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

«Medical diagnostic (examination) disposable non-sterile gloves **ENOVY” natural
latex», in hardware versions:
1 Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex smooth
powdered (beaded cuff), color: natural, blue, pink, yellow, size: XS, S, M, L, XL. Series: 5-P. Type
122560.
2. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner polymer coating (beaded cuff), color: natural, size: XS, S, M, L, XL. Series:
55-1P. Type 122540.
3. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner and outer polymer coating (Low Risk Allergy) (beaded cuff), color: orange,
green mint, light pink, lilac, fuschia, blue, black, light green, yellow, size: XS, S, M, L, XL. Series: 55-
2P.Type 122540.
4. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner polymer coating with Aloe Vera extract (beaded cufQ, color: natural, size: XS,
5. M, L, XL. Series: 55-1P/A. Type 122540.
5. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner and outer polymer coating (Low Risk Allergy) with Aloe Vera extract (beaded
cuff), color: orange, green mint, light pink, lilac, fuschia, blue, black, light green, yellow, size: XS, S,
M, L, XL. Series: 55-2P/A. Type 122540.
6. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner polymer coating (beaded cuff), color: natural, size: XS, S, M, L, XL. Series:
62-1P. Type 122540.
7. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ natural latex textured
powder free with inner and outer polymer coating (Low Risk Allergy) (beaded cuff), color: orange,
green mint, light pink, lilac, fuschia, cornflower blue, black, light green, yellow, size: XS, S, M, L, XL.
Series: 62-2P. Type 122540.
8. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner polymer coating with Aloe Vera extract (beaded cufT), color: natural, size: XS,
S, M, L, XL. Series: 62-1 P/A. Type 122540.
9. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner and outer polymer coating (Low Risk Allergy) with Aloe Vera extract (beaded
cuff), color: orange, green mint, light pink, lilac, fuschia, blue, black, light green, yellow, size: XS, S,
M, L, XL. Series: 62-2P/A. Type 122540.
10. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free chlorinated (beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 6-IC. Type
122540.
11 Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
High Density powder free with inner and outer chlorination (beaded cuff), color: natural, size: XS, S,
M, L, XL. Series: 85-2C. Type 122540.
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Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ natural latex textured
sh Density powder free with inner and outer chlorination (extended beaded cuff), color: black, size:
1 S, M, L, XL. Series: 95-2C. Type 122540.
i. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ natural latex textured
ligh Density powder free with inner and outer chlorination (beaded cuff), color: natural, size: XS, S,
v, L, XL. Series: 10-2C. Type 122540.
14, Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ natural latex textured

Ultra Density powder free with inner and outer chlorination (extended beaded cuff), color: black, dark
blue, size: XS, S, M, L, XL. Series: 20-2C. Type 122540.
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1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device:

Hycare International Co., Ltd.
1197, Moo 3, Asia Highway, Khuanlang, Hat Yai Songkhla, 90110, Thailand

Address of the medical device manufacture:

1197, Moo 3, Asia Highway, Khuanlang, Hat Yai Songkhla, 90110, Thailand

1.3 Purpose of the medical device

The gloves are intended for single use as protective barrier on healthcare professional’s hands
during examination/treatment of patient or for other medical goals.

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.

1.5 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.

1.6 Application conditions of the medical device
Medical examination disposable gloves are used in medical or healthcare facilities indoors in a
dry place, away from direct sunlight, at temperature from 0°C to 25°C and relative humidity from 65%
up to 85% in accordance with the instruction for use on medical device.
Gloves for external use only (the device is non-invasive).

1.7 Type of contact with humana body

Short-time surface contact with intact skin and mucous membranes of the human body.
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1.8 Principle of operation of the medical device

The base of examination natural latex disposable gloves restricts 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 and during
other sanitary actions, 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.

Gloves with a smooth surface provide high tactile sensitivity, and a powdering agent makes it
easy to put on and take off the gloves, as well as prevents them from sticking together during storage.

Variants of non-powdered medical products with an internal polymer coating are characterized
by the fact that such coating gives additional strength to the glove, isolates the skin of a medical
worker from effects of natural latex proteins and significantly eases putting on and removing, as well
as prevents the gloves from sticking together.

Non-powdered gloves with internal and external polymer coating provide a protective barrier
thus protecting the skin of both the medical worker and the patient from effects of natural latex
proteins, which contributes to the lowest risk of allergic reactions.

Due to the natural properties of Aloe Vera, versions of medical devices with the addition of this
extract help to moisturize the hands skin.

Non-powdered chlorinated gloves are treated with chlorine on the inside, which makes it
possible to smooth the surface of the medical device, making it easy to put on and take off the gloves,
and it also prevents them from sticking together during storage.

Non-powdered gloves with internal and external chlorination are treated with chlorine on both
sides, smoothing them out, making it easy to put on and take off the gloves, and preventing them from
sticking together during storage.

High-density gloves are characterized by an increased wall thickness, contributing to increased
resistance to damage, and are used in conditions of high infection risk during procedures, where a
possibility of mechanical damage to the gloves exists, and more reliable hand protection is required.

Versions of the medical device with a textured surface ensure reliable grip and retention of
medical instruments.

Gloves with an extended cuff provide improved protection of the wrist and forearm from
possible contamination with infectious medical materials.
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1.9 Indications for use of the medical device

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

1.10 Contradictions of the medical device
Contradictions of the medical device are as follows:

1. The patient or healthcare professional has an allergic reaction to natural latex proteins;
2. The patient or healthcare professional has an allergic reaction to the powder (applicable only

to powdered gloves);
3. The patient or healthcare professional has an allergic reaction to residual process chemicals in

the medical device.
1.11 Shelf life of the medical device

The established shelf life of the examination disposable non-sterile powdered natural latex
gloves is 5 years.
The established shelf life of the examination disposable non-sterile powder free natural latex

gloves is 3 years.
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2 Warning and precautions

b The device is intended for single use;
#  Forindividual 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;
;¢ Itis 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 mismaich;
{ o Itisnecessary to choose the gloves depending on the type of the performed manipulations;
o [tis recommended to touch only those areas of the glove that are designed for wrists (top edge of
the cuff);
e Itis 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;
The composition of the medical device includes natural rubber latex that may cause an allergic
reaction;
Powder may cause an allergic reaction (applicable only to powdered gloves);
¢  Gloves contain residual process chemicals that may cause an allergic reaction;
e  Gloves do not guarantee 100% hand protection against punctures, cuts and damage caused by
exposure to chemicals.
e It is recommended to consult healthcare professional in the event of dermal hypersensitivity
reactions, when using the device.
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3 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.

6) To avoid contamination, it is required to change gloves before proceeding with the new

procedure.

The used gloves should be put off carefully, avoiding splashing from the glove's surfaces where

microbial contamination of hands and environment is possible.

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 ofT your hand, tuming it inside out.
2) Holding the removed glove with the gloved hand, it is necessary to place the fingers of your

3)

bare hand between the glove and wrist. Remove the second glove by rolling it down the
hand and put into the first glove.
Discard the gloves and wash your hands thoroughly.
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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

Devices should be stored in a dry place protected from direct sunlight, heat, ignition and
ultraviolet sources, as well as ozone, at temperature from 0®C to 25RC and relative humidity - from

65% up to 85%.

Products should be handled with caution when they are stored at temperatures below 15°C, as
during careless handling, they can be stiff and sensitive to deformation. After storage at a low
temperature, gloves should be warmed up to 30°C before use throughout all product volume.

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.

5 Cleaning and disinfection methods of the medical device

Examination gloves are disposable medical device. Reuse of the medical device is a gross
violation of application methods.

10
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6 Specification of the medical device
6.1 Description of the medical device

Form of the medical device. Medical examination gloves have straight fingers and are
ambidextrous (non-anatomic). The glove’s cuff may be extended or has a standard length. Rolled cuff.

