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Name of the medical device
“Surgical natural latex gloves “BENOVY” sterile powder-fi~e”

in design versions:

1. Surgical natural latex gloves “BENOVY” sterile powder-free with polymer coating
microtextured anatomical with curved fingers disposable (beaded cuff)* colon natural, size: 5.5,
6.0. 6.5.7.0.75,8.0,8.5,9.0.

2. Surgical natural latex gloves “BENOVY” sterile powder-fr* with polymer coating
microtextured anatomical wifli curved fingers disposable with puncture indication in die double
glove system (beaded cuff), color inner glove - green; outer glove - non-glare tan, size: 5.5,
6.0. 6.5.7.0.7.5.8.0.8.5.9.0.

3. Surgical natural latex gloves “BENOVY” sterile powder-free with multilayered polymer
coating microtextured ~atomical with curved fingers disposable with the applicability in the
puncture indication system (beaded cuff), color: green, size: 5.5, 6.0,6.5,7.0,7.5, 8.0, 8.5,9.0.

4. Surgical natural latex gloves “BENOVTr" sterile powdar-free with multilayered polymer

" coating microtextured anatomical wi& curved finger disposable (beaded cuff), color: natural,
size; 5.5, 6.0, 6.5, 7.0,7.5, 8.0, 8.5,9.0.

5. Surgical natural latex gloves “BENOVY” sterile powder-free witii multilayered polymer
coating aihanced tactile sensitivity, including microsurgery, microtextured anatomical witii
curved fingers disposable (besuled cuff), color: non-glare tan, size: 5.5, 6.0, 6,5, 7.0, 7.5, 8.0,
8.5.9.0. \

6. Surgicd natural latex gloves “BENOVY” sterile powder-free with multilayer”™ polVimer
coating high-strength, including orthopaedics, microtextured anatomical with curved fingers
disposable (beaded cuff), color; non-glare brown, size: 5.5, 6.0,6.5, 7.0, 7.5, 8.0, 8.5,9.0.

Name and legal address of the Manufacturer of the medical device
Manufacturer; TERANG NUSA (MALAYSIA) SDN. BHD.
2, lalan 8, Pengkalan Chepa 2, Industrial Zone, 16100 Kota Bharu, Kelantan, Malaysia

Data on authorized representative of the Manufacturer

“BENOVY”” Company Limited

Russia, 194292, St. Petersburg, 1, 5-y Verkhniy pereulok, litera J, office 205

Tel.; +7 (812) 309-16-32; www.benovy-company.ru, e-mail: benovy@benovy-company.ru

The scope of delivery of the medical device

The possible scopes of delivery of the medical device:

e 10iacfividual packages (pairs) in a consumer package;

» 25 individual packages (pairs) in a consumer package;
* 50 individual packages (pairs) in a consumer package;

* 100 individual packages (pairs) in a consumer package;
» 200 individual packages (pairs) in a consumer package.

Purpose of the medical device

The gloves are intended for single use in protecting medical personnel’s hands aod w-Twuw ¢
barrier against bacterial and/or viral contamination between the health woricer and die paiieiid M 1|
surgical interventions and other sanitary actions that require compliance wit
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Intended users of the medical device

Medical personnel, involved in surgical intervention, as well as perfonning any other sanitary
achons mat require compliance with aseptic requirements.

Scope of the medical device

Scope of the gloves - aU kinds of surgical interventions, general surgery, microsurgery,
orthopedics, traumatology, emergency operations and operations with an increased risk of infection*
as well as research institures and veterinary medicine. Gloves are mainly used as a two-sided harried
to protect the patient and the health worker from bacterial and/or viral contamination.

Operational principle of the medical device

The operational principle of the medical device is to cr*te a physical barrier between the skin
surfaces of the medical persc»mel*s hands and the suipcal field or the other surfaces of die patient,
that require compliance with s” lity conditions. Thus, the medical device prevents bacterial and/or
viral contamination betweoi ito medical personnel and the patient and increases the effectiveness
of aseptic conditions durii® siu”cal interventions, protecting the health worker ftom possible
infection during surgery and other sanitary actions.

The medical device is manufactured without powdering, which eliminates the possible development
of a number of postoperative complications associated with the fonnation of the adhesions in the
patient s surgical wound, ami alro prevents a possible allergic reaction in a healdi worker.

Medical device design versions allow covering almost all areas of general and specialized surgery,
including microsurgery, orthoptics, traumatology, and operations with an increased risk of
infection.

The microtextured surface of all design versions of the medical device contributes to the reliable
grip of medical instruments and thus increases the probability of a successful surgical outcome.

