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

Medical diagnostic (examination) gloves disposable non-sterile “BENOVY” polychloroprene

(neoprene) finger textured powder free with inner polymer coating (beaded cuff), color: green, size:
XS, S. M, L, XL.

1.2 Manufacturer of the medical device

Manufacturer o fthe medical device:

TOP GLOVE SDN. BHD., Malaysia
Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia.

Manufacturing facility o fthe medical device:

SENTIENX SDN. BHD., Malaysia

Lot 7, Jalan Hi-Tech 12, Zon Industri Fasa 3, Kulim Hi-Tech Park, 09090 Kulim, Kedah Darul
Aman, 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 a medical worker and a patient during
examination/treatment, as well as if one is allergic to natural latex and powder.

1.4 Scope ofthe medical device

The 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, and also protection of patient and healthcare
professional from cross-contamination.

1.5 Operating conditions (application) 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 10°C to 30®C and 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 Contradictions for use of the medical device

The medical device has no contradictions.

1.9 Side effects of medical device
There are no side effects of the medical device.
1.10 Operating principle of the medical device

The basis of examination disposable polychloroprene (neoprene) gloves limits the movement of
infectious substances, improves the efficiency of antibacterial protection in the healthcare facility
protecting a healthcare professional against possible infection during examination/treatment of a
patient and other sanitary activities, and also contributes to the reliable capture of medical instruments
and increases the safety of the work.

Inner polymer coating imparts an additional strength to the glove and makes putting on and
taking off easy, as well as prevents sticking of gloves.

Textured surface of gloves’ fingers provides the reliable capture and holding of medical
instruments.

1.11 Shelf life of the medical device

The established shelf life of the medical examination polychloroprene (neoprene) 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: 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). Pull on the first
glove. Take the second glove with your bare hand, touching the bounded surface of the glove
corresponding to the wrist. 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. 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. 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: 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. 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. Discard the gloves and wash your hands thoroughly.
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3 Warning and precautions

The device is intended for single use;

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 movements or squeeze tlie hands. Do not use in case of size mismatch;

Touching is recommended to the surface of the glove corresponding to the wrist (upper 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;

In case of skin allergic reactions when using the device, it is recommended to consult a
healthcare professional.
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4 Transportation, storage and disposal conditions of the medical device
4.1 Transportation conditions of the medical device

Tlie 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 10®RC to 30®C and relative humidity of air -
up to 80%.

4.3 Disposal conditions of the medical device

Disposal of the medical device in the Russian Federation is carried out by the medical organiza-
tion as class B waste in accordance with SanPiN 2.1.3684-21 "Sanitary and epidemiological require-
ments 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 prem-
ises, the organization and implementation of sanitary and anti-epidemic (preventive) measures" and
approved guideline of the organization.

Unused or expired medical gloves must 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 set-
tlements, 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 examination non-sterile gloves are a disposable medical device. Reuse of the medical
device is a gross violation of application methods.
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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 has a standard length. Rolled cuff.

Surface of the medical device. Gloves have a powder free surface - with inner polymer coating.
Texture of the outer surface of the medical device. Gloves have a textured surface on fingers.

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

Table 1~ Sizes ofthe medical device:

Value name Size
XS S M L XL
Width W (figure 1), mm 80+10 8510 95+10 lHoilo 120+10
Length 1(figure 1), mm, min 220 230
Thickness (in points, shown on

figure 2), mm, min

- smooth surface 0.08

- textured surface 0.11

Thickness (exactly at the centre of

palm), mm, max

- smooth surface 0,22

- textured surface 0,23

Thickness of rolled cuff, mm, max 2.50
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Figure 1- Points for width and length Figure 2 - Points for wall thickness
measurement of the glove measurement of the glove

6.2 Physical specification 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 ofthe gloves:

DESCRIPTION SPECIFICATION
1 Before accelerated aeina:
- force at break, N, min 7.0
- elongation at break, %, min 500
- conditional strength, MPa, min 14

2. After accelerated aeine:

- force at break, N, min 6.0
- elongation at break, %, min 400
- conditional strength, MPa, min 14
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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
standard ISO 2859-1. Control levels and acceptable quality levels (AQL) of the gloves are
presented in table 3.

Table S - Control levels and acceptable quality levels (AQL):

Acceptable quality level

Characteristic Control level
(AQL)

Hermeticity G-1 15

Dimensions (width, length and thickness) S-2 4.0

Physical parameters - force and elongation at break 59 40

(before and after accelerated aging) ) '

Visual Major visual defects G-1 2.5
defects ) )

Minor visual defects G-1 4.0

6.2.3 Powder.

For examination polychloroprene (neoprene) powder free gloves the content of residual powder

is determined in accordance with the requirements of ASTM D6124. The value obtained does not ex-
ceed 2 mg per glove.
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7 Data on package of the medical device

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

Consumer (individual) package. The gloves are packed in boxes made of pressboard.
Consumer package provides protection of gloves from external mechanical damage.

Transportation package. The gloves in consumer package are packed in boxes made of
corrugated pressboard. Carton boxes are strong enough and provide safety of devices during
transportation and storage.

