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1 Data on the medical device

I.I' Name of the medical device

Medical diagnostic (examination) disposable non-sterile nitrile gloves "BENOVY", in de-
sign versions:

1 Gloves medical diagnostic (examination) disposable non-sterile “BENOVY” nitrile finger
textured powder free with single chlorination (beaded cuff), color: cobalt blue, violet blue, dark
blue, size: XS, S, M, L, XL.

2. Gloves medical diagnostic (examination) disposable non-sterile “BENOVY” Moisturizing
(with moisturizer) nitrile finger textured powder free with single chlorination with inner
Oatmeal moisturizing coating (beaded cuff), color: dawn blue, size: XS, S, M, L, XL.

1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: Hartalega Sdn. Bhd., Malaysia, C-G-9,
Jalan Dataran SDI, Dataran SD PJU 9, Bandar Sri Damansara, 52200 Kuala Lumpur, Malaysia.

Address ofthe manufacturingfacilities ofthe medical device:

1 Hartalega Sdn. Bhd., No.7, Kawasan Perusahaan Suria, 45600 Bestari Jaya, Selangor Darul
Ehsan. Malaysia.

2. Hartalega NGC Sdn. Bhd., No. 1, Persiaran Tanjung, Kawasan Perindustrian Tanjung, 43900
Sepang. Selangor Darul Ehsan. Malaysia.

1.3 Purpose of the medical device

Gloves are intended for single use as a protective barrier to be worn on the hands of health care
professionals during medical examinations, diagnostic and therapeutic procedures.

1.4 Scope of the medical device

Non-sterile diagnostic gloves are used for non-invasive diagnostic procedures, intradermal,
subcutaneous and intramuscular injections, capillary blood collection, peripheral vein catheterisation,
blood collection from peripheral veins and administration of drugs into peripheral veins, work in
clinical diagnostic and bacteriological laboratories, and processing of contaminated medical
instruments.

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).

1.6 Intended users of the medical device

Medical personnel who perform medical examinations, diagnostic and therapeutic procedures,
sanitation and laboratory work, as well as work with contaminated and/or contaminated medical
materials/products/surfaces and other activities that require compliance with requirements to protect
the patient/health-care worker from cross-infection.
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1.7 Indications for use of the medical device

Gloves should be used during medical examinations, diagnostic and therapeutic procedures to
protect the patient and investigator from cross-contamination and when handling contaminated and/or
contaminated medical materials/products/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 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 syrithetic 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. Ifskin irritation
occurs, stop using gloves and consult a doctor.

1.10 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.

Powder free chlorinated gloves are treated with chlorine on the inside to smooth the surface of
the medical device, facilitating easy donning and doffing as well as preventing adhesion during storage.

Textured finger surfaces provide a secure grip on medical instruments.

The edge of the glove cuff is beaded into a cuff for a snug fit to the hand.

Oatmeal coating is a moisturising inner coating with colloidal oatmeal. A concentrated protein-
starch complex enriched with oatmeal beta-glucan is able to penetrate the skin to form a moisturising
film and provide a soothing effect for increased comfort and relief of various skin irritations.

1.11 Shelf life of the medical device

The established shelf life of the medical nitrile diagnostic gloves is 3 years.

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 cufO-

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.
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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 ofthe wrist without touching the skin ofthe 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.

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 pul 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.

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 oftransport. During
transportation, the storage conditions should not be violated.
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4.2 Storage conditions of the medical device

Ihe products should be stored in a dry place, protected from direct sunlight, heat sources,
ignition, ultraviolet radiation and ozone, at a temperature between 0°C and 25°C and a relative
humidity of 65% to 85%.

Care should be taken with products stored at temperatures below 15°C, as they may be stiff and
susceptible to deformation if handled carelessly. After storage at low temperatures, the gloves should
be warmed up to 30°C throughout the product before use.

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 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 ofthe medical
device is a gross violation of application methods.

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 edge of the cuffis rolled up into a bead.

Treatment of the surface of the medical device. Medical gloves have powder-free surfaces and
are treated once with chlorine - chlorinated. Gloves with an internal moisturizing coating Oatmeal are
additionally treated internally with colloidal oatmeal after chlorination.

Texture of the external surface of the medical device. Gloves have rough textured surface on
the fingers.

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

Table | - Sizes ofthe medical device.

Size

Value name XS S M L XL

Width W (Figure 1), mm <80 80+10 9510 llOilO >110

Length 1(figure 1), mm, min 220 230
Thickness (at points shown in Figure 2), mm. min

- smooth surface « 0.08
- textured surface 0,11
Thickness of the cuff, mm, max 2,50
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Figure 1- Points for measuring the width and Figure 2 - Points for measuring the wall
length of the glove thickness of the glove

6.2 Physical specifications of the medical device

6.2.1 Physical and mechanical performance of the medical device

Tables 2, 3 show the physical and mechanical properties of the medical device. If more than 3
months have elapsed since the date of manufacture, the tensile force and elongation characteristics
must comply with the values given in Table 3.

Table 2 - Values of physical and mechanical characteristics of the medical device before
accelerated ageing.

Value of physical and mechanical characteristics after accelerated asein?:
Elongation at break, %, min Force at break, N, min
500 7,0

Table 3 - Values of physical and mechanical characteristics of the medical device after
accelerated ageing.

Value of physical and mechanical characteristics before accelerated areln2:
Elongation at break, %, min Force at break, N, min
400 6,0

6.2.2 Inspection levels and acceptable quality level

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

The gloves must be tight. Acceptable quality level (AQL): < 15.
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Table 4 - Control Levels and Acceptable Quality Level (AQL).