Indications for use of the medical device

The indications for use of ko medical device are the necessity for surgical interventions and other
sanitary actions that require cmnpiiance with sterility conditions. Gloves represent the persfmm
protective equipment for medical personnel’s hands. The use of gloves in healthcare organizatitms
IS a mandatory requirement.

Contraindications of the medical device
The contraindication of the medical device is a presence of allergic reaction to natural lai”
in a patient or a health worker.

Side effects

Health workers may observe the following adverse effects of using the gloves: non-alb”
dermatitis, allergic contact dermatitis, and immediate allergic reactions accompeel by
pruritus and systemic allergic reactions.

Allergic reactions when using the gloves ule most often associated Wili a bl ex
sensitization of a health worker to the chemical components of 1wx, The
dermatitis and other skin irritations is possible as a r* It of buTtpa h

conditions of hand skin isolation from natural air ventilation.
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I f skin irritation occurs» stop using the gloves and consult a doctor.

Instruction for use of the medical device

Before using the gloves healtii woricers carry out h)”enic treatment of tiieir baw™ havn”
performed surgeon”s hand treatment technology.

It is necessary to strictly follow the rules for donning gloves so as not to violate flie sterility of tiieir
work sttrface.

Open the individual outer package of sterile gloves (away from the simile table), remove (“shake
out”) from it the inner wall”™ with gloves on asterile surface. Then open the inner wallet wittii stertie
forceps or aseptically treked hands. Initially, the glove is donned on the dominant (ri|*t) hand.
Grab the edge of the right glove cuff turned inside out with the thumb and forefinger of the left
hand and put it on the ri”*t hand without touching the outer sterile surface of the glove. The cuff
remains inverted. Next, place fingers of the right hand, on which the glove is already worn, under
the cuff lapel of the left ~ove and don it on the left hand, witiiout touching the skin and the wrong
side of the cuff. Spread tiie cuff of the left glove on the gown in circular motions. The cuffof the
glove should overlap the cuff of the gown sleeve by more than 5-10 cm. Only then spread the
inverted cuffedge of ttie right glove in the same circular movements. Pull on the cuffwith your four
fingers and finally adjust the #ov<”\, ensuring their comfort™le use.

Visually the process of siurgical gloves donning is shown in Fig.l.

Figure 1 Surgical gloves donning algorithm n

14

There are features ofwork in surreal gloves.

Hands with sterile gloves should not be lowered below tiie sterile surfaces of the mstnuaeal « d
operating table. It is not recommended to treat gloves *with alcohol-containing and oK « o »€|K1c
agraits before the operation and during surgery, as they increase the porosity/permerf)™ o ae
glove material and create conditions for overcommyg the protective barrier by

maintain an optimal level of protection, the gloves must be changed evoy 60-1" mia.

on the nature of the surgical mtervention. Before donnmg new gloves, it is nexxmmfw W rtm
hands with an alcohol-containing antis”tic.
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Gloves should be replaced in the following situations:

 alter damage (puncture);

*  after defect detection;

 after anaccidental electric shock from an electrosurgical instrument;

 ifany liquid gets (absorbs) under the glove;

m upon Edypearanice of stickiness;

* upon sensation of “glove juice” appearance;

* inthe tiansition from a“‘dir”™’ surgical stage to a

Ifone glove is damaged, both ~*ovcs must be changed. When chan”g gloves after removing them
from the hands, the hands shmild be treated with a skin antiseptic. Don a new pair of gloves on dry
hands.

Remove used gloves c”efully, avoiding splashes from the surfaces of the glove, which could cause
microbial contamination ofthe hands and the environment.

To remove the glove, it is i™essary to take the left glove cuff from the outside by fingers of the
right hand in the glo>®. Ranove the glove from the left hand turning it mside out and leave it
holding the lapel in the ri”* hand. Then place the fingers of the free left hand in flie glove cuffon
the right handand p M stoffsimilarly to the first one. Having turned the glove inside out, use it as a
bag for another ~ovc. Inumse both gloves in a container with a disinfectant solution for
disinfection or in a ~spasdkke omtainer for temporary waste storage for subsequent centralized
disinfection/neutralization.

Visually the proce” of surgicai ~oves removing is shown in Fig.2. n

Figure 2. Surgical gloves raoov” algorithm

rl

After finishing the work and gloves removal, it is necessary to cany out hygienic hand
Disposable gloves afto* use must be decontaminated/neutralized as a medic® wa”
appropriate cla™. To picveut dryness and adverse effect on die * n, it is recommo”sd
workers to always use professional nourishing hand cream.
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conditions of the medical device
asves must be used as per the mstruction on the me<hcal device.
The we ofthe device does not require special qualification or special education.
liMical gloves are used in medical or healthcare faciliti” indoors, in a dry place, away from
duect sunlight, at a temperature of 158Cto 25°C and relative humidity from 65%o up to 85%.
The device is not intended for reuse.
Do notuse in case of size mismatch.
For individual use only.