Surface of the medical device.

1 Powdered gloves - modified corn starch is used.

2. Powder-free gloves:

2.1. Chlorinated (treated with chlorine on the inside wall of gloves);
2.2. With internal and external chlorination;

2.3. With internal polymer coating;

2.4. With internal and external polymer coating.

The texture of the external surface of the medical device. Gloves may have a smooth or
textured surface.

Sizes of the medical device. Depending on the size, table 1gives the values of width, length and
thickness of the medical device.

Table | - Sizes ofthe medical device:

Size
Value name
XS S M L XL
Width W (figure 1), mm <80 80+!0 95+10 1[e]]le;] >110
Length 1(figure 1), mm, min 220 230
Thickness (in points, shown on
figure 2), mm, min:
- smooth surface 0.08
- textured surface 011
Thickness of rolled cuff, mm, max 2.50
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Figure 1- Points for width and length measurement of the glove

Figure 2 - Points for wall thickness measurement of the glove

12
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6,2 Physical speciflcation of the medical device
6.2.1 Physical and mechanical performance of the medical device
Physical and mechanical parameters of the medical device are represented in table 2.

Table 2 - Values ofphysical and mechanical parameters ofgloves:

DESCRIPTION SPECIFICATION
1 Before azine:
- conditional strength, MPa, min 18
- elongation at break, %, min 650
- force at break, N, min 7.0
2. After aeine:
- conditional strength, MPa, min 14
- elongation at break, %, min 500
6.0

- force at break, N, min

6.2.2 Inspection levels and acceptable quality level of the medical device

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

Hcrmeticity. Medical gloves are hermetic. Acceptable quality level (AQL) is <1.5.
Powder. The content of residual powder is determined in accordance with the requirements of
ASTMD6124.

» For powdered gloves, the value obtained does not exceed 10 mg/dm” per glove.
» For powder-free gloves, the value obtained does not exceed 2 mg per glove.

The protein content in latex gloves. The content of water extractable proteins is not more than
200 pg/dm™ when tested in accordance with ASTM D 5712.
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7 Adverse reactions
Manifestation of dermal hypersensitivity reactions, when using the device is possible.
8 Circumstances, in which the consumer must consult healthcare professional

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

9 Manufacturer's warranties

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 from the date of manufacture upon the
condition of package integrity, observance of transportation, storage and operation conditions in
accordance with the instruction.

10 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturer for any and all purposes,
related to circulation ofthe medical device on the territory of the 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

Nwvww.benovy-company.ru

e-mail: benovy@benovy-company.ru

11 Scope of delivery of the medical device
Gloves can be delivered in thefollowing scopes ofsupply:

« bulk packaging - 2000 gloves, 1000 pairs in consumer package;
* 400 gloves, i.e. 200 pairs in consumer package;

e 200 gloves, l.e. 100 pairs in consumer package;

» 100 gloves, i.e. 50 pairs in consumer package;

* 50 gloves, i.e. 25 pairs in consumer package;

» 40 gloves, i.e. 20 pairs in consumer package;

e 30gloves, i.e. 15 pairs in consumer package;

» 20 gloves, i.e. 10 pairs in consumer package;

e 10gloves, i.e. 5pairs in consumer package;

* 4 gloves, i.e. 2 pairs in consumer package.

14
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12 List of national standards, applied by manufacturer (producer) of the medical device

Table 3 - List ofstandards, applied by manufacturer:

Designation

ISO 9001:2015

ISO 13485:2016

ISO 14971

ISO 2859-1

ISO 15223-1:2012

ISO 11193-1

ASTM D 3578

ASTMD6124

ASTM D 5712

Name

Quality management systems. Requirements.

Medical devices. Quality management systems.
Requirements for regulatory purposes.

Medical devices -
Application of risk management to medical devices.

Statistical methods. Sampling procedures for inspection by attributes.
Part 1 Sampling schemes indexed by acceptance quality limit for lot-by-lot
inspection.

Medical devices. Symbols to be used with medical device labels, labelling,
and information to be supplied. Part 1 General requirements.

Single-use medical examination gloves.
Part 1 Specification for gloves made from rubber latex or rubber solution.

Standard specification for rubber examination gloves.

Standard test method for residual powder on medical gloves.

Standard test method for analysis of aqueous extractable protein in latex,
natural rubber, and elastomeric products using the modified Lowry method.

15
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1 CBefileHnA 0 MeAULIMHCKOM U3gennmn
11 HammeHoBaHue MegULVHCKOro usgenus

«lMepyaTkn MefLULMHCKME LUMarHOCTUYecKue (CMOTPOBbIE) OLHOPAa30Bble HECTepPU/IbHbIE

(«<BENOVY» 13 HaTypasibHOr0 naTekca», B BapuaHTax UCMOTHEHNS:

. MMepyaTkn MeanUMHCKME AMarHoCTUYecKme (CMOTPOBbIE) 04HOPa30Bble HeCTepubHble «BENOVY»
'Vi3 HATYPa/IbHOr0 NaTekca rnagkune onyapeHHble (MaHXXeTa ¢ B/IMKOM), UBET: HaTypa/ibHbIiA, ronyoon,
PO30BbLI, XeNTbIR, pasmep: XS, S, M, L, XL. Cepus: 5-P. Bug 122560.

2 MepyaTky MeAVUMHCKME AMarHoCTUYeCcKne (CMOTPOBbIE) OAHOPa30Bble HecTepubHble «<BENOVY »
M3 HaTypaIbHOTO naTekca TEeKCTYPUPOBAHHbIE HeoNnyApeHHble C  BHYTPEHHUM  MOAUMEPHbLIM
MOKPbITUEM (MaHXeTa C Ba/IMKOM), LBET: HaTypasbHbIi, pasmep: XS, S, M, L, XL. Cepus: 55-1P. Bug,
122540.

3. MepyaTkn MeauLMHCKME AMarHoCTUYecKme (CMOTPOBbIE) OHOPa30oBble HecTepuibHble «<BENOVY »
M3 HaTypa/lbHOrO JlaTeKca TEeKCTYpPUPOBaHHbIE — HeomnyApeHHble C BHYTPEHHWM U BHELUHUM
nonumepHbiM MokpbiTeM (Low Risk Allergy) (MaHeTa C BaMKOM), LBET: OpaHXEeBbIi, 3eneHas
MSATa, HEXHO-PO30BbIA, CUPEHEBbLIN, (PYKCUS, rony6oi, YepHblid, CBETNO-3€MEHbIN, XeNTblin, pasMep:
XS, S, M, L, XL. Cepusi: 55-2P. Bug, 122540.

4. MMepyaTKn MegULUHCKME AnarHoCTUYecKue (CMOTPOBbIE) 04HOpa30Bble HecTepu/ibHble «BENOVY »
M3 HaTypalbHOr0 /flaTekca TEKCTYPUPOBAHHbIE  HEOMYAPEHHble C BHYTPEHHWUM  MOAVMEPHbLIM
MOKPbLITMEM C 3KCTpPaKTOM Aso3 Bepa (MaHXeTa C Ba/IMKOM), LBET: HaTypasnbHbIi, pasvep: XS, S, M,
L, XL. Cepus: 55-1P/A. Bug 122540.

5. MepyaTKn MeanLMHCKME AnarHocTuYeckme (CMOTPOBbIE) OHOPa30oBble HecTepuibHble «<BENOVY »
M3 HaTypasilbHOro JlaTekca TeKCTypupOBaHHble  HeOMny[peHHble C BHYTPEHHWM M BHELUHUM
nommepHbiM nokpbiTneM (Low Risk Allergy) ¢ akcTpaktom Ao3 Bepa (MaHXeTa ¢ Ba/IMKOM), LBET:
OpaHXEBbIil, 3eNeHas MsiTa, HEXHO-PO30BbIA, CUPEHEBbIN, (yKCWs, ronyboi, YepHblid, CBETO-
3eNeHbliA, XenTblin, pasmep: XS, S, M, L, XL. Cepus: 55-2P/A. Bug 122540.