Control  Acceptable quality

Characteristic
Detectable defect level level (AQL)

Dimensions (width, length, Length, thickness and width -2
thickness) mismatch ) 4.0
Tightness Presence of holes G-1 15
Elongation at break and force at Inconsistency between values
break (before and after accelerated  before and after accelerated S-2 4,0
ageing) ageing
Residual powdering agent mass (for ~ Exceeds maximum value N=5

powder-free gloves)

In powder-free gloves, the residual powdering agent content shall not exceed 2 mg per glove.

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 of the gloves provides protection from external mechanical damage.

Transportation package. Gloves in consumer package are packed in boxes made of corrugated
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 the following scopes o fsupply:

2000 gloves in a consumer package;
400 gloves in a consumer package;
200 gloves in a consumer package;
180 gloves in a consumer package;
100 gloves in a consumer package;
90 gloves in a consumer package;
50 gloves in a consumer package;
40 gloves in a consumer package;
30 gloves in a consumer package;
20 gloves in a consumer package;
10 gloves in a consumer package;
4 gloves in a consumer package;
2 gloves in a consumer package.
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9 List of national standards, applied by manufacturer (producer) of the medical device

Table 5 — List of standards applied by the Manufacturer.

Index

Name

I1ISO 9001:2015

Quality Management Systems. Requirements.

ISO 13485:2016

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

I1SO 14971:2019

Medical Devices - Application of Risk Management to Medical Devices.

1SO 15223-1:2021

Medical Device-Symbols to be used with information to be supplied by the
manufacturer - Part 1: General Requirements

ISO 2859-1:1999

Sampling procedures for inspection by attributes — Part 1: Sampling
schemes indexed by acceptance quality limit (AQL) for lot-by-lot inspec-
tion

ASTM D6124

Standard Test Method for Residual Powder on Medical Gloves

the instruction.

10 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.

11 Manufacturer’s warranty

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 (3 years) from the date of manufacture upon the condition of
package integrity. observance of transportation. storage and operation conditions in accordance with

12 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturer for any and all purposes,
related 1o circulation of the medical device on the territory of the Russian Federation:

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

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

www.benovy-company.ru

benovy{w benovy-company.ru
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1 CBeaenus o MEIHIHHCKOM H3/1€JIHH

1.1 HaumenoBanue MCAHUHHCKOI'0 H31eaHnA

MepuaTkn MeaHUMHCKHE AHATHOCTHYECKHE (CMOTPOBbIE) OAHOPA30BbIE HeCTepHJILHbIE

«BENOVY» HHTpH/10BbIE, B BADHAHTAX HCIOJHEHHUA:

i I. Tlepuatku MeauuMHCKHME JMArHOCTHUECKHE (CMOTPOBBIE) OAHOPA3OBBIE HeCTepHJIbHblE
«BENOVY» HHTpunoBble TeKCTYpHpOBaHHbIE HAa NaibliaX HEONYAPEHHbIE C OAHOKpaTHOH
XJOpHHALMER (MaHXKCTa € BIMKOM), LBET: TEMHO-CUHMI., BAaCHIILKOBBLIH, (HONETOBBII,
pasmep: XS, S, M, L. XL.

2. TlepuaTkn MemMUMHCKHE AHArHOCTHYECKHE (CMOTPOBEIE) OJHOPA3OBbIE HECTEPUNbHBIE
«BENOVY» Moisturizing (¢ yBnaxHHTeNEM) HUTPHIIOBBIE TEKCTYPHPOBAHHBIE HA MAbLAX
HCOMYAPEHHbIE C OTHOKPATHOH XJIOPHHAUKER C BHYTPEHHHM YBJXHSIOWMM IOKPHLITHEM
Oatmeal (MaHxeTa ¢ Ba:IMKOM): UBET: cepo-rony6oii, pasmep: XS. S, M, L, XL.

1.2 MpousBoanTe b (H3roTOBHTE/b) MEAHIIHHCKOTO H3AEAHS

MponssoauTens (H3IrOTOBHTE/Ib) MeAHUHHCKOrO H3Aeaun: Xapranera Caun. Bxa., Manaii-
un, C-G-9. [hxanan [larapan SDI, Jlarapan SD PJU 9, Bannap Cpu Jlamaucapa, 52200 Kyana-Jlym-
nyp. Maiaizus.

Mecma npouseodcmea Meduyuncko2o uzdenus:

1. Xapranera Can. Bxa., Ho.7. Kasacau INepycaxaan Cypus, 45600 Bectapu Ixas, Cenanrop
Hapyn Excan, Manaiizns.

2. Xapranera HI'C Can. Bxa., Ho.1, [Nepcuapan Tanmkyur, Kasacan Ilepunayctpuan Tan-
{ kynr, 43900 Cenanr, Cenanrop Japyn Excan, Manaiizus.

1.3 Haznauenne MeAHUHHCKOr0 H3ae/IHA

”Cpll’dTKI'l npeaHazHa4eHbl 1748 OJHOPA3OBOI0 UCMNOJL30BAHUA B KAYeCTBE 3alIMTHOrO 6apbepa
NIPH HOUICHHH HA pyKax MeIHUMHCKOrO pa(’)omuxa MPpH 1POBEJICHHH MEAULMHCKHUX MCCJICAOBAHHINA,
AHArHOCTHYCCKHX KU TEPANeBTHUECKHUX npoueayp.