" e lf Ufe of the medical device
Mo established shelflife of surgical gloves is 5 years.

Potential risk for intended use of the medical device:
class 2a

Warnings and precautions

Thbc device is intended for single use only.

For external use only (non-invasive device).

Every time it is necessary to wash hands before donning or changing gloves, as weU as after
removing them. 1]

It is necessary to choose gloves of the right size and depending on the nature of the perfonned
manipulations - they should be easily donned and should not hamper movements or squeeze
the hands.

Touching is permissible only on the limited area of the glove corresponding to Ae wrist (upper
edge ofAe cuff).

Sterile. Do not use if individual package is damaged.

Sterilized by radiation method.

Ifthe inte”ty of Ae individual package is broken, the gloves must be disposed of as General
Wastes (Class A Wastes according to Ae regulatory guidelines of the Russian Federation
SanPiN 2.1.3684-21 ““Sanitary and epidemiological requirements for Ae maintenance of urban
and rural settlements, for water Acilities. drilling water and drinking wat» supply,
atmospheric air, soils, living quarters, Ae operation of industrial, public premises, Ae
organization and implementation o f sanitary and anti-epidemic (prevaitive) measure”)-

Do not wet and protect from moisture.

Avoid exposure to direct simlight or bright artificial light that has a high UV content.

Store in a place protected from sunlight. Storage rooms should not contain any equipment
capable of produemg ozone, such as mercury lamps or high voltage equipment, causing clectnc
sparks or inauAble electric discharges. Combustible gases and organic vapors should also be
excluded noT Ae premises.

The gloves contam natural rubber latex Aat can cause an allergic reaction.

The gloves do not guarantee 100% hand protection against punctures, cuts, and damage

by exposure to chemicals.
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Tecbnical specification of the medical device
Form. Stffgical gloves have curved fingers, with division into the right and left hai”®

beaded cuff.

Surface. The gloves have a microtextured surface over the entire area of palm.

Dimensions. Depending on the size and design version of the medical device, tebles 1 and 2
indicate the width, I™*gth, and thickness of the surgical disposable sterile gloves.

Table 1. Dimensions of the medical device (Design visions Nos. 1- 5)

Size Xxngth 1,mm. Width If, mm _ Thickness, mm, min
min finger palm cuff

55 7214

6.0 7715

6.5 835

7.0 8915

75 ZoJ 95 +5 0.13 0.13 0.10
8.0 102+6

85 108+6

9.0 114+6

Table 2. Dimensions o fthe medical device Resign version No. 6) )
Size Length_ Width ff, mm _ Thickness, mm, mm
min finger palm cuff

55 7214

6.0 77+5

6.5 8315

7.0 8915

75 9545 n 70 0.20 0.15
8.0 102+6

85 m+6

9.0 U4+6

The thicknessof theb ¢/ for ail design versions of the medical de\dce is not more than2.5 mm.

Physico-mechanical characteristics. The medical device is manufactured according to the uniform
requirements for physico-mechanical characteristics for all design versions. The values o f|diyskx>-
mechanical characteristics before and after accelerated aging of fije medical device are prewuii«l Lu

table 3.

Table 3. The values of physico-mechanical parameters of all design versions ofthe Tblaca! dcrnic

Before accelerated  After accelffind

Characteristics aging Il
Tensile strength, MPa, min 24 18 1
Elongation at break, % min 750 560 1
Stress at 500% elongation, MPa, max 2.5 - 1
Force atbreak, N, min 125 93 1
Force at 300% elongation, N, max 20 i
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Inspection levels and acceptable quality level* For the purposes of quality control, gloves w
selected and inspected according to the requirements of BO 2859-1:1999 standard “Sampling
procedures for inspection by attributes - Part 1: Sampling schemes indexed by acceptance quality
limit (AQL) for lot-by-lot inspection”.

Inspection levels and acceptable quality levels AQL ~ould correspond to the values givem in table
4,

Table 4, Inspection levels and acceptable quality levels AQL of the medical device
Inspection

Parameter Defect related to parameter level AQL

Wateitiebtness Presence of holes LLI 15

. . Mismatch of length, width and ) 4.0
Dimensions thickness
Physico-mechanical Mismatch of parameters before S2 40
narameters and after accelerated agak
Residual powder Exceeds maximum value N*“5 -
concentration _
Water-extractable protein Exceeds recommended maximum N-3
content value

o ) Exceeds recommended maximum N-1 }

Antigenic protein content )

value

Watertightness. Gloves must be watertight. The acceptable quality level (AQL) is< 1.5. n*

Powder content. In powder-free gloves, the residual powder content does not exceed 2 mg per one
glove.