6. MNepyaTkn MegMLMHCKMe anarHocTuyeckme (CMOTPOBbIE) OAHOPa30Bble HecTepubHble «BENOVY»
M3 HaTypa/lbHOTO naTekca TeKCTYPUpPOBaHHblE — HeomnyApeHHble C BHYTPEHHUM  MOSMMEPHbIM
MOKPbITUEM (MaHXXeTa C Ba/IMKOM), LIBET: HaTypa/bHbli, pasmep: XS, S, M, L, XL. Cepus: 62-1P. Bug

122540.

7. MNepyaTky MeAULHCKME AMarHoCTUYecKne (CMOTPOBbIE) 04HOPa30Bble HecTepusibHble «BENOVY»
U3  HaTypa/bHOro naTtekca TEeKCTYpPUPOBaHHbIE HEOMYyAPeHHble C  BHYTPEHHMM U BHELUHUM
nonmmvepHbiM MokpbiTem (Low Risk Allergy) (MaHxeTa ¢ BaJIMKOM), LIBET: OpaHXeBbli, 3e/eHas
MSATa, HEXHO-PO30BbIA, CUPEHEBLIN, (YKCWUSA, BaCU/IbKOBBIA, YEpHbIA, CBETN0-3€MEHbIN, XXENTbIN,
pasmep: XS, S, M, L, XL. Cepusa: 62-2P. Bug 122540.

8. MepyaTkn MeULMHCKME AMArHOCTUYECKMe (CMOTPOBbIE) OLHOPAa30Bble HecTepu/ibHble «<BENOVY»
U3  HaTypasibHOro NaTtekca TEKCTYPUPOBaHHbIE HeOMyAPeHHble C  BHYTPEHHVMM  MONMMEPHbLIM
MOKPbITUEM C 3KCTpakToM Ano3 Bepa (MaHXeTa C Ba/IMKOM), LBET: HaTypasibHbIiA, pasmep: XS, S, M,

L,XL. Cepusi: 62-1P/A. Bug 122540.

9. lMepyaTkn MeAULMHCKNE AMarHOCTMYeCKne (CMOTPOBbIE) OAHOPa30Bble HecTepusibHble «<BENOVY»

M3  HaTypa/bHOrO flaTekca TEKCTYPUPOBaHHbIE  HEOMYAPEHHble C  BHYTPEHHUM U BHELUHWM
nonmmvepHsim nokpbituem (Low Risk Allergy) ¢ akcTpakTom Anoa Bepa (MaHeTa C Ba/IMKOM), LBET:
OpaHXXeBblid, 3e/leHas MATa, HEXHO-PO30BbIM, CUPEHEBbIA, QyKcKA, ronyoomn, YepHblid, CBET/IO-
3eNeHbIN, XenTbi, pasmep: XS, S, M, L, XL. Cepus: 62-2P/A. Bug 122540.
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Tlepuatkn  MeAMDMHCKHE AMATROCTHYCCKHE (CMOTPOBBIC) ONHOPAIOBEIE HECTEPRNILHEIC
ENOVY» mu3 mHaTypansHoro jarexca TEKCTYPHPOBRHHEIE HEONMYAPEHHBIC XIOPHPOBAHHbIE
C BATHKOM), UBET: HaTypanbibiit, pasmep: XS, S, M, L, XL. Cepus: 6-1C. Bua 122540.
. Tepuarku MEAMUMHCKHE AMBrHOCTHYECKHE (CMOTPOBHIC) OAHOPA3OBHIC HECTEPUILHLIC
*BENOVY» M3 HaTypalnbHOIO naTekca TEKCTypHposaHHble nosbunernoft maorHocty (High Density)
HeONyAPCHHBIC ¢ BHYTpeHHER H sHewHel xnopuHaunel (MamKeTa ¢ BaNHKOM), LIBET: HaTypanbHLIl,
pasmep: XS, S, M, L, XL. Cepus: 85-2C. Bua 122540.
12, TlepuaTKH MEHHUMHCKHE AMATHOCTHYCCKHE (CMOTPOBBIE) OANHOPA30BHIC HECTEPHAbHbLIE
«BENOVY» 13 HarypaibHOIO JiaTexca TeKCTypupoBaHHbie nospimenrol nnotvocTu (High Density
HeONyApeHHble ¢ BHYTpeHHell ¥ BHemHel xnopuHauuel (yATHHEHHAR MAHXETA C BAJIMKOM), LBET
uepnbiii, pasmep: XS, S, M, L, XL. Cepua: 95-2C. Bua 122540,
13. [lepuaTkH MERHUMHCKHE AHATHOCTHYCCKHE (CMOTPOBHIC) OAHOPA3OBHIC HECTEPHILHBIC
i «BENOVY» H3 HaTypaNbHOro NATEKCa TEKCTyphpoBanHme nobuientoit mnorroctd (High Density)
HeonmyApeHHbIe ¢ BHyTpeHHel M BHEmHeH xnophnaliell (MaHXeTa ¢ BATHKOM), LUBET: HATYPANLHbIA,
pasMep: XS, S, M, L, XL. Cepna: 10-2C. Bua 122540.
14. Tlepuarkm MeEmMUMHCKHC RHAHOCTHYCCKHE (CMOTPOBHIE) OAHOPA3OBHE HECTCPHNLHBLIC
j «BENOVY» H3 HaTypanbHOTO JASTEKCAa TeKCTypHpopaHHbie ynwtpa maorasie (Ultra Density)
HeonyApennble ¢ BHyTpeHHell B BHemmHeil xnopuHaumell (YUIMHECHHAR MAHXETA ¢ BAIHKOM), UBET:
yepHbil, cuimii, pasmep: XS, S, M, L, XL. Cepus: 20-2C. Bua 122540,
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1.2 Mponssogntenb (M3roTOBUTE/b) MEANLMHCKOIO U3aenus
MpowussoguTenem (M3roToBUTENEM) MEOULIMHCKOIO VU3Le/nA ABNAeTCA:

Xaikea HTepHawHA Ko., N4,
1197, Moo 3, Asusa Xaiiyain, KyaHnaHr, Xatbsii CoHrkxna, 90110, TamnaHg

Afpec npou3BoacTBa MeAULIMHCKOro usgenusa:
1197, Moo 3, Asusa Xaityali, KyaHnaHr, Xatbaii CoHrkxna, 90110, TannaHg,
1.3 HasHa4yeHVe MeANLMHCKOro u3aenmsa

MepyaTkn NpeAHasHaveHbl 418 04HOPa30BOr0 MCMO/b30BaHNA B KayecTBe 3alMTHOro 6apbepa
Ha pyKax MeAMUMHCKOro paboTHMKA BO BPEMS OCMOTPa/fiedeHus MaupeHTa wam ana  Apyrux
CaHWUTaPHbIX Liene.

1.4 O6nactb NpYMeHeHUA MeANLNHCKONO U3fenns

lMepyaTky UCMONb3YHOTCS NPU MPOBEAEHWM MEAULWHCKMX WUCCNeAoBaHUi, AMarHOCTUYECKUX,
TepaneBTUYECKUX, CTOMATONIOMMYECKUX W NeYeGHbIX MpOoLedyp, CaHWTApHbLIX MEeponpUsTUiA 1
NabopaTopHbIX  paboT, a Takke paboT C  3apaKeHHbIMW/3arPsISHEHHbIMK  MEAMLIMHCKMM
MaTepuaiaMu/u3aennsMn/noBepxXHOCTAMI, 06ecrneUrBas TUrMeHy pyk, a Takke 3aluTy MauueHTa u
MeAULIMHCKOTO PaboTHMKA OT B3aMMHOTO 3apPaXKEHUS.