1.4 O6.a1acTh NpUMeHEeHUS MEAMUHHCKOTO H3/1C,THSA

Hecrepuibhible AMarHoCTHUECKHE 11epyaTKM MCMONB3YIOT NPH BBINOJIHEHUH HEHHBA3HBHBIX
AUArHOCTHUCCKUX NPOUEIYP. BHYTPHKOXKHBIX, MOJAKOXKHBIX M BHYTPHMBIWEYHBIX WHBEKLUMH, NpH
3adope  KalWUIAPHOH  KPOBM, —KaTeTepu3aLuM nepuepuueckuX BeH, 3a6ope KpOBH M3
nepupepruuecknX BEH U BBEICHHH JIEKAPCTBEHHBIX IPENAPaToB B NepH(EPHUECKHE BEHbL, npu pabote
B K/IMHHUKO-/IHaTHOCTHYECKHX, OakTepHosioruuecknx naboparopusx, a Takxke npu o6paboTke
3arpA3HEHHBIX MEAULIMHCKUX MHCTPYMEHTOB.

LS Ycnosus npuMeHeHust MEIHUHHCKOTO H3e/ Ml

MeauumnHckne 0JHOPA30BbLIC TMNEPUYATKH [PHMEHHAIOTCA B ne4eOHbIX MM JieyeOHo-

NPOQHIAKTHUCCKHX ME/IMILMHCKHX YUPEXKIICHHSX B 3aKPBITOM TIOMEILEHHH B CYXOM MeCTe, BIATH OT
{ MPAMBIX COHEYHBIX ayueil. npu temneparype ot 10°C ;10 30°C M OTHOCHTENILHON BIAXHOCTH He
Gosee 80%, B COOTBETCTBHH C HHCTPYKLMEH HAa MEMUMHCKOE H3/eHE.
INepyaTky TONBKO A7 HAPYKHOTO NPUMEHEHHS (M3M€EHE HE HHBA3HBHOE).
1.6 TlpeaycMoTpeHHbIe 110.1630BATEIH MEAHUHHCKOr0 H3AE/MS
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Meanunkckuil nepconan, KOTOPHIE NPOBOANT MEXHIIHHCKHE HCCNEAOBAHNNA, AHATHOCTAYECKHE
H TEPAnCBTHYECKUE NPOUENYPbI, CRHHTAPHLIC MEPONpPHATHA M naGopaTopHble paboOTH, a TaKKe
paboTEl C 3apaXKEHHBLIMM H/WIH 3arpASHEHHBIMH MEAULIMHCKAMH MATEpHANaMH/M3/CIRAMEA/
NOBEPXHOCTAMH W JpyrHe naeHcrems, TpeGyromme cobmoaenus TpeGosanuii mo 3ammTe
NauWeHTA/MEMUBHCKOTO pabOTHHKA OT NepeKpecTHON HHeKunH.

1.7 Tlorasanun k npuMeReHNI0 MEAHUKHCKOr0 H3IETHS

Ilepuatku  cnesyeTr npUMEHATE DNpPH  NPOBEACHHM METHUHHCKUX  MCCIENOBaHMiA,
AHATHOCTHYECKHX H TEPANeBTHYECKHX NpoUeayp ANA 3allMTH NAUHEHTa H HCCIeAOBATeNd OT
B3aHMHOT0 3apaXkeHns, a TaKxKe NpH paboTax ¢ 3apaXkeHHBIMM /WK 3arpA3HEHHEIMH MEIHIHHCKMMH
MaTepHANaMH/H3AEUAMU/TIOBEPXHOCTIMH.

1.8 [IpoTuBONOKa32HHA MEAHIHHCKOTO H3e/IHS

Flpomsonoxazauuem MCAUIIHHCKOIO H3ACNHA ABIACTCH HAMMYHME Yy NalHCHTa WIH
MCIAHLNHCKOTO paGOTHHl(a annepmqecxoﬁ PCAaKLIHH Ha MCPYAaTKH M3 CHHTCTHYECKOIND NarTeKea

(HHTpUNa).

1.9 Bo3moxkneuie noGounble peiicTBHS

Meanuvnckue paGoTHukM MoryT Habniogath passutue anneprud IV Tuna, cBssaHHOH ¢
ALIEPTHIECKOR M CCHCHOMNM3MpYIOIEH peakLMeHl Ha XHMHYECKUE KOMIOHEHTHI MEPuaTOK M3
CHHTETHHECKOrO JaTekca (HHTpuAa). Takke BOMOXKHO NMPOABICHHE JEPMATHTOB H MHBIX KOMKHBIX
pasnpakeHHH KaK CIEACTBUE HEMPABUILHOTO YXOAA 33 KOXel pyK M XECTKMX YCIOBHi M30MALMU
KOXH PYK OT eCTECTBEHHOH BEHTH/IALMH BO3yXOM. [IpH nosABIEHNHH pasapakeHAA KOXH MPEKpaTUTe
UCTIONb30BATh NEPUATKH W 0OpATHTECH 32 KOHCYAbTAUHEH K Bpauy.

1.10 Ilpusunn geficTBUA MEARUHHCKOr0 H3XEIHA

OcHOBa CMOTPOBBIX ONHOPa30BbIX HHTPH/IOBBIX TEPYATOX OTPAHMUMBAET NEpPEMEIICHUE
MHGIeKUMOHHBIX BEWIECTB, NOBBINAET BPEKTHBHOCTL OfecneueH s aHTHOAKTEPHANBHON JaMMTH B
MEQHLIMHCKOM YUPEXKACHHH, IPEROXPAHAR MEAMLMHCKOTO PaGOTHHKE OT BO3MOKHOIO 3apaKeRus IpH
OCMOTPE/ICUCHUH TNaUWEHTa, a TakkKe CHOCOBCTBYET HaACKHOMY 3aXBaTy MENULMHCKMX
HHCTPYMEHTOB M HOBHILAET 6€30MacHOCTh PaboTh.

