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Surgical disposable sterile natural latex gloves “BENOVY
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1 NAME
Surgical disposable sterile natural latex gloves “BENOVY” antibacterial
consisting of:

I. Design versions:

I. Surgical disposable sterile natural latex gloves “BENOVY™ anatomical with curved fingers
textured powder free with inner polymer coating/with inner gel coating antibacterial (beaded
cuff/cuff without beading/cuff without beading with adhesive strip), color: white, size: 6.0,
6.5, 7.0, 7.5, 8.0, 8.5, 9.0 - 2/4/10/25/50/100/200 pairs/pack.

Il. Instructions for use - 1pc (on the consumer package).

Manufacturer and producer of the medical device

Manufacturer Guilin HBM Health Protections, Inc.
No. 1-2, Shuijing East Road, Economic and Technological
Development Area, 541805 Guilin, Guangxi, China

Address ofthe  No. 1-2, Shuijing East Road, Economic and Technological
manufacturing facility —Development Area, 541805 Guilin, Guangxi, China

Authorized representative of the manufacturer

“BENOVY” Company Limited
“BENOVY” Co. Ltd., Russia, 194292, St. Petersburg, 1, 5-y Verkhniy pereulok, litera J, office
205. Tel.: +7 (812) 309-16-32, www.benovy-company.ru, e-mail: benovy@benovy-company.ru

The scopes of delivery 2 pairs in a consumer package;

of the medical device: 4 pairs in a consumer package;
10 pairs in a consumer package;
25 pairs in a consumer package;
50 pairs in a consumer package;
100 pairs in a consumer package;
200 pairs in a consumer package.

2. PURPOSE

The gloves are intended for single use in protecting medical personnel’s hands and creating a
barrier against bacterial and/or viral contamination between the health worker and the patient
during surgical interventions and other sanitary actions that require compliance with sterility
conditions.

The gloves can be used by medical personnel involved in surgical intervention, as well as
performing any other sanitary actions that require compliance with aseptic requirements.

3. FUNCTIONAL SPECIFICATION

The operational principle of the medical device is to create a physical barrier between the skin
surfaces of the medical personnel’s hands and the surgical field or the other surfaces of the
patient, that require compliance with sterility conditions. Thus, the medical device prevents
bacterial and/or viral contamination between the medical personnel and the patient and increases
the effectiveness of aseptic conditions during surgical interventions, protecting the health worker
from possible infection during surgery and other sanitary actions.
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Medical device design versions allow covering almost all areas of general and specialized
surgery, including microsurgery, orthopedics, traumatology, gynecology and operations with an
increased risk of infection.

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

4. RISK OF USING, CONTRAINDICATIONS AND SIDE EFFECTS

Potential risk of using the gloves - Class 2a.

Contraindications of the medical device use will be a patient’s or a health worker’s allergic
reaction to powdered gloves and/or to natural latex gloves.

Healthcare workers may observe the following adverse effects of using gloves: non-allergic
contact dermatitis, allergic contact dermatitis, and immediate allergic reactions accompanied by
hives, pruritus and systemic allergic reactions. Allergic reactions when using gloves are most
often associated with a latex allergy, individual sensitization of a healthcare worker to the
chemical components of latex material. The use of powder to facilitate donning of gloves also
increases the risk of allergies in health workers and may also cause a number of postoperative
complications in patients.

The manifestation of dermatitis and other skin irritations is possible as a result of improper hands
skincare and harsh conditions of hand skin isolation from natural air ventilation.

If skin irritation occurs, stop using gloves and consult a doctor.

Shelf life of surgical gloves is 3 years.

5 CLEANING METHODS OF THE MEDICAL DEVICE

Surgical sterile gloves are a disposable medical device, not a subject for cleaning. Reusing a
medical device is a gross violation of the application methods.

The medical device is sterile. Sterilization of the medical device is performed by radiation
method.