8 Scope of delivery of the medical device

The gloves may be delivered in thefollowing scopes ofsupply:

2000 gloves, i.e. 1000 pairs in consumer package;
" 400 gloves, i.e. 200 pairs in consumer package;
200 gloves, i.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;
30 gloves, i.e. 15 pairs in consumer package;
20 gloves, i.e. 10 pairs in consumer package;
10 gloves, i.e. 5 pairs in consumer package;
4 gloves, i.e. 2 pairs in consumer package;
2 gloves, i.e. 1pair in consumer package.
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9 List of national standards, applied by manufacturer (producer) of the medical device

Table 4 - List ofstandards, applied by manufacturer:

Designation

EN ISO
13485:2016

ISO
14971:2007

ISO 15223-
1:2016

ISO 11193-
1:2020

ISO 2859-1

ASTM D6124-
06 (2017)

Name

Medical devices. Quality manage-
ment systems. Requirements for
regulatory purposes.

Medical devices - Application of
risk management to medical devices.

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.

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

Standard test metliod for residual
powder on medical gloves.
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Confirmation document

Certificate No Q5 090719 0009 Rev. 03.
Holder of certificate and Manufacturing fa-
cility: SENTIENX SDN. BHD., Malaysia.

Issued by certification body TUV SOD

Product Service GmbH.
Report No.: MYQMHO0121024Revl-
721427146.

Valid fi-om: 11.12.2021 r.
Valid until: 10.06.2024 r.

Risk management file
Report No.: SSB-RMF-06.
Report date: 18.12.2019 r.

Test Report ISO 15223-1:2016
Report No.: MD-S-1
Report date: 10.02.2022 r.

Test Report ISO 11193-1:2020
Report No.; 0820CHPCG
Report date; 10.01.2020 r.

Standard is used to calculate the sampling
size of a medical device according to its re-
quirements per 1ISO 11193-1:2020 and tech-
nical documentation, depending on the size

ofthe manufactured batch.
Test Report ASTM D 6124-06 (2017)
Report No.: STM-P-01
Report date: 01.01.2020 T
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10 Adverse reactions
Manifestation of dermal hypersensitivity reactions, when using the device is possible.
11 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.

12 Manufacturer”™ warranties

The manufacturer 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 during the whole 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 ofthe manufacturerfor any and all purposes,
related to circulation ofthe medical device on the territory ofthe Russian Federation:

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

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

www.benovy-company.ru

benovy@benovy-company.ru
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1 CBefieHNS 0 MeAVMLNHCKOM M3fenunn
1.1 HanmeHoBaHMe MeMLMHCKOIo 1U3aenms

MepyaTkyn MeAMLMHCKME [AMArHOCTMYeCKMe (CMOTPOBbIE) OAHOPA30Bble  HECTEPW/IbHbIE
«BENOVY>» NonmxnoponpeHoBbie (HEONpPeHOoBble) TEKCTYPUPOBaHHbIe Ha Nasbliax HeonyApeHHble C

BHYTPEHHVM MOMUMEPHbLIM MOKPbITUEM (MaHXeTa C BafMKOM), LBET: 3eNeHblid, pasmep: XS, S, M, L,
XL.

1.2 MNMpowun3BognTesib MeAULIMHCKOIO NU3ennsa

Mpou3BoANTENb MEAULMHCKOTO N3LeNus:

«TOM 'MAB CAH. BXA.», Manai3uns

NoT 4969, OxanaH Tepataun, baty 6, Odd LxanaH Mepy, 41050 Knanr, CenaHrop A.E.,
Manaiisus.

MecTO npousBoACTBa MEAULUHCKOIO U3aenusa:

«CEHTUEHKC CAH. BX[,.», Manaiisusa

NoTt 7, OxanaH Xali-Tek 12, MHpgactpman 3o0H ®asza 3, Kynum Xaii-Tek Mapk, 09090 Kynum,
Kegax Aapyn AmaH, Manaiisus.

1.3 HasHayeHne MeguLIMHCKOro n3genus

MepyaTky NpefHasHavyeHbl 415 OLHOPA30BOr0 WCMNOJMb30BaAHUS NPY 3alinTe PyK MeAULMHCKOro
nepcoHana u co3gaHus 6Gapbepa OT 6GakTepuanbHOW W/MAN BUPYCHOW KOHTaMUHaLUKN  MeXAay
MeLUUMHCKAM paboTHUKOM W NauveHTOM BO BpPeMs OCMOTpa/nevyeHus, a TakXKe Mpu BO3MOXHOW
annepruv Ha HaTypasbHbIil NaTeKe 1 ONyAprBatoLLee BeLecTBo.

1.4 O6nacTb NPUMEHEHUSA MeAULMHCKOIO U3enuns

MepyaTK¥ MCNONbL3YKOTCA MNPU MPOBEAEHUN MeLULUHCKUX WUCCNefoBaHW, [MArHOCTUYECKMX,
TepaneBTUYECKMUX, CTOMATONOIMYECKUX W NevyebHbIX Mpoueayp, CaHUTapHbIX MeponpuUATUiA W©
nabopaTopHblXx paboT, a Takke paboT C 3apaXeHHbIMU/3ArpA3HEHHbIMU  MeLULUHCKUMU
maTepuanamu/n3nenaMmun/noBepxHoCcTaMu, obecrneymsas rMrrueHy pyk, a Takxe 3awWuTy nayueHTa u
MeMLUHCKOro paboTHMKA OT B3aMMHOTO 3apaXXeHWs.