Heonyaperusie XnopuposanHble NepYaTKH NOABEPraloTcs 06paboTKe XAOPOM ¢ BHYTpeHHEH
CTOPOHBI, 4TO MO3BOJNAET CrNaAdTh NOBEPXHOCTh MEAWLHMHCKOTO H3AENHA, CIOCOBCTBYS NErKOMY
HANCBAHHIO W CHATHIO NIEPYATOK, @ TAKXKE NPENATCTBYET HX CKIICHBAHHIO TIPH XPaHEHHUH.

TexcTypupoBaHHad NOBEPXHOCTh NansleB IIEPIaTOK OOECNEHMBAET HAAGXKHBI 3aXBaT H
YACPKAHNE MEIHUHMHCKUX HHCTPYMEHTOB,

Hns Gonee nNOTHOro mpuneraHns K pyke Kpail MaHKeThl NEpUaToK 32KATAH B BAIHK.

IMokpeitne Oatmeal - BHYTpeHHee yBAaXHAIOIWIEE NOKPHITHE NEPYATOK KONMOHAHONH OBCAHOMN
Mykoii. KoHueHTpupoBaHHblfi GenKkoBO-KpaXManbHBIH KOMIUIEKC, OGOraleHHbIH 6eTa-rmoKaHoM
0BCa, CMOCOOEH NPOHHKATL B KOXY, (OPMHPYA YBIXKHAIOMLYIO IUIEHKY, M OKa3bIBaTh
ycnoxausatoli 3¢pdext ana 6onee xkompopTHOro HomEHUA NepUATKH H OGNETrYEHMS PA3IHYRBIX
KOXHBIX pa3IpaxeHui.

1.11 Cpox roasocTn MeARUHHCKOro H3Ae NN

YCTaHOBNEHHBIH CPOK FOAHOCTH MEAMLIMHCKHX HUTPHNIOBBIX AHArHOCTHYECKHX M€pPYaTOK
cocTaBageT 3 roaa.



2 NHcTpyKuHSA NO NPHMEHEHHI0 MEAHUMHCKOTO0 HIAC/IHS

llepen nprMeneHHeM nepuaTOK HEOGXOUMMO MPEABAPUTENHHO NPOBECTH [HIHEHHYECKYIO
00paboTky pyk (06paboTaTh pyKH KOXKHBIM @HTHCENTHKOM MM BBIMBITH MX MBUIOM W BOZOH).
[lepuatkyt HanEBAIOT TONBKO Ha CYXHE PYKH.

: Kak nanepare nepyarky:

1) HMsBneub mepuatky u3 xopoGxu. PekoMeHIyeTcA KacaTbca OrpaHHYEHHON MOBEPXHOCTH
NepyYaTky, COOTBETCTBYIOMEH 3anacThio (BepxHnii kpalf MaHXKeTEI).

2) HaraunyTs nepBylo nepyaTky.

3)  Hseaeus BTOpYIO NEpuaTKy rofiod pyKoi, Kacasch OTPaHHYEHHOH NOBEPXHOCTH NIEPUATKH,
COOTBETCTBYIOMIEH 3aN4CTLIO,

4) Bo n3bexanne xacaHus KOXH NPEANNeYbs PYKO#H B MepuaTke, NOBEPHYTb HAPYKHYIO
TOBEPXHOCTL MEPHATKH, KOTOPYIO MPEACTOMT HAZETh, CAOKEHHBIMH NMANblLiaMH PYKH B
NepyaTKe, TAKHM 00pa3oM, 4ToOsI cienaTh BO3MOXKHBIM HATATHBAHUE NEPYATKH HA BTOPYIO
PYKY. .

5) Hanes nepyatku, cneayeT NPHKACATBCA HCKITIOYHTENBHO K MPEZIMETAM, TIPeAyCMOTPEHHBIM
NOKa3aHHAMH K NPHMEHEHUIO W YCTOBHAMH HCTIONb30BAHUA NEPYATOK.

Kak cHuMaTh nepyarku;

1) Yrobbl cHATH nepuyaTKy, CleAyeT NOALENUTH €€ HA YPOBHE 3aMACTBA, HE Kacasch KOXH
Opeannieybs, # CTAHYTS C PYKH, BLIBOpDa4YHBaA €€ Hau3HaHKY.

2)  Yaepxusas CHATYIO NEPYATKY PYKOH B Mepyatke, CIEAyeT NOMECTHTS HATbLbI FON0H pyKu
MEXy mepuaToi H 3an4cTbeM. CRATH RTOPYIO IEPYATKY, CKATaB €€ 110 PYKe, H BIOXHTE
B NIEPBYIO MEPUATKY.

3) Tlocne wucnonb3oBaHus mepuaTKH HEOGXOAMMO YTHNH3MPOBATh COTNACHO NPaBHIAM
YTHIIH3ALHN MEAHLNHCKMX OTXOAOB. TINaTeNsHO BBIMBITH PYKH.