Verification of radiation sterilization is performed according to the requirements of ISO 11137
standard all parts and confirmed by relevant protocols.

The sterilizing dose of electron-beam irradiation for medical device sterilization is 18 kGy. The
maximum permissible dose is 36 kGy.

TECHNICAL SPECIFICATIONS

Form Surgical gloves have curved fingers, with division into the right and left
hands (anatomical), the cuff can be beaded or without beading, or without
beading with adhesive strip.

Surface The gloves have atextured surface over the entire area of fingers and palm.
The glove surface is powder-free with inner polymer coating or inner gel
coating.

Adhesive strip The adhesive strip is a continuous ring located on the inner surface of the

glove cuff, formed by the absence of the latex coating used to facilitate
donning the glove (powdering agent or polymer or gel coating). By
preserving the natural adhesion "stickiness" ofthe latex, additional fixation
of the glove on the forearm is ensured.

Dimensions The width, length and thickness of the glove are shown below.
Table 1 Dimensions of the medical device
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Size Length /, Width W, Tllickness, mm, min

mm, min mm finger palm cuff
6.0 77 £5
6.5 260 835
7.0 89 +5
7.5 270 95 +5 0.13 0.13 0.10
8.0 102 £6
85 108 £6
9.0 280 114 £6

The thickness of the bead of the medical device is not more than 2.5 mm. The width of the
adhesive strip is-not less than 3 cm. The strip of untreated latex should have adhesion.

Physico-mechanical Physico-mechanical characteristics ofthe gloves must comply with the
characteristics values given in table 2.
Table 2.
L Before accelerated After accelerated
Characteristics ; .
aging aging

Tensile strength, MPa, min 24 18
Elongation at break, %, min 750 560
Stress at 500% elongation, MPa, max 55 -
Force at break, N, min 125 95
Force at 300% elongation, N, max 2.0

Inspection levels and  For the purposes of quality control, gloves are selected and inspected

acceptable quality according to the requirements of 1SO 2859-1 standard. Inspection

level levels and acceptable quality levels AQL must comply with the values
given in table 3.

Tables.

Parameter Defect related to parameter Inslr:a f/(;ﬁlon AQL
Watertightness Presence of holes Gl 15
Dimensions M_lsmatch of length, width and 5.9 40

thickness
Physico-mechanical Mismatch of parameters before and

) S-2 4.0

parameters after accelerated aging
Residual powder Exceeds recommended maximum N=5 )
concentration value -
Water-extractable protein Exceeds recommended maximum N=3 )
content value
Antigenic protein content Exceeds recommended maximum N=1 )

value
Watertightness Gloves are watertight. The acceptable quality level (AQL) is < 1.5.
Powder content In powder-free gloves the residual powder content does not exceed

2 mg per one glove.

Water-extractable The concentration of water-extractable proteins is not more than
protein content 200 pg/dml
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Antigenic protein The concentration of antigenic proteins is not more than 10 pg/dm~.
content

Antibacterial The medical device has antibacterial properties.
properties

7. APPLICATION PROCEDURE

Before using the gloves healthcare workers carry out hygienic treatment of their hands having
performed surgeon’s hand treatment technology.

It is necessary to strictly follow the rules for donning gloves so as not to violate the sterility of
their work surface.

Open the individual outer package of sterile gloves (away from the sterile table), remove (“shake
out™) from it the inner wallet with gloves on a sterile surface. Then open the inner wallet with
sterile forceps or aseptically treated hands. Initially, the glove is donned on the dominant (right)
hand. Grab the edge of the right glove cuffturned inside out with the thumb and forefinger of
the left hand and put it on the right 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 glove and don it on the left hand, without touching the skin
and the wrong side of the cuff. Spread the cuff ofthe left glove on the gown in circular motions.
The cuff of the glove should overlap the cuff of the gown sleeve by more than 5-10 cm. Only
then spread the inverted cuffedge of the right glove in the same circular movements. Pull on the
cuff with your four fingers and finally adjust the gloves, ensuring their comfortable use.
Visually the process of surgical gloves donning is shown in Fig.l.