Water-extractable protein content in latex gloves. The content of water-extractable proteins is
not more than 200 pg/dm™.

Antigenic protein content. The content of antigenic proteins is not more than 10 pg/dm™.

Resistance to viral penetration. The medical device is resistant to viral penetration.

%

Transportation, storage and disposal conditions of the medical device

Transportation conditions

Transportation of the device can be carried out by all types of covered vehicles as p” the
transportation rules applied to this type of trmsport. During transportation the storage conditions
must not be violated.

Storage conditions

The devices must be stored in a dry place, protected from direct sunlight or bright artificial light
having a hi” ultraviolet content, at a temperature of 0°C to 25°C and relative w humidity - from
65% to 85%.

The devices should be handled widi caution when they are stored at temperature below 158C, 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 device volume.

Storage rooms should not contain ozone-generating equipment, such as mercury lamps or hi”
voltage electrical equipment, generating excessive sparks or inaudible elccfric discharges.

8
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The devices must be stored away from sources of ignition. Combustible gases and organic vapors
should be excluded from the storage facilities.

Disposal conditions

The used medical device belongs to the category of Infectious Wastes (Class B Wastes according to
the regulatory guideimes of the Russian Federation SanFiN 2.1.3684-21 *'Sanitary and
epidemiological requirements for the maintenance of urban Evd rural settlemente, for water
facilities, drinking water and drinkmg water supply, atmospheric air, soils, living quarters, the
operation of industrial, public premises, the organization and implem”tation of sanitary and anti-
epidemic (preventive) measures”).

The collection, temporary storage, and removal of waste should be performed as per the TelLica!

waste management scheme adopts by the organization riiat cames out healthcMe and/or
pharmaceutical practice.

Manufacturer’s warranties

The manufacturer guarantees the preservation of ail parmneters and characteristics of the gloves
throughout the shelf life (5 years) upon the condition of packa” integrity, observance of stora”,
transportation and operation conditions in accord”ice with the instruction and acceptable quality
level AQL< 15.

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

EN 455-1:2000 Medical gloves for single use. Part 1. Requirements and testing for
tightness

EN 455-2:2015 Medical gloves for single use. Part 2. Requirements and testing for
physical properties

EN 455-3:2015 Medical gloves for single use. Part 3. Requirements and testing for
biological evaluation

EN 455-4:2009 Medical gloves for single use. Part 4. Requirements and testing for shelf
life determination

EN 556-1:2002 Sterilization of medical devices. Requirements for medical devices to be

designated “sterile”. Part 1. Requirements for terminally sterilized
medical devices

EN 868-5:2019 Packaging materials and systems for medical devices which are to be
sterilized. Part 5: Heat and self-sealable pouches and reels of paper and
plastic film construction - Requirements and test methods

ISO 2859-1:1999 Sampling procedures for inspection by attributes - Part 1. San”ing
schemes indexed by acce™Mance quality limit (AQL) for iot-by-I<«
inspection

1SO 10012:2003 Measurement management systems - requirements for m”suranent
processes and measuring equipment

18011137-1:2015 Sterilization of health-care products - Radiation - Part 1: Requiremo”™
for the development, validation and routine control of a «alllraii
process for medical devices
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180 11137-2:2015

18011137-3:2017

18011139:2018

180 10993-1:2018

ISO 10993-10:2010

18010993-12:2012

18011607-1:2019

18011607-2:2019

180 11737-1:2018

ISO 11737-2:2019

18013485:2016

ISO 14971:2007
180 15223-1:2016

ASTM D412

ASTMD573

ASTM D3577
ASTMD3767
ASTM D5151
ASTM D5712

ASTMD6124
ASTM F88
ASTMF1671

Sterilization of health-care products - Radiation- Part 2: Establishing the
sterilization dose

Sterilization of health-care products - Radiation - Part 3: Guidance on
dosimetric aspects of development, validation and routine control
Sterilization of health care products - Vocabulary of terms used in
sterilization and related equipment and process standards

Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

Biological evaluation of medical devices - Part 10: Tests for irritation and
skin sensitization

Medical devices. Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials

Packaging for terminally sterilized medical devices - Part 1
Requirements for materials, sterile barrier systems and padca”™g systems
Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assonbly processes

Sterilization of medical devices - Microbiological methods - Part 1:
Determination of a population o f microm-ganisms on product
Sterilization of medical devices - Microbiological methods - Part 2:
Tests of sterility performed in the definition, validation and maintenance
of a sterilization process

