nap B NOTPEOUTENLCKON YNaKOBKE;
40 nepyatok, To ecTb 20 nap B NOTPeOGUTENILCKON YNAKOBKE;
30 nepyaTok, TO ecTb 15 nap B NOTPeBUTE/NLCKOIN YNaKOBKe;
20 nepyaToK, To ecTb 10 nap B NOTPeOUTENLCKOI YNAaKOBKE;
10 nepyatok, TO ecTb 5 Nap B NOTPeBMTENLCKON YNAKOBKE;

4 nepyaTkm, TO eCTb 2 Napbl B NOTPEOUTENBCKOIN YNaKOBKE;

2 nepyaTku, To ecTb 1 napa B NOTPeGUTENLCKOM YNaKOBKe.
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9 [MepeyeHb NpPUMEHSEMbIX NPoOKU3BOAUTENEM (M3TOTOBUTENEM) MEANLIMHCKOTO M3aenus

HauMOHaJ/IbHbIX CTaHAAPTOB

Ta6nuua 7 - MepeyeHb NPUMEHAEMbIX NPOM3BOAMT €NeM CTaHJapTOB.

O603HayeHne

I1SO 9001:2008

ISO 13485:2016

ISO 14971:2007

ISO 15223-1:2016

ISO 11193-1

I1SO 2859-1

ASTMD6319

ASTM D 6978

HavmeHoBaHuMe
CucTeMbl MeHeMKMeHTa KavecTBa. TpeboBaHms.

N3nenus MeamupHcKne. CUCTEMbI YNpaBieHUs KaueCTBOM.
Tpe6oBaHKA K PerynnpoBaHuio.

MeAnLUUHCKINE N3aenns —
NPUMEHEHNSI MeHePKMEHTA PUCKOB K MeANLMHCKUM U3AEUSM.

N3penns meguumHekme. CUMBOSIbI, UCMOSb3YEMbIE Ha APSIbIKAX
MeLMULMHCKMNX YCTPOWCTB NPU MapKMPOBKE Y B NPejocTaBseMon
nHpopmMaummn. Yacte 1 O6Lume TpeboBaHus.

[MepyaTkn MeAULMHCKIME AMarHOCTUYECKME OAHOPA30BbIE.
Yactb 1 Crieuypdmkaums Ha nepyaTki 13 KayuyKoBOro natekca
AN pacTBopa.

CraTtucTnyeckme metogpl. Mpouenypbl BbI6OPOUHOIO KOHTPONS
Mo anbTepHATUBHOMY MPU3HaKY.

Cneumndukauus ans nepyaTok A1 UCCNeA0BaHNs HATpUNa
AN MeAVLMHCKOTO NPUMEHEHUS.

CTaHfapTHas NpakKTUKa OLEHKN YCTOMYMBOCTU MEAMLIMHCKUX MEpYaToK K

MPOHNKHOBEHUNIO XUMNOTEPANEBTUYECKUX MPenapaTos.
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10 Boamoxunie mobounsie aelicrsns

Meanuutckne paGoTHHKH MOryT HabGmiozats passuTHe awleprun IV THna, cBA3aHHOH ¢
aieprudeckoli B CeHCHOMAM3MpyIollel peakunell Ha XAMHYCCKHC KOMIIOHEHTH NEpYaroKk W3
CHHTETHYECKOIO slaTeKkca (HuTpHaa). Takke BO3MOXKHO MPOABICHHE ACPMATHTOB H MHbIX KOXHEIX
pasapakcHHl Kak CNEACTBHE HENPaBRALHOrO yXOAa 3a xoxel pyk m ®EcTKuX ycnosuii uIoNUMH
KOXH PYK OT ecTecTBeHHON BeHTHAAMA BO3AYXOM. [IpH nossneruu pasapakeHHA KOXH NPEKpaTHTe
HCTIONb30BaTH NEpUaTKH W OOpaTHTECh 38 KOHCYIbTallnel X Bpadyy.