10

11 12 13 14

Figure 1. Surgical gloves donning algorithm

There are features of work in surgical gloves.

Hands with sterile gloves should not be lowered below the sterile surfaces of the instrument and
operating table. It is not recommended to treat gloves with alcohol-containing and other
antiseptic agents before the operation and during surgery, as they increase the
porosity/permeability of the glove material and create conditions for overcoming the protective
barrier by microorganisms. To maintain an optimal level of protection, the gloves must be
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changed every 60-120 min, depending on the nature ofthe surgical intervention. Before donning
new gloves, it is necessary to treat the hands with an alcohol-containing antiseptic.
Gloves should be replaced in the following situations:

after damage (puncture);

after defect detection;

after an accidental electric shock from an electrosurgical instrument;

if any liquid gets (absorbs) under the glove;

upon appearance of stickiness;

upon sensation of “glove juice” appearance;

in the transition from a “dirty” surgical stage to a “clean”.
If one glove is damaged, both gloves must be changed. When changing gloves after removing
them from the hands, the hands should be treated with a skin antiseptic. Don a new pair of gloves
on dry hands.
Remove used gloves carefully, avoiding splashes from the surfaces of the glove, which could
cause microbial contamination of the hands and the environment.
To remove the glove, it is necessary to take the left glove cuff from the outside by fingers of the
right hand in the glove. Remove the glove from the left hand turning it inside out and leave it

O holding the lapel in the right hand. Then place the fingers of the free left hand in the glove cuff

on the right hand and pull it off similarly to the first one. Having turned the glove inside out, use
it as a bag for another glove. Immerse both gloves in a container with a disinfectant solution for
disinfection or in a disposable container for temporary waste storage for subsequent centralized
disinfection/neutralization.
Visually the process of surgical gloves removing is shown in Fig.2.

Figure 2. Surgical gloves removal algorithm

After finishing the work and gloves removal, it is hecessary to carry out hygienic hand treatment.
Disposable gloves after use must be decontaminated/neutralized as a medical waste of the
appropriate class. To prevent dryness and adverse effects on the hand skin, it is recommended
for health workers to always use professional nourishing hand cream.

8. APPLICATION CONDITIONS

Gloves must be used as per the instruction on the medical device. The use ofthe device does not
require special qualification or special education.
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Medical gloves are used in medical or healthcare facilities indoors, away from direct sunlight,
at a temperature of 15°C to 25°C and relative humidity from 65% up to 85% for indoors.
For single use only. For individual use only. Do not use in case of size mismatch.

TRANSPORTATION, STORAGE AND DISPOSAL CONDITIONS OF THE MEDICAL
DEVICE

The transportation of the device may be carried out by all types of covered vehicles in the
original package as per the transport regulations, which are applied to this type of transport.
During transportation the storage conditions must not be violated.

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

The devices should be handled with caution when they are stored at temperature below 15°C, as
during careless handling, they can be stiff and sensitive to deformation. After storage at a low
temperature, gloves should be warmed up to 30°C before use throughout all device volume.
Storage rooms should not contain ozone-generating equipment, such as mercury lamps or high
voltage electrical equipment, generating excessive sparks or inaudible electric discharges.

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

An unused medical device that has become useless, including due to the expiration date, belongs
to the category of General waste (Class A waste according to the regulatory guidance of the
Russian Federation SanPiN 2.1.3684-21).

The used medical device belongs to the category of Infectious waste (Class B waste according
to the regulatory guidance of the Russian Federation SanPiN 2.1.3684-21).

Collection, temporary storage, and waste disposal should be carried out following the medical
waste management scheme adopted in the given organization carrying out medical and/or
pharmaceutical activities.