1.5 ¥Ycnosusa akcnnyataumn (NPUMeHEHNS) MeAULIMHCKOTO 134enns

MeauLUMHCKNE CMOTPOBbIE 0[JHOPA30Bble MEpYaTKU MPUMEHSIOTCS B NeYebHbIX WUAM nedebHo-
NPOMMUNAKTUUYECKUX MEAULMHCKUX YUPEXAEHNSX B 3aKPbITOM MOMELLEHUN B CYXOM MecTe, BAanu ot

MPAMbIX COMIHEYHbIX Nyyeid, npu TemnepaType oT 10°C go 30°C 1 0THOCUTENbHOM BRaxxHocTh 8o 80%,
B COOTBETCTBUM C MHCTPYKLMEN HA MeLULNHCKOE N3fenne.

MepuyaTKn TONMbKO AN HAPYXXHOTO NPUMEHEHMUS (M3AeNNe He UHBA3UBHOE).
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1.6 MNpefycMOTpPeHHbIe NOMb30BaTE/IN MEANLNHCKOIO U3Lenns

MefVLMHCKWIA NepcoHasn, KOTOPbIA NPOBOAUT MeAULNUHCKME UCCNefoBaHns, ANarHoCTUYeCKme,
TepaneBTMYECKMe, CTOMATONIOrMYeckne u nedebHble MpPOUEAYpPbl, CaHWUTAapHble MepPoONpUATUA W
nabopaTtopHble paboTbl, a TakKXke paboTbl C 3apaKeHHbIMWU/3arpA3HEHHbIMU  MeLULNUHCKUMU
maTepuanamun/n3gennamm/noBepxXHOCTAMU U Apyrue aencTeus, Tpebytowmne co6n04eHns TpeboBaHMi
no 3awmTe nauneHTa/MeanLMHCKOro paboTHUKA OT NEPEKPECTHOW NUH(EKLMUN.

1.7 TTokasaHWUs K NPUMEHEHNIO MeAULIMHCKOrO M3fenns

MokasaHUAMU K NPUMEHEHUIO MEAUUMHCKOTO M3Jenns ABnseTcs Heob6XoaMMOCTb NPOBeAeHUA
MeANLUUHCKUX NCCNefoBaHniA, AUarHOCTUYECKUX, TepaneBTUYECKMX, CTOMATONOMMYECKNX U NeYebHbIX
npoueayp, CaHWTApPHbIX MeponpuaTuUiA 1 nNabopaToOpHbIX paboT, a Takxke paboTr ¢
3apaXKeHHbIMW/3arpA3HEHHbIMU MEANLMHCKMMI MaTeprmanaMmu/n3gennsMmmn/noBepxXHoCTAMM.

1.8 MNMpoTmBONOKasaHNA MeANLMNHCKOr0 N3aenvsa
MeguumHCcKoe n3genve NpoTUBOMNOKa3aHWIi He NMeEET.

1.9 Mo60oYHbIE AENCTBUA MEAVULIMHCKOIO U3aenns
Mo60oyYHble feliCTBMSA MeLULUHCKOrO N34enns oTCYTCTBYHOT.

1.10 MpuHUKMN AeACTBMS MEAULIMHCKOIO N3AeNns

OcHOBa  CMOTPOBbIX  OAHOPA30BbIX  MOJIMX/IOPOMNPEHOBbLIX  (HEOMPEHOBbLIX)  MepyaTokK
OrpaHMymMBaeT MepemMeLleHne WHMEKLMOHHbIX BeLLecTB, MOBbIAET 3((EeKTUBHOCTL 0bGecneyeHus
aHTNbGaKTepuasbHON 3aLlinTbl B MEAULUHCKOM YUpeXaeHun, npefoxpaHas MeULUHCKOro paboTHMKa
OT BO3MOXHOIO 3apaXKeHUs Mpu OCMOTpe/NieYeHMM nauueHTa, a Takke Cnocob6CTBYeT HafeXHOoMy
3axBaTy MeAMLMHCKUX NHCTPYMEHTOB ¥ MOBbILLAeT 6€30NacHOCTb paboThl.

BHyTpeHHee nonvMepHOe MOKPbITUE MNpuUAaeT nepyaTtke [AOMONHUTENbHYIO MNPOYHOCTL W
3HaunTeNbHO 0b/eryaeT HafleBaHNe N CHATUE, a TaKXXe NPejoTBpaLlaeT canunaHne nepyaTok.

TeKcTypupoBaHHas MOBEPXHOCTb MepyaTOK Ha NanbLax o6ecrneymBaeT HafeXHbl 3axBaT K
yfep>XaHne MeAULNHCKUX NHCTPYMEHTOB.

1.11 CpoK rogHocT MegULIMHCKOro N3aenns

YCTaHOBMEHHbI  CPOK  TFOAHOCTM  MEAWLMHCKUX  CMOTPOBLIX  MOMMXIOPOMNPEHOBbIX
(HeonpeHoBbIX) NepyaToK COCTaBNseT 5 neT.
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2 'HCTPYKLMSA M0 NPUMEHEHWNIO MEAVNLMHCKOTO U3AeNns

Mepes vcnonb3oBaHWEM MNepyaTok Heo6XoAUMO MpeaBapuUTesibHO MPOBECTU TUTMEHUYECKYHO
006paboTKy pyk (06paboTaTb PyKM KOXXHbLIM aHTUCENTUKOM UM BbIMbITb UX MbIIOM M BOLON). MepyaTku
HafleBalT TO/IbKO Ha CyXUe PyKu.