3 IpeaynpexaeHus u Mephl NIPENOCTOPOKHOCTH

H3nenne npeanasnaueHo A OAHOPA30BOTO NPHMEHEHHUS;

Menvuunckoe H3nenne ABNAETCA HECTEPHIBHBIM i CTEPHIIH3ALIMIO HE NPeAyCMATPHBEET,;

Tonbko 1% KROUBUAYAILHOrO PUMEHEHH,

HeobxoauMo 06s3aTensHo KaknEIA pa3 NPOBOAWTL TMIMeHMuecKylo obpaBoTKy pyK mepea

HaJICBaHHEM HITH CMEHOM NEPYATOK, a TAKXKE MOCNE CHATHA MEPUATOK;

] Heobxomnmo noabupaTe nepyaTki HYXXHOTO pa3sMEpa — OHH JO/XKHBI JIETKO HAIEBaThCS H He
AOCIDKHBI  3aTPYAHATL JBHXCHHA HIH CHABIMBATH KHCTH pyk. He npumensts mpu

! HECOOTBETCTBHH pa3Mepa;

. [IpHKOCHOBEHNS PEKOMEHIOBAHbI K MOBEPXHOCTH NMEPYATKH, COOTBETCTRYIOWIEH 3aMACTHIO
(BepxHHUIt Kpait MaNXeTbl);

° HeoGxonumo 3aMeHuTh nepuaTku mocne oGHapyxeHuA AedeKkTa, NPOKONa, NOBPEKLEHHA,
3arpa3HEHMs, NPy NONAJaHUH MO NEPYATKY XKHAKOCTH, 2 TAKIKE NPH NOABICHAH JTHITKOCTH;

. Ecau nospeaunack 0iHa nepyaTka, HeoGX0AUMO 3aMEHHTE 06e;

® B 3aBHCHMOCTM OT XapakTepa BHNONHAEMOH MAHHMY/ALMH, A8 TIOJICPKAHHSA ONTHMATBHOTO
YPOBHA 3aILUThI, NCPYATKH PEKOMEHYETCH MEHATD Hepes Kaxawe 60-120 MuuyT;

. He MouuTs u 6epeus oT Bnaru;

*  Heolxomumo HazeBaTh NEPYATKH TONBKO HA CYXHE PYKH;

. W3GeraTh Bo3meHCTBHA NPAMBIX CONMHEYHBIX NYHEil;
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. lNepuatku we rapantupyior 100% 3amMTHI PYK OT MPOKONOB, MOPE3OB M MOBPESKACHHHA,
BbI3BAHHBIX BO3AEHCTBMEM XMMHYECKUX BEINECTB;

e Ilpy BO3HMKHOBEHHM Ha KOXE AMNEPrUYECKHX peakuuii NpPH HCHONb3OBAHMM H3NEHS,
PEKOMEHAYETCA NPOKOHCYIbTHPOBATECA ¢ MEAHLIMHCKHM PaGOTHHKOM.

4 YcnoBHSA TPAaHCIIOPTHPOBKH, XPAHEHHS H YTHIM3AUNH MEXHLHACKOTO HIACIHS
4.1 Yc10BHR TPRECOOPTHPOBKH MeARURHCKOTO NICAHA

TpancnopTHpoBKa H3ZeNus MOXET OCYIIECTBASTLCA BCEMH BHAAMH TpaHcnopra (MOpPCKOi,
aBTOMOGHITLHBIN, JKENe3HONOPOXHEIN MM BO3AYLIHBLIH TPAHCTIOPT) B COOTBETCTBHH C NpaBHIaMH
TPaHCHOPTNPOBKH, ACHCTBYIOWMMH JUIs JaHHOrO BuAa TpaHcropra. [lpu TpaHCIOPTHpOBKE He
ACJKHBI HAPYILATLCA YCIOBHS XPAHEHMS,

4.2 YcnoBuS XpaHeHHS MEAMUHHCKOTO W3NETHA

M3nenust HeoGXOZWMO XPaHHTL B CYXOM MeCTe, 3AUIHIICHHOM OT BOMIEHCTBHA OPAMBIX
CONMHEYHBIX JIyueid U BHICOKOH BNaXHOCTH, mpH Temneparype ot 10°C no 30°C u oTHOCHTENbHOM
BADKHOCTH Bo3AyXa — 20 80%. U3nenna HeobGxonumo XpaHuTL BAAIH OT HCTOYHHKOB BO3TOPaHAS.

4.3 YcnoBrS YTHAMIAUHK MEABUHHCKOTO N3AeUA

YTuan3alug MCnonb3oBaHHOTO MEHUMWHCKOTO H3Zenus B PO BRINONMAETCS opranu3anuei,
OCYLIECTBAAIOILEH MEAHLMHCKYIO NEATENBHOCTD, Kak 0TXoAbl knacca B B coorBercTBuu ¢ CanlluH
2.1.3684-21 «CanurapHO->nuAeMHONOTHYECKHE TPeGOBAHHA K  COAEPKAHHIO TEPPHTOpUi
TOPOACKRX ¥ CeNbCKHX TOCCHCHHH, K BOAHBIM OOBEKTaM, NHTheBON BOAE M MHTHLEBOMY
BOZOCHAOXKEHHIO, aTMOCEpHOMY BO3AYXY, MOYBAM, >XHIBIM MOMELIEHUAM, IKCILTyaTallMK
MPOU3BOACTBCHHBIX, OGIIECTBEHHBIX NOMEIICHHH, OpraHW3allM¥ ¥ NPOBENCHHIO CAHHTAPHO-
MPOTHBO3NUACMHUYECKHX (MPOQUNAKTUYECKUX) MEPONPHUATHI» M YTBEPKAEHHOH MHCTPYKUHE
OPraHH3aLuy,

HencnonszoBanuble MEAMUMHCKHE NEPYATKN MIIM NMEPYATKH ¢ WCTEKIIAM CPOKOM TOXHOCTH
HeOOXOMUMO YTUNH3MPOBATE KakK OTXOAbI kiacca A B cooTBercteud ¢ CanllnH 2.1.3684-21
«CaHHTapHO-3NHAEMHOJOTHYECKHE TPEBOBAHKSA K COLEPKAHHIO TEPPHTOPHH FOPOACKHX H CEHCKHX
NOCENEHNH, K BOAHBIM 00bEKTaM, MUTLEBOH BOJC H NIWTLEBOMY BOAOCHAbXeHHUIO, aTMOcheEpHOMY
BO3AYXy, NOYBaM, MXHWJbIM NOMEIIEHHAM, 3KCNJIYaTaluMH NPOH3BOACTBEHHBIX, OOMIECTBEHHBIX
noMeleHui, OpraHH3aLKH H NPOBEACHHUIO CaHHTAPHO-NPOTHBOMMHAEMHICCKHX
(mponunaKTHHECKUX) MEPONIPUATHHY H YTBEPXKACHHON MHCTPYKLHel OpraHu3aluy.