10. SYMBOLS USED ON LABELING OF THE MEDICAL DEVICE

IJ Manufacturer
MWi~[ Date of Manufacture
Use by Date
LOT Batch Code
8TEHLE R Sterilized using irradiation
@ Do not use if package is damaged

Keep away from sunlight
Keep dry
Temperature limitation

Humidity limitation
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(i

Do not reuse

Conteins natural rubber latex

11. MANUFACTURER’S WARRANTIES

The manufacturer guarantees the safety of all parameters and characteristics of the surgical
gloves for 3 years starting from the manufacturing date upon the condition of package integrity,
subject to the conditions of transportation, storage and application set forth in the instruction.

12. LIST OF NATIONA
MEDICAL DEVICE

EN 455-1:2020
EN 455-2:2015
EN 455-3:2015
EN 455-4:2009

EN 556-1:2002

ISO 2859-1:1999

ISO 11137-1:2006

ISO 11137-2:2013
ISO 11137-3:2017
ISO 10993-1:2018
ISO 10993-10:2010
ISO 10993-12:2012

ISO 11607-1:2019

ISO 11607-2:2019
ISO 11737-1:2018

ISO 11737-2:2019
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L STANDARDS, APPLIED BY MANUFACTURER OF THE

Medical gloves for single use. Part 1 Requirements and testing for
freedom from holes

Medical gloves for single use. Part 2. Requirements and testing for
physical properties

Medical gloves for single use. Part 3. Requirements and testing for
biological evaluation

Medical gloves for single use. Part 4. Requirements and testing for
shelf-life determination

Sterilization of medical devices. Requirements for medical devices to
be designated “sterile”. Part 1 Requirements for terminally sterilized
medical devices

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

Sterilization of health-care products - Radiation - Part 1
Requirements for the development, validation and routine control of a
sterilization process for medical devices

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
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 packaging
systems

Packaging for terminally sterilized medical devices - Part 2
Validation requirements for forming, sealing and assembly processes
Sterilization of medical devices - Microbiological methods - Part 1
Determination of a population of microorganisms on products
Sterilization of medical devices - Microbiological methods - Part 2:
Tests of sterility performed in the definition, validation and maintenance
of a sterilization process



ISO 13485:2016

ISO 14971:2012
ISO 15223-1:2021

ISO 22169:2011
ASTM D412
ASTM D573
ASTM D3767

ASTM D5151
ASTM D5712

ASTM D6124
ASTM D6499

2017/745/EU

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
Measurement of antibacterial activity on plastics and other non-porous
surfaces

Standard Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers - Tension

Standard Test Method for Rubber - Deterioration in an Air Oven
Standard Practice for Rubber - Measurement of Dimensions
Standard Test Method for Detection of Holes in Medical Gloves
Standard Test Method for Analysis of Aqueous Extractable Protein in
Latex, Natural Rubber, and Elastomeric Products Using the Modified
Lowry Method

Standard Test Method for Residual Powder on Medical Gloves
Standard Test Method for Immunological Measurement of Antigenic
Protein in Hevea Natural Rubber (HNR) and its Products

Medical Device Regulation

This Instruction for use of the medical device is released for the first time (Rev: 01 (May

2024)).

In case of any undesirable event showing the signs of an adverse event (incident), it is necessary
to notify thereof the manufacturer or an authorized representative of the manufacturer.
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[MepeBos C aHrMIACKOro U KUTaiCKOro SI3bIKOB Ha PYCCKMiA A3bIK

CepTudukar

KuTaickuii KOMUTET COAeNCTBUS Pa3BUTMIO MEXAYHapPOAHON TOProsnn

KuTalckuii KOMUTET COAeNCTBMA PasBUTUIO MEXAYHapOAHON TOProsan
ABNsAeTcA Kntanckoi mexayHapoaHOo TOProBoi nanaTtomn
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Kuntahckmin KOMUTET COAENCTBMA Pa3BUTUIO MEXAYHAPOLHO TOProBau
KuTaiickaa mexayHapofHas Toprosas nanaTta

CepTudukar

/IQR koa/
Ne24450080/001216

HACTOAWWMM MOATBEPXAAETCSH, UTO neyaTb KomnaHuu «yinnHb dVU-BUN-3OM
Xan MpoTekwwune, WHK.» (Guilin HBM Health Protections, Inc.), npocTaBfieHHas Ha

npunoxeHHom JOKYMEHTE, siBnseTcs NOANVHHOI.