Kak HajeBaTb nepuyaTku: W3Bnedb nepyatky u3 KOPOOKW. PeKOMeHAyeTCH KacaTbCA
OrpaHNYeHHON MOBEPXHOCTM MepyaTKU, COOTBETCTBYHOLLLEN 3ansiCTblo (BEPXHUIA Kpaill MaHXeThbl).
HataHyTb nepByt0 nepyaTky. V3Bneyb BTOPYK MepyaTtky roJioll pyKOM, KacasCb OrpaHW4YeHHOWN
MOBEPXHOCTM MepyaTKu, COOTBETCTBYIOLLE 3anacTblo. Bo n3bexaHue KacaHWUs KOXMW Mpeanneybs
PYKOW B MepyaTke, NMOBEPHYTb HapyXHYI MOBEPXHOCTb MepyaTku, KOTOPYK NpeAcTOUT HafeTb,
C/TIOXXEHHBIMWN MasibLaMN PYKWU B MepyaTKe TakMM 06pa3om, YTo6bl cenatb BO3MOXHbLIM HaTArvBaHue
nepyaTku Ha BTOPYH pPYKY. HafeB mepyaTku, cfiefyeT NpuKacatbCs WUCKIOUYUTENbHO K MpeameTam,
NpeayCMOTPEHHbIM MOKa3aHUAMW K MPUMEHEHUIO W YCNIOBUAMU UCNO/b30BAHUA MNepyaTok. Bo
n3bexkxaHne 3apaxeHus, nepes Tem Kak NpUCTynuTb K HOBOW npoueaype, cnefyet CMEHUTb MepPYaTKy.

CHuUMaTb WCMONb30BaHHbIE MNepyYaTKyW CnefyeT OCTOPOXHO, W3b6erasd pas3bpbi3ruBaHua ¢
NMOBEPXHOCTEN MepyaTKU, NPU KOTOPOM BO3MOXHO MWKPOOHOE 3arpssHeHMEe PyK WU OKpyXKarouei
cpeabl.

Kak cHumartb nepyatku: YTobbl CHATL NepyaTky, ciefyeT NoALennTbL ee Ha YPOBHE 3anscTbS,
He KacasaCb KOXW NpeAnsieybs, N CTAHYTb C PYKW, BbIBOPaYMBasA ee Hau3HaHKY. Y JepXuBas CHATYIO
nepyaTky pyKou B rnepyartke, cnefyeT NoMeCTUTb Manblbl FONI0M PYKN MeXAY NepyaTtkoln v 3anicTbeMm.
CHATb BTOPYIO MepyaTky, cKataB ee Nno pyKe, 1 BNOXMWTb B NEPBYIO Nepyatky. MomecTuTe nepyaTkun B
npegHa3HayYeHHYH0 A1 HUX eMKOCTb. 3aTeM NpoBeuTe TMrneHnYeckyto 06paboTKy pyk.
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3 MpegynpexaeHns n Mepbl NPefoCTOPOXHOCTHU

N3penue npesHa3HavyeHo AN1A 04HOPA30BOro NPUMeEHeHUs;

TONbKO ANA MHAUBUAYAIbHOTO NPUMEHEHUS;

HeobxoammMo 0053aTe/lbHO KaXAblii pa3 MPOBOAMTb TUTMEHUYECKYHD 00paboTKy pyK nepeq
HafeBaHMEM UM CMEHOM NepyaToK, a TakXe Moc/e CHATUA NepyaTok;

Heob6xogmmo nogbupaTth MepyaTKM HY>XXHOrO pa3Mepa — OHW [0/DKHbI JIETKO HafeBaTbCAa U He
AO/MKHbI 3aTPYAHATH ABVIKEHUSA WU CAABNAUBATb KUCTU PYK. He NpYMeHATb Npyu HECOOTBETCTBUM
pasmepa;

MPMKOCHOBEHUSA PEKOMEHJ0BaHbl K MOBEPXHOCTM MepyaTku, COOTBETCTBYIOLWEA 3anicTbio
(BepXHWMIA Kpaii MaHXeTbl);

Heo6xogMMo 3aMeHUTb nepyaTku nocne obHapyxeHUsd fedekTa, MNPoKosa, MNOBPEXAeHUS,
3arpssHeHUs, Npy nonagaHum Nog nepyatky XUAKOCTU, a TakxXe Npu NosBAEHUN NMNKOCTU. Ecnn
noBpeannach ofHa nepyarka, He06X0ANMO 3aMeHUTH 06e;

B 3aBMCMMOCTM OT xapakTepa BbIMOIHAEMON MaHUNYyNALUKN, A8 NOLLEPXKAHUSA ONTUMA/IbHOr0
YPOBHSA 3alMThl, NEPYaTKN PEKOMEHYETCA MEHATb Yepe3 Kaxable 60-120 MUHYT;

He MouunTbL 1 6epeyb OT BNaru;

Heobxo4MMo HafeBaTb NepyaTKM TONbKO Ha CyXue pyku;

WN36eratb BO3A4EMCTBUA NPAMbIX CONMHEYHbIX NyYel;

MepyaTkn He rapaHTupytoT 100% 3aWMTbl PYK OT MPOKOJIOB, MOPE30B W MOBPEXAEHWA,
BbI3BAHHbIX BO3[EMNCTBNEM XMMUYECKUX BELLECTB;