1.5 MMpeaycMoTpeHHbIe MoMb30BaTeNM MEANLMHCKOTO M3Menns

MeanLMHCKUIA NepcoHan, KOTOPbIA NMPOBOAUT MeAMLIMHCKME UCCNeA0BaHMS, AnarHOCTUYECKMe,
TepaneBTMYECKME, CTOMATOMOrMYeCKUe W nedebHble NpoLeaypbl, CaHMTapHble MEPONpUATUS U
nabopaTopHble pPaBoTbl, a TaKKe paboThl C  3apaKEHHLIMW/3ArPA3HEHHBIMU  MEAVLIMHCKUMY
MaTepuanaMmu/u3aensMn/noBepxXHOCTAMI 1 Apyrue AeiicTBKS, TpebytoLme cobtofeHns TpeboBaHwi
Mo 3almTe NaumeHTa/MeaULMHCKOro PpaboTHIKA OT NEPEKPECTHOM UH(EKLMN.

1.6 YcnoBua NnpyUMeHeHNA MeANLMHCKOro n3genns

MeauuMHCKME CMOTPOBbIE OAHOPA30BbIE MEPYaTKM MPUMEHAIOTCA B fle4ebHbIX WUan nevebHo-
NPOMUNAKTUYECKMX MELULIMHCKNX YUPEXAEHNAX B 3aKPbITOM MOMELLEHUW B CyXOM MeCTe, BAa/M OT
NPAMbIX CO/HeYHbIX Nyyeld, npu Temnepatype ot 0°C go 25RC 1 OTHOCUTENIbHOW BIAXKHOCTW OT 65%
10 85%, B COOTBETCTBUM C UHCTPYKLMEN Ha MeAULIMHCKOE n3fenve.

MepyaTKy TOMLKO A/1 HAPY>KHOTO NPUMEeHeHus (M34e/ne He VHBa3VBHOR).

1.7 Bwup KOHTaKTa Cc opraH1M3mMom 4enoBeka

MOBEPXHOCTHbIA KPaTKOBPEMEHHbIVi KOHTAaKT C MOBPEXAEHHOW KOXEeM W  CAM3UCTbIMM
000/104YKaMN.
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1.8 MpuHUMN AeNCTBUS MEANLMHCKOIO NU34enms

OcHOBa CMOTPOBbLIX OfHOPA30BbIX MEPYaTOK W3 HATypa/lbHOro naTekca OrpaHu4vBaeT
(nepemeLLeHe NHDEKLMOHHBIX BELLeCTB, NnoBbIWaeT  3PPEKTUBHOCTb obecneyeHNs
aHTMGaKTepUaNbHOM 3alUThbl B MEAVLMHCKOM YUPEeXAeHUN, NpesoXpaHas MeAnLMHCKOro paboTHUKa
OT BO3MOXHOIO 3apakeHWst NPy OCMOTPE/NeYeHU nauueHTa U ApYrux caHuTapHbIX LeACTBMSX, a
TaKKe CrocoOCTBYET HAAEXKHOMY 3axBaTy MeAMLMHCKMX MHCTPYMEHTOB M MOBbILIAET 6e30MacHOCTb
paboTbl.

BapnaHTbl UCMONHEHWS MEAMLMHCKOrO M3Aenvs 3a CYeT pasnuumii B cnocobe 06paboTKu
MOBEPXHOCTW, €€ (haKTypbl, TOMLMHBI MEpYaToK, A/IMHbI MaHXeTbl U LOMOMHUTENbHbLIX [06aBOK B
COCTaB flaTeKca, Mo3BOMAKT 3aXBaTUThb MPaKTUYECKN BCe 06/1aCTU AUArHOCTUKM U Tepanuu, BKIOYas
CTOMATONOrNt0, NievebHble, CaHUTapHble, N1abopaTopHble W Apyrue MegULMHCKME npoueasypbl, U
ccnefoBaHms.

MepyaTkn C rNagKoi NOBEPXHOCTHI0 06ECMEUMBAtOT BbICOKYH TaKTU/IbHYIO YYBCTBUTE/IbHOCTb,
a onyapvBatoLLee BELLECTBO CMOCOBCTBYET NErKOMY HafeBaHWUIO W CHATUIO MepyaTok, a Takxke
NPEenATCTBYET UX CKEUBAHWIO MPU XPaHEHUM.

BapuaHTbl MCMONHEHMSI HEOMYAPEHHOTO MEAULMHCKOrO M34eNNA C BHYTPEHHUM MO/IMMEPHbLIM
MOKPbITVEM XapaKTEPU3YKOTCA TeM, UYTO [aHHOEe MOKPbITVE NPUAAeT nepyaTke AOMNONHUTENbHYIO
MPOYHOCTb, M30NMPYET KOXY MEAMLMHCKOro paboTHMKa OT AelCTBUS MPOTEMHOB HaTypasbHOro
natekca W 3HauATeNbHO 06nervyaeT HafeBaHMe W CHATME, a Takke NpefoTBpaLLaeT cunaHue
nepyaTok.

MepyaTKy HeONyLpeHHbIe C BHYTPEHHVUM U BHELLUHVM MOSIMMEPHBLIM MOKPbITEM 06ecneymBatoT
3alMTHBLIA  Gapbep, NpefoXpaHss KOXY OT [eiCTBUS NPOTEMHOB HAaTypalbHOMO flaTekca Kak
MeANLMHCKOro paboTHMKA, TaK 1 MauMeHTa, Y4To CNoco6CTBYET Hanbo1ee HU3KOMY PUCKY NPOSIBIEHNS
NIePrmyecKmX peakumi.

Bnarogapst NpMpoaHbIM cBolicTBaM Ao Bepa, BapuaHTbl UCNOMHEHNS MELULMHCKOTO U3aenuns
C fobaBneHnemM faHHOr0 3KCTpaKTa CrocoOCTBYIOT YBNAXKHEHNIO KOXU PYK.

HeonyapeHHble X/10pypoBaHHbIE MepyaTKy MoABepraroTcs 06paboTKe X/0POM C BHYTPEHHEN
CTOPOHbI, YTO MO3BOMAET CrIafuTb MOBEPXHOCTb MEAMLMHCKOro W3fenns, Crnoco6CcTBys Nerkomy
HaZleBaHUIO M CHATUIO MEepUaTOK, a TakKe NPENATCTBYET UX CKIEUMBAHUIO NP XPaHEHNW.

HeonyapeHHble nepyaTky C BHYTPEHHEN M BHELLHeM X/opuHauMein noagepratoTca ob6paboTke
X/I0POM C 06eMX CTOPOH, CrAaXuBass UX, CNOCOOCTBYS NIEFKOMY HafeBaHWIO M CHATUIO MepyaTok, a
TaKKe NPensTCcTBYA UX CKNEeMBaHUIO NPY XpPaHEHUN.

MepyaTKX NOBBILLEHHOM NAOTHOCTU OT/INYAKOTCA YBE/IMYEHHOMN TONLLMUHONM CTEHOK, CNOCOOCTBYS
MOBbLILLEHHOMY COMPOTUBNEHUIO K TMOBPEXAEHUIO, W UCNOMb3YKOTCA B YCNOBUAX BbICOKOIO
MH(EKLMOHHOIO pucka (pUCKa 3apakeHus) BO BpPeMs Npoueayp, NpU  KOTOPbIX CYLLECTBYET
BO3MOYXHOCTb MEXaHNYECKOr0 MOBPEXAEHMA MepyaTtok, 1 TpebyeTca 60nee HagexXHas 3almTa pykK.

BapuaHTbl  UCMOMHEHUS  MEAWUMHCKOTO  U3Aenns C  TeKCTYPUPOBAHHON  MOBEPXHOCTHIO
obecneurBatoT HafEeXHbIA 3aXBaT W yaepXKaHne MeANLMHCKNX NHCTPYMEHTOB.