/HaknagHas nevatb: CepTugumkaymnsa*
KuTalicknii KoMUTeT coeicTBumSA
pa3BUTUIO MeXAYHapoAHOM Toprosaun/

/MeyvaTb: CepTugnkayma * Kntacknin KommteT
COLEeNCTBUA PasBUTUIO MEXYHAPOAHON Toprosaun/ - 2 wwrt.

KnTalCcKnii KOMUTET cofencTema
pPasBUTUID MEXAYHAPOAHOW TOProBam

Moanncb yNoNHOMOUYEHHOTO NnLa:
/Mopanuce/

XaHb Ln (Han Qi)
Oarta: 13 masa 2024 r.

Be6-caifT 4191 MPOBEPKM AaHHOIO CepTudwmKaTa: http://www.rzcepit.coiTi/validate.html
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/NoroTun/ FyiinnHe 3NU-BN-OM Xand MpoTekwune, NHK.
Ne 1-2, WWyiusuH Uct Poya, 30Ha 3KOHOMUYECKOT0 1 TEXHONOTNYEeCKoro
pa3suTusa, 541805 IyiinuHb, MNyaHcu, Knutaii
Ten.: 0773-8569067
Email: guilinhbm@hbmchina.com

YTBEPXOAKO
OunpeKkTop no KayecTBy /nognucs/ I-H Ny Nein

/Meyatsb: MyiinnHb ANU-BIA-3M Xand MpoTekune, VIHK.
(Guilin HBM Health Protections, Inc.)/ - 2 wr.

NHCTPYKUWA MO NMPUMEHEHWIO
Ha MeMLIMHCKOE n3fenue

MepyaTKn XMPYPruveckme ofHopasoBble CTepUnbHble «<BENOVY» 13
HaTypa/ibHOro naTekca aHTUbaKTepUasibHble

Bepcusa: 01 (Maii 2024)
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1 HAMMEHOBAHWE

lMepyaTKM XMpypruyeckme ofHopasoBblie CTepusibHble «<BENOVY» 13 HaTypanbHOro faTekca
aHTubakTepuasbHble

B COCTaBE:

I. BapunaHT ncnosiHeHus:

1 TlepyaTkum Xupypruyeckume ofHopasoBble cTepunbHble «BENOVY» U3 HaTypanbHOro
naTekca aHaTOMMUYECKMEe C U3OTHYTbIMW ManblLamMn TeKCTYPUPOBaHHbIE HeonyhpeHHble C
BHYTPEHHUM  MOJIMMEPHbLIM  MOKPbITUEM/C ~ BHYTPEHHUM  TefleBbIM  MOKPbITUEM,
aHTMbakTepuanbHble (MaHXeTa ¢ BaMKOM/6e3 Bannka/6e3 Banka c aaresuBHOM Nonocoi),
uBeT: 6enblii, pasmep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0 - 2/4/10/25/50/100/200 nap/yn.