5 MeToap! ouncTKH H Ae3HHGEKUHH MEAHUMHCKOTO H3AEAUS

[lepuatkn o0aHOpA3OBEIE CMOTPOBbiE HECTEPHNIbHbIE NpPEACTABIAIOT COGOH MEAHMLMHCKOE
W3J€NHE OAHOPA3OBOr0 HCHO/b30BaHWA. [IOBTOpHOE MCHONB3OBAMHE MERMUHHCKOTO W3AEMA
ABIAETCR IPYOLIM HapylIeHHEM METOAOB NPHMEHEHHS.

6 Texnnueckoe onUcanne MEAMLMACKOTO HIASTHSA

6.1 Onncanue MEANIIHACKOTO HIAETHS

®opma meanumHcKoro WiAeanA. CMOTPOBLIE IEPYATKH HMEIOT PIMBIE NANLIE, TOAXONAT Ha
mobyto pyky (HeaHaToMuueckne). Kpait MaHxeThl 3aKaTan B BATHK.

O0paboTka NOBEPXHOCTH MEIHUMHCKOTG H3eaMH. MeETUIMHCKHE NepyaTKkH HMeloT
HEOMYAPEHHYI0 MOBEPXHOCTh, OAHOKPATHO NOABEPraioTcs 06paGoTKE XAOPOM — XJIOPHPOBAHHIO.

6
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TlepuaTkH ¢ BHYTPEHHHM YBIaXHAIOMMM NOKpsTHeM Oatmeal nocne XTOPHPOBaHAR AONONHHTENBHO
00pabareIBalOT BHYTPY KOIOHAHOM OBCAHON MYKOH,

PakTypa BHelmtieli NOBEPXHOCTH MEAHIHHCKOrO H3AeNUA. MEHIIHHCKHE NIEPYATKH HMEIOT
IIEPOXOBATYIO TEKCTYPUPOBAHHYIO NOBEPXHOCTS HA MAbLAX.

Pasmephl mMeaMuuncKoOro M3jtenus. 3HaYCHHS WIHPHHDLIL, JUIHHLl M TOMIHHE nepYaTokK, B
3aBHCHMOCTH OT HX pasMepa, yKa3zaHbl B Tabnuue 1.

Tabuya 1 — Pazveper veduyunckozo usdeaus co cmandapmuot onuHod Manxcemst

HaumeHoBanue noxasarens Pasmep
cHoB XS S M L XL
IHupuna W (prcyHoK 3), MM <80 |80+10}95x10 (11010 | >110
Hnuna | (pucyHok 3), MM, He Mexree 220 230
Tonumua (B Toukax, yKkazaHHbIX Ha PACYHKE
4), MM, HE MeHee
- r71ajKas NOBEPXHOCTE 0,08
- TEKCTYPHPOBAHHA! NOBEPXHOCTD 0,11 ~
Tonumna panuka, MM, He Gonee 2,50
\ f'\_—'
n
¢ 5
g
t
/N { 829, 0
8
W
Pucynok 1 — Toqxn a1s H3MEPEHHS WHPHHBI U Pucynok 2 — Toukn H3MepeHHS TONMIHHEL
IUTHHB] [IEPUATKH CTEHKH NIEPYATKH

6.2 ®uinveckne XapaAKTEPHCTHKE MEAHUWACKOTO H3Aeans

6.2.1 ®Pu3nK0o-MeXaAHYECKHE XAPAKTEPHCTHKH MEAUUMACKOTO H3AeANs

B tabnuuax 2, 3 npencrapiens! PpU3MKO-MeXaHUYECKHE MOKA3ATENH MEAMLUHCKOTO H3AC/HA.
Ecnu ¢ 2aTbl H3roToBAEHHA NEPUATOK MPOULIO Gonee 3 MecALEB, XapakTEPUCTAKH YCHIHS H YUTHHE-
HUS TIPH pa3pbiBe AOKHbIE COOTBETCTBOBATH 3HAYEHKAM, IPUBESACHHBIM B Tabmine 3.

Tabauya 2 - 3uauenus usuxo-mexanuueckux noxasameneii MeOUYUHCKO20 U3DEAUR OO
YCKOpeniozo cmaperus.
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3uavenne PHINKO-MeXBHHYECKHX OKA3ATENEH 10 YCKOPEHHOTO CTAPEHAS
Y UTHHEHHE NPH paspbise, %, HE MEHee Ycunue npu paspeise, H, ne menee
500 7,0
Tabauya 3 - 3navenus usuxo-mexanuveckux noxasameneii MeOUYUHCKO20 UDEAUR NOCAE
YCKOpeHno20 cmapenus.