Mpn BO3HWKHOBEHUW Ha KOXe annepruyeckux peakuumii npu  UCNONb30BaHUU  U3Lenns
PEeKOMeHAYeTCA NPOKOHCYbTUPOBATLCS C MEAUUNHCKAM PabOTHUKOM.
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4 Yc0BHS TPARCIOPTRPOBKH, XPAHCHEN B YTRIHIAIAN MEAUIIHHCKOr0 HIACIHS
4.1 Ycnonna TPaHCHOPTHPOBKH MEIHIAHCKOTO H3ZEANS

TpaHcnopTHpoBKa H3ACNHA MOXKET OCYIUECTBIATECA BCEMH BHAAMHM TpaHcnopTa (Mopckoif,
aBTOMOOHNBHBIN, KENeIHOAOPOXKHMN HAH BOIAYWIHNINE TPAHCHIOPT) B COOTBETCTBHH C NMpaBHnaMu
TPAKCNOPTHPOBKH, AHCTBYIONMMH Y19 AAHHOTO BHAA Tpancnopra. ITpu TpaRCHOPTHPOBKE He AOMKHE!
HapYIIaTLCA YCIOBHA XPAHCHHS,

4.2 YcnoBHg IpateHNS MEAHUHHCKOrO HIAC/IHN

Hapenna HeoOXOAMMO XPaHHTh B CYXOM MECTe, 3alOMIICHHOM OT BO3AEHCTBHA NpPAMbIX
CONMHEYHBIX Myyell, HCTOYHHKOB TCIUIA, BOSTOPAHHA, YILTPaPHONETOBOTO HITYYCHNS, 8 TAKXE 030HA,
npu Temneparype or 10°C no 30°C u oTHOCHTENBbHOM BIAXHOCTH BO3AYyXa Ao 80%.

‘ 4.3 Yca10BHS yTHANAUKA MAHIMHCKOT0 HIACAHA

YTuansaltus HCNOML3OBAHHONO MCAMUMHCKOrO hijgeaus B P® suinonusercs opranmusanmeit,
OCYIIeCTBAAIOMSH MEAHILIMHCKYIO ACATEALHOCTD, KaK OTXoAM Knacca B B coorerctum ¢ CanllnH
2.1.3684-21 «CaHHTapHO-INRAEMHONOTHYECKHE TPEGOBAHAS K CONCPKAHHIO TCPPHTOPHiA FOPOACKHX
H cenbckuXx nocenenuit, x BOAHBIM o0BexTaM, NUTHLEBOM BOAC U NHUTHEBOMY BOZOCHAabMEHMIO,
aTMocdepHOMY BOIAYXY, MOYBAM, XHJIBIM MOMCINCHHAM, 3KCIAYaTalMH NPOH3BOACTBCHHLIX,
OOleCTBEHHBIX NOMEIieHHH, OpPraHH3alHH M NPOBEACHHIO CAHHTAPHO-NIIPOTHBO3NMHACMHYECKHX
(npodunakTHUECKHX) MEPONPHUATHI» H yTBEPXACHHON HHCTPYKIEH OprauH3ALMH.

Hencnons3osasHbie MEAMUMHCKHE MEPHNATKH HIH NEPHATKH ¢ MCTEKIIMM CPOKOM TFOAHOCTH
HCOOXOAMMO YTHAM3HPOBATH KaK OTXOAM knacca A 8 coorercrBud ¢ CanlluH 2.1.3684-21
«CaHHTapHO-3MHACMHONIOTHYECKHE TPeOOBAHHS K CORCPXKAHMIO TCPPHTOPHH FOPOACKHX R COIILCKHX
noceNeHnil, K BOAHHIM O0BLCKTAM, NHTHEBOH BOAC H NMHTHCBOMY BOAOCHAOMEHHIO, aTMOC(hEpHOMY
BO3AYXY, MNOYBaM, XHJALIM NOMEIICHHAM, SKCIUIYaTallUH NPOH3BOACTBEHHLIX, OOLIECTBEHHBIX
‘ nomelwenuit, OpranH3alsn H NPOBEACHHIO CaHHTAPHO-NPOTHBOINHACMHYCCKUX

(npoduNAKTHUECKAX) MCPONIPHATHH U YTBCPRKACHHON HRCTPYXIMel OpraHu3amy.

S Metoani 0MHCTKH H ASHHPEKIHE MENHIHHCKOTO HIICIHR
ITepuaTki OMHOPA3OBLIS CMOTPOBBIC HCCTCPHBLHBIC NPEACTABNMIOT CO6OH MEAMIMHCKOE H3nenHe

OZHOPA30BOro HCNONE30BaHUA, [JOBTOPHOE HCTIONB3OBAHHE MEAHLMHCKOTO H3ACHA ABNACTCA rpy6hiM
HApYIICHHCM MCTOAOB NPHMEHEHHA.
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6 TexnrIecKoe ONMHCAHNE MEANUHNCKOr0 HIACIRR
6.1 Onncanne MeAMIHHCKOr0 HIEIHS

®opma MeaAHUHMHCKOTO H3ATHR, CMOTPOBHIE NEPYATKY HMEIOT MPAMMIC NAIBLLI, TOAXOAAT Ha
moGyio pyky (HeanaToMHueckue). Manxera cranaapTHo#t aMHEL Kpaif MaHxeTH 3aKaTal B BEHYHK.