M. VIHCTPYKUMS NO NpUMeHeHNI0 - 1T, (Ha NoTpebuTeNbCKON YNakoBKe).

Mpou3BognTeNnb U U3roTOBUTE/Ib MEAULUHCKOIO U3gennsa

MponssoanTens «TyinuHb ANY-BN-3M Xand MpoTekwune, NHK.»
Ne 1-2, LWynAusmH Wcer Poya, 30Ha  3KOHOMWYECKOro W
TEXHONI0rMYecKoro passmtus, 541805 MyinnuHb, MNyaHeu, KnTai

Afpec npon3BojcTBa Ne 1-2, LWynAusmH Wer Poya, 30Ha  3KOHOMUYECKOro U
TEXHO/I0rMYecKoro passutuna, 541805 NyinnuHb, MNyaHecu, Kutaii

YNONHOMOYEHHbI npegcraBuTeNb Npon3BoanTeNA

O6LLecTBO C OFpaHNY€eHHOW 0TBETCTBEHHOCTbIO «BMHOBW»
000 «BNHOBW», Poccus, 194292, r. CaHkT-IeTepbypr, nepeynok 5-ii BepxHuid, gom 1,
nntep XK, nomeuy. 205.

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

KomnnekTHoOCTM 2 napbl B NOTPe6UTENbCKOI YNaKOBKE;
MOCTaBKM 4 napbl B NOTPe6GUTENLCKOI YNAKOBKE;
MeAMNLVHCKOro 10 nap B NOTPE6GMTENLCKOI YNAKOBKE;
n3nenms: 25 nap B NOTPeGMTENbCKOI YNaKOBKE;

50 nap B NOTPebMTENbCKON YNaKOBKE;
100 nap B NOTPebUTENbCKOI YNaKOBKE;
200 nap B NOTPebUTENbCKON YNaKoBKe.

2. HASHAYEHWE

MepyaTKy NpefHa3HauYeHbl AN O4HOPA30BOr0 UCMOIb30BaHNS MPY 3alUTe PYK MEANLUHCKOrO
nepcoHana n cosfaHus Gapbepa oT GaKTepuanbHON W/UNKM BUPYCHON KOHTaMUHALUK MEXAY
MEeAMLMNHCKAM, paGOTHUKOM W MaLWEHTOM BO BPEMS XWPYPruuYeckux onepauuii u apyrux
CaHUTapPHbIX [eNCTBUAX, TPEGYIOWMNX COBMIOAEHNS YCNOBUIA CTEPUBHOCTH.

MepyaTKm MOTyT WCMNONb30BaTbCA MELULMHCKAM NEPCOHaNoM, 33AeACTBOBAHHbIM B
MPOBeAEHMN XMPYPrMYecKoim onepauyumm, a Takxke OCyLecTBAAKOWMIA Nobble apyrue
caHWTapHble fencTBmA, Tpebytouine cobnoaeHns TpeboBaHMA NoO acenTuKe.

PYHKUNOHATbBHAA XAPAKTEPNCTUKA

MpUHUMN feACTBUS MEeAULMHCKOTO M3AeNns 3ak/ovaeTcs B CO3faHuM (hm3muyeckoro 6apbepa
MEXAY NOBEPXHOCTAMU KOXMN PYK MeMLMHCKOrO NepcoHana u onepawuoHHo NonocTbio N1n6o
APYTUMW NOBEPXHOCTAMU NauueHTa, TPebyllWMMyU COGMIOAEHUS YCNOBUIA CTEPUNIbHOCTY.
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Takum 06pa3oM, MeAULMHCKOe U3fenve NpefoTBpallaeT 6akTepuanbHyr W/UAKU BUPYCHYHO
KOHTaMUHALMIO  MEXAYy MeAUUMHCKUM MepcoHanoM W NauueHToM, U MOoBbllLAeT
3h(HeKTUBHOCTL 06ecneyeHns acenTUUecKUX YCMOBWUI NpuU NPOBEAEHWUM XUPYPTUYECKMX
BMELLATENbCTB, MPeAoXpaHAs MeAWLMHCKOro PaboTHMKA OT BO3MOXHOIO 3apaXeHus npw
0nepupoBaHnUmM 1 APYTUX CaHUTAPHbIX AeACTBUAX.