3nauenne PUIHKO-MEXARHYECKHX NOKAATE el MOC/Te YCKOPEHHOro CTADEHHS
YanuneHue npu paspbise, %, HE McHee Ycunue npu paspbiee, H, He menee
400 6.0

6.2.2 YpoBHH KONTPOIR H IPHEMJIEMEIIl YPOBEHDL KATeCTBA

B nensix KOHTPONA KauecTBa MEAHLIMHCKHE NMEPYATKH OTGHPAIOT H MPOBEPAIOT B COOTBETCTRBHH
co cranaaprom [SO 2859-1.
lNepuaTku noKHE! GBITH repmeTHYnBL. [TpHemnemslit yposeHs kauecTsa (AQL): < 1,5.

Tabauya 4 — Ypoenu xonmpons u donycmumetii ypoeens kavecmsa (AQL).

Y a—— HAonycTambril ypo-
XapaxTepucTuka Onpeaennembiii aedexr p BeHb KAYeCTBA
KOHTpOAN
(AQL)
PasMepnl (1nuHa, TONMKHA, HecooTBeTcrBre AnnHsl, S-2 4.0
WIHPHHA) TONUHHB! H UIMPHHBI ’
["'epmeTHUHOCTD Hannuue orBepcThit G-1 1,5
Ycunue v yInHHEHHE B MO- HecooTBeTcTBHE NOKa3aTenei
MEHT paspbisa (110 ¥ nocse A0 H NOCNE YCKOPEHHOIo S-2 4,0
' |yckopennoro crapenns) CTapeHns
Macca ocrarouHoro onyapu- [peBImaeT MakcHMAnbHOE _
BAOLIEro BeuiecTsa (A we- =5 -
3HAYCHHE
ONMYAPEHHBIX NEPYATOK)

B HeonmyApeHHEbIX nepYaTkax CoaepKaHNe OCTATOYHOIO ONYAPHBAIOIIETO BEIIECTRA HE AOMKHO
NPeBLIATL 2 MT' Ha OTHY NEpPHaTKY.

7 Ceelenus 0 KOMILIEKTHOCTH M YNIRKOBKE MEAHIMHCKOTO W3ACIHN

Ynakoska ofecneunpaeT 3alUTy OT BO3AEHCTBHS MEXAHHYECKAX ¥ KIIMMAaTHUECKHX (DaKTopoB
BO BpEMS TPAHCNOPTHPOBKY K XPAHEHHS.

MoTpeGurensckan ynakoska. IlepuaTkn ynakoBbiBaIOTCA B KOPOGKH B3 ILIOTHOTO KapTOHa.
[Totpeburenscxas ymakoska ofecreuMBaeT 3allUTY MEPHATOK OT BHEIUIHETO MEXAHMYECKOTO
MOBPEXACHUA,

Tpancnoprnas ynaxoska. [Tepyatku B NOTpeGHTENECKOR YNAKOBKE YAaKOBBIBAKOT B KOPOGKY
3 MIOTHOrO ro)pUpOBAHHOTO KApTOHA, KOTOPas OGECTIEYMBAET COXPAHHOCTL H3NETHH BO BpeMs
TPAHCNOPTUPOBKH W XPaHEHHS.
8 KoMnJIeKTHOCTD NOCTABKH MEAMUHHCKOTO MIXeTAN

Tlepuamyu MOzym nocmaeasmsCn 8 CAeOVIOuWUX KOMNICKMAYURX:

e 2000 nepuarok B NOTPeOUTENLCKON YIIAKOBKE;,
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400 nepuaTok B NOTPeGUTENBCKOM YHAKOBKE;
200 nep4aToK B NOTpeGHTENBCKOM yIaKoBKe;
180 nepuatox B moTpeOHTENLCKOH YNaKoBKe;
100 nepuarox B moTpeOHTENLCKOM yNaKOBKE;
90 nepuatok B MOTPeGHTENBLCKOM yrakoBKe;
50 nepyatok B noTpeGHTENBCKOM YIAKOBKE;,
40 nepuaToK 8 NOTPEOHTENLCKON YNAKOBKE;
30 nepuaTok 8 NOTPeCUTENBCKON YNaKOBKE;
20 nepuartox B NOTpeOUTENECKOH YNIAKOBKE;

10 nepuarok B NoTpeOUTENLCKOMH YNIAKOBKE;
4 nepyaTKH B MOTPEOHTENLCKON YIaKOBKE,

e 2 nepyaTKH B 0OTpeOUTENBCKOM YRaKoBKe.

9 Ilepevens NpUMEHAEMBIX TIPOH3BOANTEEM (H3rOTOBHTEIEM) MEAHIHHCKOTO H3Ae/HS

-

HANHOHA/ILHLIX CTAHAAPTOB

Tabuuya 5 - Iepevens npusenseMbix npoussooumenes cmandapmo.

O6o3navenne

HaunMenoBanue

ISO 9001:2015

CucreMbl MeHeaAXMeHTa KadecTa, TpeGopanua

ISO 13485:2016

WU3nenus Meauimnckue. CHcTeMB! MeHEDKMEHTa KavecTsa. TpeGopauus ana
LEJICH peryIMpoBaHHA

ISO 14971:2019

H3gemas MeanuumuHCckHe. l'lplmeneuue MCHCIKMCHTA PUCKA K MCAHIIHHCKHM
H3ACNHAM

ISO 15223-1:2021

WU3nenns mepuumuckue. CAMBONEL, NPHMEHAEMbIC NPH MaPKHPOBAHHH Me-
ARUMHCKHX H3JENUH, HA ITHKETKAX H B CONPOBOAHTENLHON JOKYMEHTAIMH.
Yacte 1. O61pe tpeGopanus