MoBepxHOCTh MEAWIHHCKOTO M3Aeang. [lepuaTkn HMEIOT HEONMYAPEHHYIO MOBEPXHOCT — C
BHYTPEHHHM NOMHMEPHHIM MOKPHITHEM,

@axTyps sHemuell NOBEpPXHOCTH MeauuUMHcKoro maaeams. [Ilepuatku  umelor
TEKCTYPHPOBAHHYIO NTOBEPXHOCTH Ha NANBLAX.

PasMepbl MeAHURHCKOTO MIACAHA. 3HAYEHHA WIMPHHBL, ATHHH H TOMIIHHB NEPUYaTOK, B
3aBHCHMOCTH OT HX pasMepa, yxasaHsl B Tabmue 1.

TaGauya 1 — Pasmepvl MeQuyuncxozo us0esus:

HanmenoBanme noxaiaTean Pasmep
XS S M L XL
inpuna W (pucynox 1), MM 8010 | 85410 95410 110£10 120410
Jnuna | (pucysok 1), MM,
He MeHee 220 230
Tonumua (B TOUKAX, YKa3aHHHIX HA
pucyHKe 2), MM, He MeHee 0.08
- raanxas NOBEPXHOCTD ’
- TEKCTYPHPOBAEHAS MOBEPXHOCTD 0,11
Tonmmna (TouHo B BeHTpe
NAfiOHH), MM, He Gonee
- IRaAKaf NOBEPXHOCTD 0,22
‘ = TeKCTYPHPOBAHHAR 0,23
MOBEPXHOCTD
Tomuuna BeHamxa, MM, 2.50
He Gonee >

@ 000 LWPMI (27 INFO@CIRMI.RU € WWW.GOSZORAVNADZOR RU
8$u313



| 4

Prcynox 1 — Touxs a1 H3MepeHH MHPHHK H

IJTMHE IEPYATKH

D
r
)T

1323

Pucynox 2 — Touxn H3MepeHns TORMHHE
CTCHKH NEPHaTKH

6.2 Pu3nvecKkHe IAPAKTEPRCTHKE MEAUIMHHCKOT0 HIXEARN

6.2.1 OmAKO-MeXAHHTECKHE XAPAKTCPECTHKH MEAHMHRCKOr0 HJeAHS

B Tabauue 2 npeacTarieHs! QHIUKO-MEXAHAMECKHS NOKA3ATEH MEAHIHHCKOrO H3fe/ns.

Tabruya 2 - 3navenus usuxo-mMexanuyeckux noXasameae MeOUYUHCKO20 U30eAUn:

‘ OIMHCAHHE CIIEHH®HKAIIHRA

1. ZIo YCKODCHHOIO CTAPCHHS;

- YCHNIHE npH paspeise, H, He Meree 7.0

- YANHHEHUE TP pasphise, %, He MeHee 500

- IPOYHOCTH NpA pacTokeHnn, MIla, ne MeHee 14

2. [locne YCKODCHHOTO CTAPCHHA:

- yCHAHe npy pasphiBe, H, He Menee 6,0

- YITHHCHKE IPH pa3phiBe, %, He MeHee 400

- IIPOYHOCTH NPH pacTskeHuH, MIla, He MeHee 14
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6.2.2 YpoBHH KOHTPOAR H NpHEMICMEIH YPOBLHE KATECTRA

B nensx XOHTpPONIs Ka4YecTRa, MEAMIMHCKIE NEPIATKH OTOHPAIOT B COOTBETCTBAH CO CTAHAAPTOM
ISO 2859-1. YpoBHU KOHTpONS H AOMyCTEMEL ypoBeHb KadecTBa (AQL) nepuarox mpubeieHsl B

tabmane 3.

Tabauya 3 — Ypoenu xowmpoas u donycmumviii yposens xavecmsa (AQL):

Yporenb HJonycrumbili ypoBeHb
XapaxTepucTuxa KOHTPO/IR xavecTea (AQL)
I'epMeTHYHOCTD G-1 1.5
Pasmeprl (umpHHa, JYTHHA, TONMAHA) S-2 4.0
Ou3uueckue CBOHCTRA - YCHIME H YIUIHHCHHE B S-2 4.0
‘ MOMCHT pa3phiBa (IO ¥ MOCHS YCKOPEHHONO CTAPCHHA) )
Busyansuie OcHoBHbIE BU3YaNbHEIE AeteKTh G-1 2.5
eKTH
el He3rauuTeNbHBIC BH3YANBHBIE ADEKTH G-1 4.0

6.2.3 Onyapusaioimee BemecTno

Jng MeAHNHACKHX CMOTPOBBIX NOAHXAOPOIPEHOBLIX (HEONIPEHOBLIX) HEONMY APEHHEIX ICPYATOK
cojiepaxatie OCTATOYHOTO ONYAPHBAIOMIETO BEIECTRA ONPEASIIFIOT B COOTBETCTRHEH ¢ TpeGOBAHUAMMU
craupapra ASTM D6124. lMonyyennniii nokasaTesb He NPEBHINAET 2 MI' HA OHY NEPYATKY.
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7 CBeaenns 0 KOMILIEKTHOCTH H YNIAKOBKE MEAHIHHCKOI0 HIZLNHNR

Ynakopka o6ecneurpaeT 3aIMUTy OT BO3ACHCTBAA MEXARHIECKHX H KIMMATHYECCKHX $aKTopoB Bo
BpeMs TPaHCTIOPTHPOBKH H XPAHCHHS,

MoTpebuTenncras (RETHBHAYANLHAN) YNAKOBKA. [lepuaTku yNakoBHIBAIOTCA B KOPOOKH H3
mnoTHOro kaprosa, IloTpeGurenncxas ymakoBka OOCCNEYHBACT 3AHTY HEPIAaTOK OT BHEIIHErO
MEXaHHYECKOT0 MOBPeKACHHA.