MWKpPOTEKCTYpMPOBaHHas NOBEPXHOCTb BCEX BAPMAHTOB UCMOMHEHWUS MeAULMHCKOTO U3fenuns
CrMoco6CTBYET HAfleXXHOMY 3aXBaTy MeAULMHCKUX WHCTPYMEHTOB, U TeM CaMbiM MOBbILLIAET
BEPOSTHOCTb YCMELIHOr0 UCX0/a onepaLuu.

AHTNGAKTEPUANbHbIE  KOMMOHEHT  NaTEKCHOW CMecM  MO3BOMSET  OrPaHUuYUTbL UMM
NpPeAoTBPaTUTL POCT U Pa3MHOXEHME MUKPOOPraHM3MOB Ha MOBEPXHOCTMW MepyaTKy, 3alliuLlas
M NaLueHTa, U MeAULMHCKOro paboTHMKA OT MHAULMPOBAHMS.

4.  PUCK MPUIAEHEHUA, MPOTUBOMOKA3AHUA N MOBOUYHbIE 30 PEKThI

MoTeHUManbHbIA PUCK NPUMEHEHNS NMepyaTok - Knacc 2a.

MpoTBOMOKa3aHNEM NPUMEHEHWUS MEAWLMHCKOrO u3aenus 6yaeT sBNATbCA Hanuume Yy
nauueHTa UM MeuLUNHCKOTo paGoTHMKA anneprinieckoii peakumum Ha onyapeHHble NepyaTku
U/MNN NepyaTkn 13 HaTypanbHOro NaTekca.

MeauunHcKine paboTHUKM MOTYT HabnoaaTb CnefdytoLivie BUAbl OTPULATEIbHOTO BO3/AeliCTBIS
CNOMb30BaHMS MEpYaToK: Heannepruyecknii  KOHTaKTHbI  fepMaTUT, annepruyeckuii
KOHTaKTHbI AepMaTUT W annepruyeckue peakuun HeMe1eHHOro TuMna, CoNnpoBOXAatoLLmMecs
KpanuBHWLEN, KOXHbBIM 3YZlOM W CUCTEMHbIMU annepruyeckuMm peakuusmm.

Annepruyeckme peakuuyu npu NPUMEHEHUU MepyaTok Haubosiee 4acTo CBSi3aHbl C NaTekc-
anneprueit, UHAMBUAYaNbHOW CeHcUbUNM3aLmMeii MeANLUHCKOTO PaGoTHMKA K XUMUYECKUM
COCTaBNSAOLWMM NaTekca. icnonb3oBaHue Nyapbl 405 061eryeHns HafeBaHUs NepuyaTok TakxKe
MOBbILWAET PUCK Pa3BUTUSA anneprum y MeauLMHCKNX paboTHUKOB, a KPOME TOF0, MOXET 6bITb
NPWYNHOIA psga nocneonepauUroHHbIX OCNOXHEHWIA Y MaLWEHTOB.

B0O3MOXHO MposiIBNEHME [epMaTUTOB W WHbIX KOXHbIX pa3fpaXKeHWin Kak CneacTBue
HEMpaBWUbLHOTO YX0/1a 33 KOXEeW PYK U XKECTKNX YCNOBWIA M30NALMMN KOXW PYK OT eCTECTBEHHOI
BEHTUNALMN BO3LYXOM.

Mpu NOSIBNEHUU pa3fpaXkKeHWUs KOXW MPeKpaTuTe UCMONb30BaTb MepyaTkyu M o6paTuTech 3a
KOHCYnbTaLuelt K Bpauy.

CpoK rogHOCTM XMPYPryecKnx nepyaTok cocTaBnseT 3 roga.