Medical devices - Quality management systems - Requirements for
regulatory purposes

Medical devices - Application of risk management to medical devices
Medical devices - Symbols to be used with medical device labels,
labeling and information to be supplied ~ Part 1. General requirements
Standard Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers - Tension

Standard Test Method for Rubber - Deterioration in an Air Oven
Standm-d Specification for Rubber Surgical Gloves

Standard Practice for Rubber- Measurement of Dimensions

Standard Test Method for Detection ofHoles in Medical Gloves

Standard Test Metiiod for Analysis of Aqueous Extractable Protein in
Natural Rubber and its Products Using the Modified Lowry Method
Standard Test Method for Residual Powder on Medical Gloves

Standard test method for sea! strength of flexible barrier materials
Standard test method for resisttmee of materials used in protective
clothing to penetration by blood-bome pathogens using Phi-X174
bacteriophage penetration as a test system

Instruction for use of the medical device “Surgical natural latex gloves “BENOVY” sterile
powder-free” is released for the first time (Rev: 00 (June 2021».
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In case of an undesirable event showing die si”*s of an adverse event (incident), it is necessasy LU
notily thereof the manufacturer or an authorized represratative of the manufecturer 1o the Russian

Federation.

11
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MepeBoj C aHINUINCKOTO A3blKa Ha PYCCKMUii A3bIK

HOTAPVAJIbHOE CBUAOETE/ILCTBO

A, HOYHI" o H CWH, HoTapwuyc, peictByrowmii B r. KnaHre, Manaisns, HacTosWmM
ypoctoBepsto, uyto WHCTPYKUMA MO TMPUMEHEHWIO MEAMUNHCKOIO
N3AENTNA: MNEPYHATKWUN XUPYPITMYECKUE W3 HATYPAJIbHOIO JIATEKCA
«BENOVY» CTEPW/IbHbIE HEOIMNYAPEHHbIE, n npoune npunoxeHHble AOKYMEHTbI
ObINN NpefocTaB/ieHbl MHE ANS JIMYHOTO 03HAKOMJ/IEHUS, MU S, HA OCHOBaHWW CBOEro JIMYHOIo
onbITa nosarato, YTo cogepXallasacs B HUX MHoOpMaLns ABNSETCA AOCTOBEPHON U NPUHAANEXUT
komnaHun « TEPAHI HYCA (MAJTAA3UA) CAH. BXA.» (TERANG NUSA (MALAYSIA)
SDN. BHD.) (HOMEP KOMIMAHWNI 224197-U), 3apernctpupoBaHHoin no agpecy: Ne 2,

xanaH 8, MeHrkanaH Yena 2 MNMpom3oHa, 16100 KoTa-bapy, KenaHtaH, Manaisua (No. 2, Jalan
8, Pengkalan Chepa 2 Industrial Zone, 16100 Kota Bharu, Kelantan, Malaysia).

B CBUAETENBLCTBO YEIo A, HOYHI KOH CUH, ckpennsato HacTosALWWiA JOKYMEHT CBOEl
NoANMUCbI0 M NeYaTbio BbILWEYNOMSAHYTOro ouca B KnaHre cerofgHs, 22 okta6ps 2021 roga.

/Moanuce/
YOYHI KOH C/H
HoTapuyc
Knanr, CenaHrop
/Mevatb: HoTapuyc * HoyHr FOH CuH * Knanr, CenaHrop/

PaspelueHune MeHepanbHOro MPOKypopa, perncrpauynoHHblii Homep: PN/WKL/25/39/97 ot 09
aHBaps 2020 r. geincTBUTeNbHO A0 13 heBpans 2022 r. cornacHo 3aKoHYy 0 HoTapuycax 1959 r.

/HaknagHada neyatb: HoTapuyc * HoyHr FOH CuH * KnaHr, CenaHrop/
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«TEPAHI HYCA (MANIAN3MA)
COH. BXA» (TERANG NUSA

Pepakuusi  ° 00
(MALAYSIA) SDN. BHD.)
Ne 2, [bkanaH 8, lMeHrkanaH Yena 2 MHCTPYKUMA MO
Mpom3oHa, 16100 Kota-bapy, KenaHTaH, NPUMEHEHWIO

Manainsuma (No. 2, Jalan 8, Pengkalan
Chepa 2 Industrial Zone, 16100 Kota
Bharu, Kelantan, Malaysia)

lana 22.06.2021

MHCTPYKUMA NOMPUMEHEHWIO
MeaULMHCKOro n3aenns

MEPYATKUN XNPYPITMYUECKWE U3 HATYPANbHOIO JIATEKCA
«BENOVY» CTEPU/IbHBIE HEONYAPEHHBbIE

3ABEPEHO
CrapLmin pyKoBoauTe b 0TAeNa
P by A A /Mognuce/ r-xa Paxato Mat 3uH (Rahayu Mat Zin)
KOHTPO/1A KayecTBa
YTBEPXAEHO
CTapLLMiA FeHepabHbIil AUPeKTOp /Mopnuce/  1-H JleoHr Yy MyH (Leong Chew Mun)

/WTamn: «TEPAHI HYCA (MAJTA3UA) COH. BXA.»