ISO 2859-1:1999

TIpoueaypel BHIGOPOHHOro KOHTPOL NO ATETEPHATHBHOMY MpH3HaKy. YacTs
1. Tlnans! BHIGOPOUHOrO KOHTPONA NOCHENOBATENBHLIX NapTHH Ha OCHOBE
TIPHEMIIEMOTO YpOBHS kadecTBa AQL

ASTM D6319

Cneundukauns Ang nepyaTox A19 UCCIEAOBAHKUA HUTPHIA
2151 MeAULMHCKOTO NPUMEHEHHS

ASTM D6124

Mertox onpenenetnsg 0CTATOMHOIO OMYAPHBAIOLIETO BEIIECTBA B MEAHIWH-
CKUX NepuaTKax

10 OGerosTennersa, Npi KOTOPLIX NOTPESHTEIL A0MKEH HPOKONCYILTHPOBATLCS

¢ MEAHLUHHCKMM paboTHHKOM

lNauueHTy peKkOMEHAYETCS NPOKOHCYNETHPOBATLCA € MEAMUMHCKMM paGOTHHKOM NpH
BO3HHKHOBEHHH HA KOXE AINCPrHYCCKHX PEAKLUH NPH UCMONL3OBAHUHE H3ACIHA.

11 l'apaxnTHH npouzBoauTE R

[ponssoanTeNs (H3roTOBHTENB) FrAPAHTHPYET COXPAHHOCTH BCEX NMApPAMETPOB H XapPaKTePHCTHK
MEQUIHHCKOTO H3ENNA C YYCTOM MNpPHEMIEMOro ypoBHsa kauectBa (AQL), a Take KxadecTso
MEAULIMHCKUX MEPYATOK B TCHEHHE BCEro CpoKa roaHocTH (3 roma) ¢ AaThl M3TOTOBJIEHHSA, TPH
YCIOBHH UCNOCTHOCTH YOAKOBKH, COOMIONEHHA YCNOBMH TPaHCMOPTHPOBKH, XPAHEHHMS M
3KCNIyaTalHH B COOTBETCTBHY C HHCTPYKIIMEH.
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12 Crexenns 06 YuoanoMouennom npeacrapuTene NPoN3BOANTENS

Ilo Bcem Bonpocam, CBA32HHEIM ¢ OGpamIEHHEM MEIHLIHHCKOTO H3/IeNnuA Ha TeppuTopuu PO,
HEo0X0aMMO 06paTHTECA K Y 10IHOMOUEHHOMY TPEACTABHTENIO NMPON3IBOAUTENS:

Ob6mectso ¢ orpannuennoii oTeercrennocTbio «<BMHOBU» (000 «BHHOBH»)
Poccus, 194292, ropon Cankr-Tlerep6ypr, 5-# Bepxnnit nep., . 1 marep X, momem,. 205
Ten.: +7 (812) 309-16-32

www.benovy-company.ru

benovy@benovy-company.ru

s==== KoHeu NCPeBOAA AOKYMEHTA =====

TMeperon ¢_aHIAMACKOTO A361Ka HA PYCCKHM R3BIK BEIOMHEH nepepoxinkom 3y6 Bepo#t IOpresuoi. A noarsep-
¥ABI0, UTO CBOBOAHO BAANEIO YKAIARKMMU KIBIKAMH, H YTO BEINONHEHHBINA MHOH NEPeBOA ARNSETCA NPABHIBHEIM, TOTHHM
H OONTHBIM.

bob Peis fOmbue
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IleTepbypr

Poccniickas Peaepannsg, Canxr-Ierepbypr

JABaauaTe 4eTBEPTOro Mas ABE TLICAYHA ABAAUATE TPETLEro roAn

A, KOpnesna Jdapus AnexceeBHa, BpeMEHHO HCIIONHAIOMAA 0043aHHOCTH
HOTapHyca HoTapHansHoro okpyra Cankr-IlerepOypr Anronosoii Upnnm
AnexceeBHbI, CBHACTSIBCTBYIO NOUIAHAOCTD IOANMNACH NepeBomdnka 3y6 Bepm
IOpneBubI

IToamuce caenana B MOEM MPUCYTCTBHH.

JInuroCTh MOANNCABIIEre NOKYMEHT YCTaHOBNEHA.

3apeructprposano B peectpe: Ne 78/621-1/78-2023- b - {O4B

YnnaueHo 3a coBepieHHe HOTapHaIbHOTO AekcTBHA: 600 pyb. 00 xon.

JLA. IOpaesnu

HITOro B RaCTOALLIEM AOKYMCHTE!
19 (neBATHAANATH) NHCTOB
Bp.u.0. HoTapnyca:
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Poccuiickas Denepauns, Cankr-IleTepbypr

JdBaauarts 4eTBEPTOro Mas ABe THICAYH ABaAUATH TPETHEro roja

A, Opaesuw Japus AnekceeBHa, BpEMEHHO HCNONHALOWAA 00A3aHHOCTH HOTapHYCa HOTapHANbHOTO
okpyra Cankr-TletepOypr AHTOHOBOW MpHHBEI AJNEKCEEBHEB], CBHACTENHCTBYI0 BEPHOCTH KOMHHK C
NPEACTaBACHHOTO MHE JOKYMEHTA.

3aperucTpupoBaHo B peectpe: Ne 78/621-n/78-2023-6-1051

¥YnnayeHo 3a cCOBEpPIIEHHC HOTapHansHOro acicTeua: 1800 py6. 00 xom.

A AJOpnesus

HTtoro B HacTogIEM AOKYMEHTE
20 (aBaguaTh) NHCTOB.
Bp.u.0. HoTapnyca:
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