TpancnopTHag ynaxonka. [TepuaTka B noTpeOnTENLCKOM YIAKOBKE YIIAKOBHRIBAIOTCH B KOPOOKH
u3 roppuposaEHoro Kaprora. KaproHnme kopobkm pocrarouHo npounme H obecmeumBaioT
COXPaHHOCTD H3Aeauit BO BpEMS TPAHCMOPTHPOBKH K XPAHEHHA.

8 KoMILIeKTHOCTD NOCTABKH MEAHIHACKOr0 HINEAHNN
‘ Ilepuamiu mozym nocmagismbeR 6 CREOYIOUSUX KOMNNEKMAYURX:

2000 nepuarok, To ecrb 1000 nap B noTpebUTENLCKOMH YTIaKOBKE;
400 nepuatok, 10 ects 200 nap B NoTpeGHTENLCKOH yaKoBKe;
200 nepuarok, To ecth 100 nap B norpeGurensckoll ynakonxe;
100 nepuarok, To ecTe 50 nap B NOTPeOATENLCKOH YIAKOBKC;
50 nepgarox, To ecTh 25 nap B noTpeSurenbckoll ynakosxe;
40 pepuatox, 10 €¢Th 20 nap B noTpebuTeNbekolt yNaKoBKe;
30 nepgaToK, To ecTh 15 map B DOTPeOHTENLCKOH YITAKOBKE,
20 nepuarok, T0 ecTh 10 nap 8 noTpeGHTENBCKOR YNIAKOBKE;
10 nepuarox, To ecTh 5 nap B notpeSuTensekolt ynakosxe;

4 nepuaTky, TO €CTH 2 Naps! B NOTpeOATENBCKON YIAKOBKE;

2 nepyaTkH, TO eCTh 1 napa B NOTpeORTEbCKON ynaKkoBke.

@ 000 LWPMI (&7 INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU
11m 13



9 Ilepeuens NPHMEHIEMbIX NPOHIBOAMTENEM MEAHMAHCKOI0 HINCTHN
HALHOHAILHBIX CTAHOAPTOB

Tabruya 4 — Ilepeyenv npumerAeMuX npoOU3EOOUMeneM Cmanoapmos:

Obo3naveune Hanmenosannue Hoarsepxanromudl JoOKyMeHT
Cepruduxar Ne Q5 090719 0009 Rev. 03.
Hepxarens cepTiuKaTa U MecTo
npouzsoactea: « CEHTHEHKC CAH.
Manenus meauuuuckue. CrucreMbl BX[1.», Manaftsns.
ENISO YTIABNICHIA KAYECTBOM Bbiaa# cepTHPHKALMOHHEIM OPraHOM
13485:2016 . «THO® 3IOA IMponakr Cepsuc MubX»,
TpoGoBatii k perypoRasino. Oraer No: MYQMHO0121024Rev]-
721427146,
Jeicraurenen c: 11.12.2021 1.
Jeiicteurenen ao: 10.06.2024 r,
{ MeanuuHcKie H3RENHA — Galtn MeHeKMeRTa pHCKa.
1SO 14971:2007 | IIpumeHeHHEe MCHEIKMEHTS PHCKOB K Homep oruera: SSB-RMF-06.
MEAHUHHCKUM H3ACIuamM. Jara orvera: 18.12.2019 T,

Hspenus meauumtoxkne, CHMBONM,
NPHMEHASMbIC NPH MBPKHPOBAHKKH HA | OQryer o6 uenuiTanuax ISO 15223-1:2016

180 15223- | \epuumscxux wanemuax, TuxeTxax u 8 Howmep otvera: MD-S-1
1:2016 COMPOBOHTENBHON IOKYMERTALIH. Jiata oruera: 10.02.2022 .
Yacts 1. O6mne TpeGoBannz.
TepuaTky MEAULIAHCKIC ]
IS0 11193- | awarsoctwsecie omsopasosse. Hacrs 1, | OTT 20 HobaiAx 180 |/ 193-1:2020
1:2020 Crieunduxauna Ha nepuaTki 13 J-lﬂ:pm ma.. 10.01.2020 r
KAayHMyKOBOIQ JIATECKCA WIM PAacTBOpd. oriera. 10. v
Crangapr ucnons3yeTcs Ajs pacyera
pasMepa BHGOPKH METHLIMHCKOTO HIACTHA
CrarucTHyeckue MeToan. [Tpoueaypu MPH €70 NPOBEPKE HA COOTBETCTBHE
1SO 2859-1 sn6opouHOro KOHTpONA TpeGopanuam ISO 11193-1:2020 u
N0 ANBTEPHATHBHOMY NPH3HAKY. TEXHHYECKOH AOKYMEHTALH B
3aBHCHMOCTH OT PasMepa Npou3BeicHHOMN
. napru.
MeTtoa onpeaeneHHa OCTATOYHOrO et 201 ASTM Dojzé-te
Aso‘l;hgzlgf;f«t- ONY/IPHBAIOMETO BEUICCTRA Homep mgmgm.[, .01
B MEAHIMHCKHX NEPHATKAX. Jlara otieta: 01.01.2020 T.
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10 IToGounnie aciticTang
B03MOXHE NpoABIEHHA HA KOXE A/UIEPTHISCKAX PeaKiimif IpA HCHOJB3OBAHKH H3ZICHA.