(HOMEP KOMMAHWW 224197-U) n, -
Ne 2, MxanaH 8, MNeHrkanaH Yena 2 MNpom3soHa, 16100 KoTta-bapy, KenaHTtaH, Mananau
Ten.> +609-744 7171

dakc: +609-774 7757/ /Wtamn: YAOCTOBEPEHO

/Moanuce/

UoyHr FOH CuH

HoTapuyc

41050 KJTAHI, CE/TAHITOP
22 okTA6pAa 2021 r./

/HaknagHas neyaTb; HoTtapuyc * YoyHr KOH CuH * KnaHr, CenaHrop/
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HIOTHY ThIMH

7.5,.8.0,8.5,9.0.

- - » e N

Paz0BbIC

o>
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MHBIMW aHTUCENTUYECKMMW CPeCcTBaMM Nepes HavyaioM onepauumn n B Xofe paboTbl MPON3BOAUTb
He PeKOMEH/YETCH, TaK KaK OHW YBeNMUYMBatOT NMOPUCTOCTL/MPOHULLAEMOCTb MaTeprasa NnepyarTok 1
CO3at0T YCNOBMA /19 NPeofoNeHns 3alUTHOro 6apbepa MIUKpoopraHnsmMamu. a1 nogaepxaHns
ONTUMa/IbHOrO YPOBHSA 3alUMTbl MepyaTky HeoOXOAMMO MeHATb 4yepe3 Kaxiable 60-120 MuH., B
3aBMCMMOCTW OT XapakTepa OnepaTMBHOro BMeLLaTesbCTBa. lMepes HajgeBaHMEM HOBbIX MepyaTok
HeobX04MMO MPOBECTM 06PabOTKY PYK CMMPTCOAEPXKALLMM aHTUCENTUKOM.
MepyaTKu CnefyeT 3aMeHUTb B CMEAYHOLLMX CUTYaLMaX:

noc/e noBpexaeHus (NpokKona);

nocne obHapyXeHns aedeKTa;

Moc/e CNy4aitHOro 3/1IEKTPUYECKOr0 yaapa 0T 3IEKTPOXUPYPIrUYECKOr0 MHCTPYMEHTE,;

npv nonagaHumn (BNUTbIBAHWSA) NOL, NepyaTKy N0 XNAKOCTY;

NPy NOABMEHNUWN IMMKOCTY;

NPV OLLYLLEEHNW MOAB/IEHUA «MEPYaTOYHOr0 COKay,

Npy nepexoje OT «rPA3HOro» 3tana onepawuum K «4UCTOMY».
Ecnv noBpegunack ofHa nepyatka, He06X0AMMO 3aMeHUTL 06e. [py 3aMeHe MepyaToK Moc/e CHATUSA
X C PYK CnefyeT MpoBecTM 06paboTKy PYK KOXHbIM aHTMUCEeNTUKOM. HOBYHO Mapy nepyaTtok
HaJeBaTb Ha BbICOXLLME PYKW.
CH/MaTb  UCMO/Mb30BaHHbIE MepyaTkyM  CrefyeT OCTOPOXHO, u3beras pasbpbi3rmBaHus C
MOBEPXHOCTEN MepyaTku, NpyY KOTOPOM BO3MOXHO MWUKPOOHOE 3arpsisHeHUe PYK U OKPYXKatoLLei