11 O6cToATENLCTEA, NIPH KOTOPMIX NOTPLOHTEAL A0KEH NPOKOHCYNbTHPOBATLCR
€ MeAHLNHCKHM paboTHnKOM

TMauueHTy pexOMEHAYCTCS MPOKOHCYJNBTHPOBATLCA C MEAMMHHCKMM paboTHHkOM npu
BO3HHKHOBEHHH HA KOXKE A/UICPTHYECKHX peakunit NPH HCAONL3OBAHHH HIAC/HA.

12 I'apauTun npouspoauTens

[lponspoanTens (H3rOTOBMTENb) FAPAHTHPYET COXPAHHOCTb BCEX MAPAMETPOB W XapaKTEPHCTHK

‘ MEIHLHHCKOTO M3ACNHA C YYeTOM NpHeMiacMoro yposus kavecrsa (AQL),a Takwke kauecTso

MEIHLMHCKKX NEPUATOK B TCUCHHE BCEro CpoKa FOAHOCTH (5 JeT) C AaThl HIrOTOBJICHHA, NPH YCNOBUH

LENOCTHOCTH YRAKOBKH, COOMIOACHHR YCNOBHMil TPAHCNOPTHPOBKH, XPAHCHHA M SKCIUIYaTallMH B
COOTBETCTBHYE ¢ HHCTPYKLIHEH,

13 Cenenns o6 YnoanomouennoMm npeacTaBuTesIe NPOUIBOAHTENS

ITo ecem eonpocam, cerzannviM ¢ obpawjeruem MeOuyuUNCKo20 u3oeaus xa meppumopuu PQ,
Heobxo0umo obpamumoca K Y noRHOMOYERHOMY NPeOCMasumenio npou3sooumen:
OGmecTso ¢ orpannuennoil orsevcrsennocrovio «BHHOBH» (000 «BHHOBH»)
Poccua, 194292, r. Cauxr-Ilerepbypr, nepeynok 5-it Bepxunii, nom 1, nurepa X, nomeutenne 205
Ten.: +7 (812) 309-16-32
www.benovy-company.ru
benovy@benovy-company.ru
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MepeBof, C aHINIMIACKOrO Si3blKa Ha PYCCKWIA 3blK BbIMOMHEH NepeBog4YnKoM CTemnaHoBOA
Buonettoii PomaHOBHOI. [loaTBepXAalo, UTO BbIMOMHEHHbIA MHOI NepeBof  SBNSETCS
MPaBU/bHBIM, TOYHBIM U MOJHbIM.

Poccuiickaa degepauns
CaHkT-lNeTepbypr

[leBATHaALATOro anpens ABe ThbicsA4M ABajLaTb BTOPOro roaa.

A, [O3eHc HaTtanbs AHaATONbLEBHA, HOTapUyC HOTapuasibHOro okpyra CaHKT-
MeTepbypr, CBMAETENLCTBYK MNOAJIMHHOCTL NOAMMCK nepeBogynka CTenaHOoBOM
Brnonettbl POoMaHOBHbI.

Moanuck caenaHa B MOeM MPUCYTCTBUN.

JInyHocTb NognucasLLero JOKYMEHT YCTaHOB/IEHA.
3aperncTpupoBaHO B PEECTPE: Vs 78/80-1/78-2022-
YnnayeHo 3a CoBepLUeHMe HoTapuanbHoro aeictams: 500 py6. 00 kon.

‘ H.A. [i3eHc

------ TOro B HacTOALLEM [OKYMEHTE:

30 (Tpuauatb) NUCTOB

HoTtapuyc H.A. [3eHC
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Poccuilickas Pexepanns
CankTt-Ierepbypr
JeBATHAADATOrO aNpead ABE THICH4H ABAXIATL BTOPOTO roAs

S, N3enc Haranes AHaronbeBHa, HOTapuyc HOTapHanbHoro okpyra Cauxr-IletepSypr,
CBUJICTENBLCTRYKO BEPHOCTH KONMH C NPEACTaBIeHHOr0 MHE NOKYMEHTA.
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