11 OScTogTeNBCTRA, NPH mﬁux noTpebuTenD A0KEH NPOKOHCYALTHPOBATLCH
¢ MeAHIHHCKHEM paboTHHKOM

TlaumeRTy peKOMCHAYeTCS NpPOKOHCYJNETHPOBATLCA C MEOHLUMHCKMM paGOTHHKOM IpH
BO3HHKHOBEHHH Ha KOXe A/UIEPrU4eCKHX peakituit mpH HCNOMB30OBAHKE H3ACTNMA.

12 'apanTHH OPOHIBOAHTENN

TIpou3BoANTE L rapaHTHPYET COXPAHHOCTD BCEX MAPAMETPOB M XAPAKTEPHCTHK MEAAIMHCKOTO
H3ACIHA C Y4eTOM MpHEMNIEMOrO YPoBHA KagecTBa (AQL), a Takke xa9eCTBO MEJHIUHACKUX NEPIaTOK
B TCYCHHE BCETO CPOXA FOAHOCTH (5 A€T) ¢ AaThl H3TOTOBIICHHS, IIPH YCJIOBHH LENOCTHOCTH YIIAKOBKH,
cofmonacHns ycnosHii TpaHCTIOPTHUPOBKH, XPAHCHHS H IKCILTYaTalldH B COOTBETCTBAH ¢ HHCTPYKIHEH.

13 Cpeacans 06 YHOINOMOIECAROM NPEACTABATENE NPOH3IBOANTEIS

ITo eécem eonpocam, cessannbimM ¢ obpauenuem meduyunckozo usdeaus Ha meppumopuu PO,
HeobX00uM0 o6pamumbCR X YnosHOMOUERHOMY NPedCmasumenio NPOUIBOOUMERR.

O6mecrBo ¢ orpannvenncii orsercreennocTLi0 <KBHHOBH» (000 «BHHOBH»)
Poccus, 194292, Cauxr-TlerepGypr, 5-#f Bepxumii nep., a. 1, nut. XK, mom. 205

Ten.: +7 (812) 309-16-32

www.benovy-company.ru

e-mail: benovy@benovy-company.ru
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MepeBof, C aHIMMICKOr0 A3blKa Ha PYCCKUIA A3bIK BbINO/IHEH NepeBoAYMKOM KypLuesoii
tOnueli ApkafbeBHol. MMOATBepPXAal, YTO BbLIOIHEHHbI MHOW MNepeBOf ABNAETCS

npaBUIbHbIM, TOYHbIM N NOJTHbIM.

Poccuiickaa ®egepaums A'V”y ;
CaHKT-eTepbypr A nor:/
UeTblpHaguaToro Mapra fiBe TbiCAYM ABajLaTbh BTOPOro rqua;""\., " ar
[;a. I+

A, KpacHukoB AHpapeii AHaTONbeBUY, BPEMEHHO McnonHmom,Mﬁfqpo;lsp,HHocm n
HOTapuyca HoTapuanbHOro okpyra CaHkT-MeTtepbypr O3eHc Hatanbn ApATofbeb”bl,
CBUAETENbCTBYIO MOA/MHHOCTL Nnognucu nepesoaymnka Kypwesoin KOnunu Ap][ceasesl[a. ’

Mognuck caenaHa B MOEM MPUCYTCTBUM. yr>
JInyHoCTb NOANUCaBLLEr0 AOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peectpe:  78/80-n/78-2022-J ' M(pNN

YnnayeHo 3a co!Be”eJpie HoTapuanbHoro gericteus: 500 py6. 00 kon.

A.A. KpacHukos

TOro B HacTOSLLEM [AOKYMEHTE:

26 (oBafuaTb WECTb) NCTOB

Bp.n.o. HoTtapuyca A.A. KpacHu1KoB
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Poccuiickaa dPeaepaums
CaHkT-lNeTepbypr

UeTbIpHaaLUaToro MapTa ABe ThiCSuM ABaALaTb BTOPOr

A, KpacHuUKoB AHApeil AHaATONbEBNY, BpeMeHHO ucnos]
HOoTapuyca HoTapuanbHOro okpyra CaHkT-MeTepbypr [A3eHc Ha'ta® .AnatbnbeBw™
CBUAETENbCTBYIO BEPHOCTb KOMWUW C NMPeACcTaBfieHHOro MHe AoKymeHTa. EA im

3aperuncTpmpoBaH o 1« pag™Ne 78/80-H/78-2022-2-1094.
YnnayeHo 3”ooBepll'eHMe HoTap “bHOTO fAelcTeus: 2160 py6. 00 kon.

A.A.KpacHuKoB

Toro B HaCToALLEM JOKYMEHTE:

27 (gBajLaTb CemMb) IMCTOB

Bp.n.o. HoTapuyca A.A.KpacHuKoB
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