cpegpl

lﬁl'eo%bl CHATb NepyaTKy, He06Xo4UMO B3ATb NasbLaMu NPaBov PYKU B MepyaTke MaHXeTy Ha /1eBOiA
nepyaTke C Hapy)XHOM CTOPOHbl. CHATb MepyaTKy C NIeBOM PyKW, BbIBOpauMBasi €e Hau3HaHKy W
0CTaBUTbL €&, lep>Ka 3a 0TBOPOT, B NMpaBoil pyke. 3aTeM NOMECTUTb NasibLbl CBOOGOAHON NEBOI PyKu
B MaHXXeTy nepyaTKu Ha MpaBOi pyKe M CTAHYTb €e aHa/l0rM4yHO MepBoi. BbiBEpHYB nepyartky
Ham3HaHKY, MCMO0/b30BaTh €€ B Ka4eCTBe MeLLKa 415 ApYroin nepyatku. Morpy3nTts 06e nepyaTku B
eMKOCTb C Je3VH(ULMPYIOLLMM PaCTBOPOM ANS 06€33apadKmMBaHNA U B O4HOPA30BYH EMKOCTb /15
BPEMEHHOINO  XpaHeHWs  OTXOA0B  C  Le/fbl0  MOCNefyHoWero  LeHTPaIn30BaHHOro
06e33apakmBaHnA/06e3BpeXXMBaHNA.

Bur3yanbHO NPOLECC CHATUSA XMPYPrMYecKMX nepyaTok NpeAcTaB/ieH Ha puc.2.

PVUCYHOK 2. ANITOPUTM CHATUS XMPYPrUYECKMX NepyaTok

Mocne 3aBepLLEHNS PabOThI U CHATUS MepPUYaTOK HEOBXOAMMO NPOBECTU TUIMEHNYECKYHO 06PaBOTKY
PYK. O[iHOpa3oBble rnepyaTky rnocrne MCMO/b30BAHNA nognexar
06e33apaXkVBaHNI0/06e3BPEXMBAHNI0 KaK MeAMLIMHCKME OTXO[bl COOTBETCTBYHOLLErO Knacca. s
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MEIWUMHCKOIO H3ACAHS
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TpaHCNOPTMPOBKA M34ENNS MOXET OCYLLECTBAATLCA BCEMM BMAAMM KPbITOFO TpaHcropTa B
COOTBETCTBUM C NpaBUNamu TPaHCMOPTUPOBKYM, AEMCTBYIOLMMU /1 AAHHOTO BWAa TpaHCMopTa.
Mpy TPAHCMOPTMPOBKE He AO/MKHbI HAPYLLATHCS YCO0BUS XPaHEHNS.

YcnoBusa XpaHeHWUs

N3penna Heo6XoaMMO XpaHUTb B CYXOM MeCTe, 3aLMLLEHHOM OT BO3LEACTBUA NPAMBIX COTHEUYHbIX
Ny4Yein Nn APKOro UCKYCCTBEHHOIO CBETa, MMEIOLEro BbICOKOE COAepXKaHue ynbTpaduoneTta, npu
TemnepaType oT 0°C [0 25°C ¥ OTHOCUTENbHOM BNaXXHOCTM BO3AyXa - OT 65 Ao 85%.

CnepyeT 6bITb OCTOPOXXHBIMW C U3AENUAMW, XPaHALLMMUCA Npu TemnepaType Hxe 15 C, Tak Kak
npyY HEOCTOPOXXHOM 06paLLeHUN OHM MOTYT BbITb XXECTKMMU 1 YYBCTBUTE/IbHBIMU K AethopMaLimu.
Mocne XpaHeHWs NpW HWU3KOW TemrepaType nepyaTky repes UCNob30BaHWEM [OKHbI ObITb
nporpeTsbl 40 30°C no BcemMy 06beMy M3aenus.

B nomeLyeHnax ans XpaHeHWs He AOMNYCKaeTca pas3MellaTb 000pyaoBaHue, reHepupytoLLee 030H,
TaKoe KaK PTYTHbIE /laMMbl WX BbICOKOBO/IbTHOE 3/1EKTPO060PYL0BaHNE, ABNAIOLLEECH UCTOYHUKOM
MOBbILLEHHOIO UCKPOOBPa30BaHNA U BECLLIYMHBIX 3N1EKTPUYECKMX Pa3psaioB.

N3penna Heo6XoaMMo XpaHUTb BAaIM OT MCTOYHMKOB BO3ropaHus. foproyume rasbl 1 opraHuyeckue
napbl 4O/MKHbI ObITb UCKNHOYEHbI U3 CKNaACKMX MOMELLEHNIA.

Ycnosusa ytununsaumm

cnonb3oBaHHOE MeAMUMHCKOE W3fenve MPUHagIexXnT K Kateropum VIH(EKLMOHHbIX OTXOLO0B
(Otxopb! kKnacca b cornacHo HopmaTnBHOMY pykosoacTBy P® CaHllMunH 2.1.3684-21 «CaHuTapHO-
3MMAEMMONOTNYECKMe TPeOGOBaHUSA K COLEPXKaHMIO TEPPUTOPUIA TOPOACKMX U CENbCKMUX MOCENEHWA,
K BOAHbIM 00beKTaM, NMUTLEBON BOAe WM MUTHEBOMY BOLOCHAOXEHMIO, aTMOC(HepHOMY BO3AyXY,
noyBaM, XXUbIM MOMELLEHUAM, 3KCMayaTauumM NpPou3BOACTBEHHBIX, OOLLECTBEHHbIX MOMELLEHW,
opraHusaumMm 1 NPOBELEHVIO  CaHWUTAapPHO-MPOTUBO3NUAEMUYECKUX  (NPODUIAKTUYECKNX)
MEpOMNpPUATUIN»).