MepyaTkN C Y/IMHEHHOW MaHXEeTO 06ecrneynmBatoT Y/yULLEHHYHO 3aluTy 3aniacTbd U
npeansiedbs 0T BO3MOXHOIO 3arpsi3HEHUS UHULMPYHOLLMMY MEAULMHCKUMI MaTepuanamu.
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1.9 lMoxazanna K NPAMERCHHI0 MEAHNMECKOTO HIRCTHA

[NoxasauusMa x HOPHAMCHCHHIO MCAHUMHCKOIO H3ACHHS ABILICTCA HeOOXOAUMOCTD TNIPOBEACHHA
{ MCANUHHCKHX HCCNICAOBAHAN, AMArHOCTHYECKHX, TEPANCBTAYCCKAX, CTOMATONOTHYCCKHX H nevebunx

ApoLeNyp, CaHHTapHBIX MeponpuaTHitk u naboparopmbix pabor, a Takke pabor ¢
3a8paKEHHbIMH/3ATPS3HEHHBIMH MEAWIMHCKHMH MaTEpHANAMH/H3ACTHAMA/OBEPXHOCTAMY,

1.10 INpoTHBONOKAIAHUN K MPHMEHEHHI0 MEARMNHCKOr0 HIACAHS
IIpoTHBONOKa3aHASMH MEAULIMHCKOIO HIACTHA ABNAIOTCA:

1. Hanuyme y manMeHTa WM MEHUMHCKOTO palOTHHKA auieprydeckoit peakime x Gemkam
HATYpaNbHOTO JIATEKCA;

2. Hanmae y naudeHTa HIM MeQMIMHCKOro palOTHUKA @/UIEprHYecKOdl peakupn Ha
ONYAPHBAIOWIEE BEIECTBO (IPHMCHHMO TOMBKO K ONYAPSHHLIM MEHIHHCKHM H3ENHAM);

3. Hum4re y nauneHTa WM MECAMLUHAHCKONO paGOTHHKA a/nepruyeckoil peakinuy Ha OCTaTKH
TEXHOIOHYECKHX XHMHYCCKHX BELICCTB B MEAHLIMHCKOM H3RCTHH.

Y

1.11 Cpox rogsocTH MEARIMHCKOTO H3AETHS

YcraHoBACHHEIH CPOK TOAHOCTH CMOTPOBBIX ONHOPA30OBBIX HECTEPHILHBIX OITYAPEHHBIX
NEPIATOK H3 HATYPANBbHOTO IATEKCA COCTABIIAET 5 NET.

VCTaHOBNCHHBIH CPOK POMHOCTH CMOTPOBBLIX OAHOPA3OBHIX HECTCPHJIBHBIX HEOMYAPEHHBIX
NEPYATOK H3 HATYPATBHOTO JIATEKCA COCTABNACT 3 rofia.

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



2 MpegynpexaeHus 1 Mepbl NPesoCTOPOXHOCTY

W3penve npegHasHa4eHo 4n1a 04HOPA30BOro NPUMEHEHUS;

TonbKO ANs NHANBUAYAILHOIO MPYMEHEHNS;

Heobxoammo 00653aTeNlbHO KaXXAbl pa3 MPOBOAUTb TUIMEHUYECKYIO 00paboTKy pyK nepef
HaZleBaHMEM WM CMEHO MepyuaToK, a TakXKe MoC/e CHATUA NepyaTok;

Heobxoammo nofovpate nepyaTky HY>KHOro pasMepa — OHW [0/DKHbI JIerKO HafeBaTbCs U He
[O/MDKHbl  3aTPYAHATL  ABVMXKEHMS WM COABAMBATL  KUCTU  pyK. He nNpuvMeHATb  npu
HECOOTBETCTBUN pasmepa,;

MepyaTkn He06X0AMMO NoAOMPaTh B 3aBUCMOCTU OT BUAA BbINOSHAEMbIX MaHUMYIALMIA;
MpPMKOCHOBEHUS PEKOMEHOBaHbI K TMOBEPXHOCTM MepyaTKy, COOTBETCTBYHOLLEN 3anAaCTbio
(BEpXHWIA Kpai MaHXeTbl);

HeobxoauMmo 3aMeHWTb MepyaTku nocne OOHapyXXeHWs fediekTa, MNPOKOMa, MOBPEXAeHUS,
3arpssHeHns, Npy nonagaHny Nog, nepyaTky XXUAKOCTK, a TaKKe Npy NOSBMEHUM NUMKOCTHY,
Ecnv noBpeamnach ofjHa nepyatka, He06X0AMMO 3aMeHUTb 00€;

B 3aBMCMMOCTM OT XapakTepa BbINO/HAEMOW MaHWUNyNauun, And NofAepXKaHus onTUMasbHOro
YPOBHA 3aLLMTbl, NEPUATKM PEKOMEHAYETCA MeHATb Yepes Kaxkaple 60-120 MUHYT;

He mounTb 1 6epeysb OT Bnary;

Heobxoanmo HafeBaTb NepyaTKu TOMIbKO Ha CyXue pyKu;

36eratb BO3L4EACTBUSA NPSMbIX CONTHEUHbIX NyYeil;

B coctaB MeAMUMHCKOrO M3[eNMA BXOAMT HaTypasibHbI Kay4dyKOBbIA NaTeKC, CMOCOOHLIN
BbI3BaTb a/INIEPrUYECKYIO PEaKLMIO;

OnyfpvBatoLLiee BELLECTBO MOXET BbI3BaTb a/l/IEPrMYecKyto peakumtio (MPUMEHUMO TOMIbKO K
ONyZApPeHHbIM MepyaTKam);

MepuyaTkn cOAepXKaT OCTATKM TEXHOMOTUYECKUX XUMWUYECKMX BELLECTB, CMOCOOHbIe BbI3BaTb
a/INIEPrnyYecKyto peakLumio;

MepuaTkn He rapaHTMpytoT 100% 3awmTbl PyK OT MPOKO/SIOB, MOPE30B W MOBPEXAEHUN,
BbI3BaHHbIX BO3AENCTBMEM XMMMUYECKMNX BELLECTB.

Mpy  BOSHWKHOBEHMW Ha KOXE a/iNIepruyecknx peakunidi nNpu  MUCMOMb30BaHWUU  U3Aens
PEKOMEHZYETCA MPOKOHCY/IbTUPOBATLCA C MEANLMHCKUM PabOTHUKOM.
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Y

3 Hucrpyxuns no mpHMeHEHRI0 MEAHUHHCKOT0 RIRCHRR

[lepen npuUMeHeHHEM NEPHATOK HEOOXOAMMO NPCABAPHTENLHO NPOBECTH THIHEHHMECKYIO
o6pabotky pyk (o0paloTaTh pyku KOXHBIM AHTHCENTHXOM HIH BLIMBITE HX MBLUIOM H BOAOH).
[lepyaTky HANEBAIOT TONBKO HA CyXHE PYKH,

Kak HaZIeBaTL nepuaTku:

1)

2)
3)

4)

3)

6)

H3sneusr nepuatky H3 kopoOku. PexOMeHIYETCA KacaTsCs OrpaHHYCHHOH NOBEPXHOCTH
NepyYaTKH, COOTBETCTBYIOMICH 3anscThIO (BepxHult Kpat MaHxeTsl).

HaTaryTs nepsyio nepuarxy.

Hseneus BTopyio nepyarky rono# pyxo#t, Kacascb OrpaHHHcHHON MOBEPXHOCTH NEpHaTKH,
COOTBETCTBYIOLIEH 3aNACTHIO.