Coop, BpeMeHHOe XpaHeHWe M BbIBO3 OTXOAOB CNeAyeT BbIMONHATb B COOTBETCTBUM CO CXEMOIA
obpaLleHns C MeSULUHCKUMW OTXOL4amu, MPUHATON B AaHHOW OpraHu3auumn, OCYLLECTBSHOLWEN
MEeAVLIMHCKYIO U/1in (hapMaLeBTUYECKYHO LeATeNIbHOCTb.

["apaHTUM nponsBoauTeNs
[MponsBoauTenb rapaHTUPYeT COXPaHHOCTL BCEX MapamMeTPoB M XapaKTePUCTUK NEPUATOK B TEUEHME
BCEro cpoka rogHoctn (5 nieT) npyv YCnoBUM LENOCTHOCTU YNakoBKW, COG/IOAEHUS YCNOBUIA
XpaHeHWs, TPaHCMOPTUPOBKK, 3KCMJyaTaumm B COOTBETCTBUWM C WHCTPYKUMEA M NpUEMIEMOro
ypoBHA KayectBa AQL <1,5.

MepeyeHb MNpUMeEHSIEMbIX npousBoguTenem (M3rOTOBMTENEM)  MEAULIMHCKOrO  U3fenus
HaLMOHabHbBIX CTaHAAPTOB

EN 455-1:2000 MepyaTKM MeguLMHCKME oAHOpasoBble, YacTb 1 TpebosaHus u
ornpefeneHne OTCyTCTBUSA OTBEPCTUN

EN 455-2:2015 MepuaTKy MeAMLMHCKME OfiHOpa3oBble, YacTb 2. TpeGoBaHus 1
NCNbITaHNS (N3NYECKNX CBOCTB

£N455-3:2015 MepuaTkn MeAuLMHCKUE OfHOpasoBble, YacTb 3. TpeboBaHus U
NCMbITaHUA ANA 6ONOTNYECKOW OLIEHKM

EN 455-4:2009 MepyaTkn MeAWUMHCKME OfHOpasoBble, YacTb 4. TpeboBaHuA K
UCNbITaHMS AN ONpeaeneHns cpoka roaHoCTH

EN 556-1:2002 CTepunuzaums MeAULUMHCKUX M3aenvin. TpeboBaHWUS K MeAULUHCKUM

N3AENUAM  KaTeropum «CTepunibHble». YacTb 1 TpeboBaHMs K
CTEPUNM3ALMN YAKOBAHHbBIX MEAULMHCKMX 13aenuii

£N868-5:2019 Matepuanbl M CUCTEMbl /11 YMAKOBKU  MEAMLMHCKNUX  U3[enuii,
npeaHasHaueHHbIX ans cTepunmusauun. Yactb 5. TepMOCTOKME W
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Mognuch CAEAAHA B MOCM TIPUCYTCTBHH.

-
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3aperucTpupoBaHo B peectpe: M 78/80-1/78-2021- Ay- 199

-

WTor0 B HACTOAMEM AOKYMEHTE:
24 qeTHpE) JUCTE

Bp..0. RoTapuyca AT. Ilserc

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Poccuiickaa deaepaums
CaHkT-lMeTepbypr
[BajuaTb Y4eTBEPTOro HOSA6PSA fBe ThiCAYM ABajLaTb NepBOro roga

A, O3eHc AnekcaHap eopruesny, BPEMEHHO MCMOHAIOLWMIA 06513aHHOCTM HOTapuyca

HoTapuanbHOro okpyra CaHkT-IeTep6ypr [3eHc HaTanbun AHATONbEBHbI , CBUAETENLCTBYHO
BEPHOCTb KOMUW C NPeACTaBNeHHOr0 MHe [OKYMEHTA.

toBaHO B peectpe: No 7°0-H/78-2021-14-1400.

f'epLleHre HoTapuanbHoro fgenctems: 1300 pyo6.

AT [136%"-

TOro B HaCTOALLLEM JOKYMEHTE:

26 (pBaguaTtb LIECTb) NINCTOB

Bp.n.o. HoTapuyca A.l".[A3eHC

KOV P 4 chrrey
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