Bo n3bexanne xacaHus KOXM TNpeAlUIcybs pykoil B MepuaTke, NOBEPHYTH HAPYXKHYIO
NOBEPXHOCTh NMEPHATKH, KOTOPYIO MPEACTOMT HAleTh, CNOMCHHLIMH NANLUAMH PYKH B
nepuarke, TAKUM 06pasoM, YToOH ceNaTh BOSMOXHBIM HATATHBAHHE NEPYATKH Ha BTOPYIO
PYKY.

Hazaes nepuaTtki, CJACAYET NPHUKACATHCA HCKTIOYHTENLHO K NPSAMETaM, NPEAYCMOTPEHHBIM
NOKAAHUAMH K NNPUMCHECHHIO H YCIOBHAMH HCNONB30BAHUA NEPYATOK.

Bo n3bexanue KOHTAMHHALAH NCPeAl TCM, KaK TPHCTYNHTHL K HOBOH mpoueaype, clacayer
CMEHHTH NEepPYaTKu.

CHHMATL HCNONB3IOBAHHHIC TNEPUATKH CACAYET OCTOPOXHO, H30eras pa3OpLB3ruBaHuS C
NOBEPXHOCTEH NMEPUATKH, MPH KOTOPOM BOZMOXKHO MHKPOOHOC larpasHeHHe PyX H OKpyxaioweH

Cpeanl.

Kak cRUMaTh NepuaTiH:

1) Yrobunl cHATL mepdarky, cleayeT NOAUCHHTL €¢ HA YPOBHC 3aNACTbA, HC KacaiCh KOXKH
npeanieybs, U CTAHYTD C PYKH, BHIBOPAUHBas ee HAW3HAHKY.

2) VYaepxusas CHATYIO NEPYATKy pyKolt B nepaaTke, CACAYET NOMCCTHTD NANBLLL FONOR PyKH
MeXAOy nepyaTkoft H 3anacTeeM. CHATH BTOPYIO EPUATKY, CKATAB €€ MO PYKE, H BROKHTH B
NEPBYIO MNEpUaTKy.

3) BuGpocHTH NEPYATKH H THIATEALHO BHIMBITH PYKH.
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4 YcioBHS TPANCTIOPTAPOBKH, XPAHCHHA H YTHARIAIHH MEARUHHCKOTO HINC/IHN
4.1 YcnosHs TPARCHOPTHPOBKK MEAHIAHCKOr0 HIACANT

TpaHCTIOPTHPOBKA H3AEHHA MOXET OCYUICCTBAATHCA BCEMH BHIAAMHM TpaHcnopra (MOpCKoi,
aBTOMOOHALHBIR, KENIHOAOPOKHEIN HIM BOIXYIIHBIA TPAHCMOPT) B COOTBETCTBHH ¢ NPABHUNAMH
TPAHCIOPTHPOBKH, ACHCTBYIOMIMMH ANA AAHHOTO BHA& TpaHcnopra, [Ipu Tpascnopruposke He
AOMKHb HAPYWATHCA YCNOBHA XPAHCHHA.

4.2 YcnoBus XxpaneHHS MEAHUNHCKOro HIACARS

Hanenus HeoOXOAMMO XPaHHMTP B CYXOM MECTC, 3AlMINCHHOM OT BO3ACHCTBHN NPAMBIX
CONMHEYHBIX JTydeH, HCTOYHHKOB TeNIa, BO3TOPAHHUS, YNLTPaPHORETOBOrO HITYYCHNS, & TAKIKE O30Ha,
npu reMneparype ot 0°C a0 25°C 1 OTHOCHTENBLHO#H BIAXHOCTH Bo3ayXa oT 65% no 85%.
Crnexyer GHTH OCTOPOXHBIME ¢ H3ACHHAMH, XPaHAIAMKCA NPH TeMnepatype Hike 15°C, Tax
KaK (PH HEOCTOPOXHOM O0PaIiCHHR OHH MOTYT OHITD XECTKHMH H QyBCTBHTENBHBLIMA K AcdopMauyH.
Ilocne xpameHns NpH HMIKOH TEMNEpaType NEPYATKH NEPEA WCHONLIOBAHHEM JHOMKHEI ObITh
“ nporpets: 20 30°C no scemy ofveMy H3aenus.

4.3 YenoBua yTHANIAUNH MEAHUHHCKONO H3ACTHS

VTunusauns MeAHIMHCKOro Higenus B PO BunonHserca opraHulaugeli, ocymectTaumotnes
MEAHLMHCKYIO ACATEAbHOCTh, KaKk OTXoAn kaacca B B coorsercresuu ¢ CanllnH 2.1.3684-21
«CaHUTaPHO-3NMHACMHONOTHYECKIE TPCOOBAHHA K COACPKAHHIO TEPPHTOPHI rOPOACKHX K CEALCKHX
nocenenntt, k BOAHKM 00GbexTaM, NHTHLEBOH BOAE M MHTHCBOMY BoAOCHaGXKeHHIo, arMOchepHOMY
BO3AYXY, MOYBAM, XH/IBIM NOMCHICHHAM, 3KCIUTyaTallMH NPOH3BOACTBCHHBIX, ODIIECTBEHHBIX
noMelenui, Oprasu3aluH H NPOBCACHHIO CaHUTAPHO-NPOTHBOINMHACMHYECKHX
(npoduAaKTHYECKHX) MCPOTIPHATHI» H YTREPKACHHON HHCTPYKUHEH OpraHH3aLMH.

S MeToab! 0MHCTKR H AC3HHGEKUUN MEIHUNHCKOrO HIACAHA
CMOTPOBBlE NEPYATKH NPEACTaBIAIOT Co0OR  MemHLMHCKOe M3jende OAHOPA30BOTO

Henonb3opannd. [IOBTOPHOS HCMONB30BAHKE MEAHIUHHCKOTO H3NEMUA ABNAETCA IpYObIM HapymeHHeM
METOROB NIPHMEHEHHA,
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6 TexHn4yeckoe onncaHme MegMLMHCKOro nU3genms
6J1 OnucaHne MegULUMHCKOro nsgenus

dopmMa MeAWULMHCKOro u3aenns. MeaMLUUHCKME CMOTPOBbIE MepyYaTKW WMEHT MpsAMble
nasbubl, MOAXOAAT Ha MOBYH PyKy (HeaHaTOMMYeckue). MaHXeTa nepyaTki MOXET ObiTb
YAMHEHHOW UMW UMETb CTaHAAPTHYHO ANMHY. Kpail MaHXeTbl 3aKaTaH B BEHUMK.

[MoBEPXHOCTb MEMLMHCKOr0 N3aenus.

1 OnypgpeHHble nepyaTky - UCNOb3YeTCH MOANMULMPOBAHHBIA KyKYPY3HbI Kpaxmall.

2. HeonypapeHHbIe NepyaTKu:

2.1. XnopupoBaHHble (MoABepratoTcst 06paboTKe X/I0OPOM C BHYTPEHHEN CTOPOHbI NEPYaToK);
2.2. C BHYTPEHHEN 1 BHELLHEN XNOpUHALIEN;

2.3. C BHYTPEHHUM NONIMMEPHBLIM MOKPLITUEM,

2.4. C BHYTPEHHUM W BHELUHUM MOMMEPHBIM MOKPbITEM.

®daKTypa BHELUHEN NOBEPXHOCTU MEAULMHCKOro n3genus. MepyaTkv MOryT UMETb FNafKyH
WM TEKCTYPUPOBAHHYH NMOBEPXHOCTb.

PasMepbl MeAMLMHCKOro u3genus. B 3aBucMMOCTM OT pasmepa, B Tabnuue 1 yKasaHbl
3HAYeHWs! LLIVPUHBI, ANIMHbI U TONLLMHBLI MEAULIMHCKOTO 13aenus.

Tabnmua 1 - Pa3mepbl MEAULMHCKOTO M3LeNNs:

Pasmep
HavmMeHoBaHMe nokasarens
XS S M L XL
LLinpnHa W (prcyHoK 1), Mm <80 80+10 95+10 1100 >110
[nvHa 1(pucyHoK 1), MM, He MeHee 220 230
TonwwmHa (B TOUKaX, yKasaHHbIX Ha
PUCYHKE 2), MM, He MeHee
- rnagkas noBepxHOCTb 0.08
- TeKCTypupoBaHHas 0’ 1
MOBEPXHOCTb :
TonuwyHa BeHUMKa, MM, He 6onee 2,50
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<) A

Pucynox 1 — TOUKH A/Is ¥3MEPEHHR WHPHHL! H ANHHBL NEPUATKH

Prcynok 2 — TouKM H3MEPEHRAN TOMILHHE! CTCHKH NICpHaTKH
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6.2 ®un3nyeckme XxapakTepuCcTUKN MeANLMHCKOIO N3AeNNns
6.2.1 ®N3NKO-MeXaHNUYeCKNe XapaKTePUCTUKN MEAULMHCKOTO U3aenus
B Tabnuue 2 npeacTaBneHbl PU3NKO-MEXAHNYECKME NOKa3aTeNN MEAULIMHCKOTO MU3aenms.

Tabnmua 2 - 3HayeHNs U3NKO-MeXaHUYEeCKUX nokasaTesieil nepyaTok:

OMNMCAHWE CNEUNDPUNKALNA
1 J1o cTaoeHus:
- YCNOBHasA NMPOYHOCTb MpU pacTskeHun, Mla, He 18
MeHee
- OTHOCUTENIbHOE YA/IMHEHWe Npu pa3pbise, %, He 650
MeHee
- ycunue npu paspbiee, H, He MeHee 7,0
2. Nocne cTaoeHus:
- YC/I0BHasA MPOYHOCTb NMpW pacTskeHun, Mla, He 14
MeHee
- OTHOCUTE/IbHOE Y/IMHEHWE MPU pa3pbiBe, %, He 500
MeHee
- ycunve npu paspbiee, H, He MeHee 6,0

6.2.2 YPOBHV KOHTPONS U NPUEM/EMbIIA YPOBEHb Ka4ecTBa MeJULMHCKOTO U3aenis

B Lensax KOHTPONs KayecTBa MeAULMHCKME NepyaTku 0TOMparoT 1 NpPoBepstoT B COOTBETCTBUM
co ctaHgapTom SO 2859-1.

epMeTUUYHOCTb. MeauuMHCKE nepyaTky repMeTudHbl. premnemblii YpoBeHb KayecTBa
(AQL) cocTaBnseT < 15.

Onygpusatollee Bewectso. CoepXaHue OCTaTOYHOro  OMyAPUBAIOLLETO  BeLLecTsa
OnpesenstoT B COOTBETCTBUM C TpeboBaHusaMM cTaHgapTa ASTM D 6124.

e [ns onygapeHHbIX NepYaToK MOMyYeHHbId MoKasaTeNb He npeBbillaeT 10 mMr/gM”A Ha oaHYy
rnepuartky.

e [N HeonyapeHHbIX MepYaToK MOMyYeHHbIA MOKasaTeNb He MPEBbIAeT 2 MI Ha OfAHY
nepyarky.

Cofep>kaHue NPOTENHOB B TATEKCHbIX NepyaTKax.

o CofepXaHue aKcTparvpyembiX BOAOM MPOTEMHOB He 6onee 200 MKr/gM™ npu NpoBefeHUn
ncnbiTaHUii B cooteTcTBUM ASTM D 5712,
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7 Mo6o4Hble fecTBUA
B03MOXXHbI NPOSBIEHNS Ha KOXKE anneprmyeckmx peakumin npy ncnonb3oBaHUm U3aenns.

8 OG6CToATENLCTBA, NPU KOTOPbIX MOTPEOUTENb OKEH NMPOKOHCY/IbTUPOBATLCS C
MeAULIMHCKMM PaboTHUKOM

MaumeHTy pekoMeHAYeTcs MPOKOHCY/NbTUPOBATLCA C  MEAUUNHCKUM pa60THVIKOM npn
BO3HUKHOBEHNWN Ha KOXE a/INTIEPTrNHECKNX peaKLLMVI npn Ncnonb3oBaHNN N30ENNA.

9 [apaHTUM nNpousBoaUTeNs

Mpown3soauTenb (M3roTOBUTENb) rapaHTUPYET COXPaHHOCTb BCEX MapameTpoB M XapaKTepUCTUK
MEAULMHCKOrO W3Aenns C Yy4yeToM MpUEM/IEMOrO YpPOBHS KadecTBa (AQL), a Takke KayecTBO
MEAMLMHCKNX MepyaToK B TEYEHMEe BCEro Cpoka FOAHOCTM C AaTbl W3rOTOB/IEHWS, MPU YCNOBUM
LLleIOCTHOCTM  YNaKOBKKW, COGMIOLEHMS YCMNOBWUIA TPaHCMOPTUPOBKW, XPaHEHWs W 3KCnayatauun B
COOTBETCTBUWN C UHCTPYKLMEN.

«y 10 CseaeHust 06 YNO/THOMOYEHHOM MpeAcTaBUTENe MPOU3BOANTENSA

Mo Bcem BOMpocam, CBA3aHHbIM C o6palleHMeM MeAVUMHCKOro M3aenusi Ha TeppuTopum PO,
HeobXoAMMO 06paLaTbCs K YNOSHOMOYEHHOMY NpeACcTaBUTe 0 NPOU3BOAN TES:

O6LLecTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO «BIHOBW» (OO0 «BUVHOBW»)

Poccus, 194292, r. CaHkT-IMeTepbypr, nepeynok 5-in BepxHuia, gom 1, nutepa XX, nomelyeHne 205
Ten.:+7 (812) 309-16-32

www.benovy-company.ru

e-mail: benovy@benovy-company.ru

11 KoMnneKTHOCTb NMOCTaBKMU MEANUWNHCKOI 0 N3aenns
MNMepyaTKU MOrYyT NOCTAaBNATLCA B ClIeAyHLWMX KOMMIeK Tauusax:

ynakoBbIBaHVe HaBanoM - 2000 nepyaTtok, 1000 nap B NOTPeGUTENLCKON YNaKOBKE;
400 nepuatok, To ecTb 200 Nap B NOTPEOUTENLCKOIN YNaKOBKE;

200 nepyatok, To ecTb 100 nap B NOTPeGUTENLCKONM YNaKOBKE;

100 nepuyatok, To ecTb 50 Nap B NOTPEOMTENLCKOI YNAaKOBKE;

50 nepyatokK, T0 ecTb 25 nap B NOTPEGUTENLCKOIA YMaKOBKE;

40 nepyaToK, TO ecTb 20 Nap B NOTPEOUTENLCKON YMNAKOBKE;

30 nepyaTok, To ecTb 15 nap B NOTPEOUTENbCKOM YNAKOBKE;

20 nepyaTok, To ecTb 10 Nap B MOTPEOMTENLCKOIN YNaKOBKE;

10 nepyaTok, TO eCTb 5 Nap B NOTPeGUTENLCKOW YNaKOBKe;

4 nepyaTku, TO CTb 2 Napbl B NOTPeOUTENLCKO YNaKOoBKe.
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7 Mo6ouyHbIe AencTBUA
B03MOXHbI NPOSIBNEHMSI HA KOXE a/iNIePrMyecKnx peakumii Npu 1Ucrob30BaHNN U3AeNns.

8 OG6CTOoATENLCTBA, MPU KOTOPbIX NMOTPeGUTESb JO/IKEH MPOKOHCYIbTUPOBATLCS C
MeAULIMHCKMM PaboTHUKOM

MMaUMeHTy pekoMeHZyeTCA MPOKOHCYNbTMPOBATLCA C  MEAULMHCKAM p8.60THVIKOM npn
BO3HMKHOBEHNN Ha KOXXE anneprnyecknx peaKLI,MVI Nnpn Ncnosb3oBaHUN N3OENTUA.

9 [TapaHTUM Npoun3BOAUTESNSA

MpomnssoauTenb (M3roTOBUTENb) FAPAHTUPYET COXPAHHOCTb BCEX MAapaMeTPOB M XapaKTepUCTMK
MEAULMHCKOTO M3AeNMs C Y4eTOM MNpUEMIEMOrO YpoBHSI KadecTBa (AQL),a Takke KauyecTBO
MEAVLIMHCKMX MEepYaToOK B TEUEHMe BCEro CPOKa rofHOCTM C flaThl W3rOTOB/EHWS, MPU YCMOBUM
LIeNIOCTHOCTM  YMaKOBKM, COGMIOAEHUS YCMIOBWIA TPAHCMOPTMPOBKM, XPaHEHMs W 3KChyaTaumu B
COOTBETCTBUM C UHCTPYKLIMEN.

10 CaefeHUs 06 YNo/HOMOYEHHOM MPeacTaBUTENE MPOU3BOAMNTENS

Mo BceM BOMpoOcaM, CBsi3aHHbIM C O6palleHMeM MeaVMUMHCKOro u3aenns Ha TeppuTopun PO,
HeobXoAMMOo 06paLAaTbCs K YNONHOMOYeHHOMY NpeAc TaBUTe o Npou3BoanTeNs:

O6LLeCTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO «BUHOBK» (OO0 «BVHOBK»)

Poccus, 194292, r. CaHkT-IMeTepbypr, nepeynok 5-in BepxHuii, gom 1, nutepa XX, nomelleHne 205
Ten.:+7 (812) 309-16-32

WWW.benovy-company.ru

e-mail: benovy@benovy-company.ru

11 KoMMN/eKTHOCTb NMOCTaBKN MeANLNHCKOIo n3genna
MepyaTKU MOTYT NOCTAaBNATLCA B CIEAYHOLMX KOMIMIEK TaunsX:

ynakoBbIBaHMe HaBasioMm - 2000 nepuatok, 1000 nap B NOTPeOMTENbCKOM YNaKOBKE;
400 nepyatok, To ecTb 200 Nap B NOTPeGUTENLCKON YNaKOBKE;

200 nepyaTtok, To ecTb 100 nap B NOTPEOUTENLCKOW YNAKOBKE;

100 nepyaTok, To ecTb 50 Nap B NOTPEOUTENBCKOW YMAaKOBKE;

50 nepyatok, To ecTb 25 nap B NOTPEBUTENLCKON YNAaKOBKE;

40 nepyaTok, TO ecTb 20 Nap B NOTPEOUTENLCKONM YMNAKOBKE;

30 nepuatok, TO ecTb 15 nap B NOTPeOMTENBLCKOM YNaKOBKe;

20 nepuyatok, To ecTb 10 nap B NOTPEOUTENLCKOM YMAKOBKE;

10 nepyaTok, To ecTb 5 nNap B NOTPeOGUTENLCKON YNAKOBKE;

4 nepyaTku, TO ecTb 2 Napbl B MOTPEOUTENLCKOI YNaKOBKe.
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12 TepeyeHb NPUMEHSEMbIX NPOM3BOANTENEM (M3TOTOBUTENEM) MEAULIMHCKOTO U3aenus

HalMOHaNbHbIX CTaHJapPTOB

Tabnmua 3 - MNepeyeHb NPUMEHSIEMbIX MPOV3BOANTENEM CTaHAap TOB:

O603HayeHme

ISO 9001:2015

ISO 13485:2016

ISO 14971

ISO 2859-1

ISO 15223-1:2012

ISO 11193-1

ASTM D 3578

ASTMD6124

ASTM D 5712

HanmeHoBaHue

CuncTeMbl MEHeIKMEHTa KadyecTBa. TpeboBaHus.

W3penns megmumHekre. CUCTeMbl YNpaBieHUs KauyeCTBOM.
TpeboBaHWA K perynnpoBaHuio.

MeauuMHCKMe n3aenus -
MPUMEHEHNS MEHEPKMEHTA PUCKOB K MEANLIMHCKUM W3LENNSM.

Cratuctuyeckre metofpl. Mpoueaypbl BbIGOPOUHOro KOHTPOSA MO aNibTepHa-
TUBHOMY Mpu3Haky. Yactb 1 MNnaHbl BIBOPOYHOr0 KOHTPONA NOC/ef0BaTe b-
HbIX MapTWIn HA OCHOBE NPWUEMJIEMOIO YPOBHSA KayecTBa.
YcTpoiicTBa meguumHeKmne. CUMBO/bI, MCMOb3YEMbIE Ha AP/bIKax
MeAMLMHCKNX YCTPOMCTB MPU MapK1pOBKe 1 B NPesocTaBnsemMoi
nHpopmaumn. Yactb 1 ObLume TpeboBaHUS.

MepyaTkn MefuLMHCKWe AnarHOCTUYeCKME 0fHOPa3oBbIe.
Uactb 1 Cneupdukaums Ha nepyaTku 13 KayyyKoBOro fiaTekca unv pactsopa.

CreunduKaLms Ha Pe3rHOBbIE ANAarHOCTUYECKME NepPUaTKM.

MeToz ornpeaeneHnst 0cTaTOYHOro ONyAPVBAKOLLIErO BELLECTBA
B MEAMLIMHCKIX MepyaTkax.

MeToz, UCMbITaHWIA /11 aHanM3a BOAHOIO 3KCTparMpyeMoro 6enka B naTekce,
HaTypa/lbHOM Kay4yKe 1 3/1aCTOMEpPHbIX MPoAyKTax
C UCMO/b30BaHMEM MOAUDULMPOBAHHOIO MeToaa Jloypw.

'KoHeL, nepeBofa AOKYMeHTa-
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[Neperon ¢ aRrIMiCKOro A3EIKa HA PYCCKH A3BIK BHMONHEH NepeBoaunkoM Bypanosoil
Pao AwuBaposBHON. [Moarsepxaalo, 4TO BHNOAHEHHLIA MHOH nepeBod ABAAETCA
NPaBUNLHBLIM, TOUHBIM K NOJHEIM.

Poceniickan ®egepauus LA

e Canxr-Tlerepbypr
“ IecTaaauaToro ceHTAGPA ABE THICAYH ABAANATL NEPBOTo roaa.

A1, Jaenc Anexcanap [eoprueBuy, BpeMEHHO MCTIONHAIOMMHA 00A3aHHOCTH
HoTapdyca HotapuanbHoro okpyra Cankr-IlerepGypr Hienc Hatanmbh AHaTONBEBHSI,
CBHAETENLCTRYO NOMIHHHOCTE MOANNKCH nepesonunka Byparnoso#t PaHo AnpapoBibl.

TToanucs caenana B MOEM TIPHCYTCTBHH,
JIHYHOCTD MOANHCABILICTO AOKYMEHT YCTAHOBJICHA.,
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PocciiHCKasi Pefepayns
CaHkT-lMeTepbypr
LLlecTnagnaroro ceHT6psa ABe ThiCcAYM ABafLaTb NEPBOro
A, A3eHc AnekcaHap [eoprueBuy, BPeMEHHO WCMOMHAKOLWMIA 0683aHHOCTU HOTapuyca
HOTapuanbHoOro okpyra CaHkT-lMeTepbypr [3eHc HatanbyM AHaATONbEBHbI , CBUAETENLCTBYHO
BEPHOCTb KONWUW C NpeACcTaB/NEHHOr0 MHe JOKYMEHTa.
3apeructpuposaHo B peectpe:|Ne 78/80-H/78-2021-11-855.
nnayvete 31E”BepuieHne Ho'r)apuanbHoro geinctems: 1600 py6. 00 kon.

A.l".A3eHC

MIToro B HaCcToALWEM AOKYMEHTE:
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