5 METOAbl OUNCTKN MEANLINHCKOIO N3AENTNA

XVpypruyeckne CTepusibHble MepyaTKu nNpeacTaBnsalOT cobo  MefuUMHCKOe u3genue
0[HOPa30BOr0 WCNONb30BaHMA, OYMCTKE He nognexar. [10BTOpHOe WCMNONb30BaHUe
MeAULMHCKOIo n3genns asnseTtca rpybbiM HapyLeHnemM MeTOA0B NPUMEHEHUS.

MeguuMHCKOe uW3fenve ABNAETCA CTepufibHbIM. CTepunusauma MeLuuUMHCKOro U3genus
ocylecTBngeTCcsa paguaLMoHHbIM METOL0M.

Bepugmkaumsa crepunusaumm pagMaumoHHbIM METOAOM OCYLLECTB/ISETCA B COOTBETCTBUU C
TpeboBaHMAMM cTaHgapta ISO 11137 BCe 4YacTM W MOATBEPXKAAETCA COOTBETCTBYHOLLMMMU
NMPOTOKONAMMU.

Crepunusytowias fo3a 3/1eKTPOHHO-/Ty4YeBOro 06/1yyveHns ANA cTepunnsannum MeguuuMHCKOro
nspgenus 18 kl'p. MakcumansHo gonyctnumasa gosa - 36 KIp.
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TEXHUYECKAA XAPAKTEPUCTUKA

dopma Xnpypruyeckme nepyatkn MMeKT U30THYTbIE Nanblbl, C pa3feneHnem
Ha NpaBYyl M NEBYK PyKM (aHAaTOMUYECKME), MaHXeTa MOXEeT 6biTb C
Ba/IMKOM UK 6e3 Bannka, unv 6e3 Banmka ¢ agre3nBHoOM Non0Co.

MoBepXHOCTb MepyaTkn UMET TEKCTYPUPOBAHHYIO MOBEPXHOCTb MO BCeli 06nacTu
nanbLeB W NagoHu.
MoBepXHOCTb NEepyaToK HeonmyfpeHHass C BHYTPEHHUM MOMMEPHbLIM
MOKPbITUEM UMW C BHYTPEHHUM TFeNeBbIM NOKPLITUEM.

AfresvsHas nonoca AfresBHas nojoca NpeAcTaBnsieT CoG60 HempepbiBHOE KOMbLO,
PacrnofoXXeHHOe Ha BHYTPEHHE MOBEPXHOCTU MaHXeTbl NepuyaTku U
06pa3oBaHHOe 3a CYeT OTCYTCTBWS Ha /aTekce MOKpPbITUS,
CNOMb3yeMoro Ans o6neryeHus Ha/leBaHUs nepyaTKu
(onyapuBatollero  BelecTBa MAM  NOMWMEPHOTO WAW  TENeBoro
NOKpbITKSA). Bnarogaps COXpPaHEHW MPUPOAHONA  afre3MBHOCTU
«NMNKOCTU» naTekca, o6GecrneynBaeTcs [OMONMHUTENbHAs (uKcauus
nepyaTku Ha npeanneybe.

| Pasmepbl LLnpuHa, gnHa n ToNWMHA NepyaTok, B 3aBUCMMOCTU OT UX BapuaHTa
WCMONHEHUS 1 pa3Mepa, COOTBETCTBYET 3HAUYeHWAM, MPUBEAEHHbIM B
Tabnuue 1.

TonuwmHa BanuMkKa ANs BCEX BapvaHTOB WCMOMHEHUS MEAMLUWMHCKOTO WM3Aenns COCTaBNsET He
6onee 2.5 mm.

WnpuHa aAFEBVIBHOI‘/’I nosochbl AnA BCeX BapMaHTOB MCMOJIHEHMUS COCTABNAET He MeHee 3 CM.
lMonoca H606pa60TaHHOI'O NMOKPbITUEM NaTeEKCa AO0/KHA MMETb afre3nto.

Tabnuua 1. Pasmepbl MeAULMHCKOTO N3aenms

Pasmep Onuvna /, mm,  WupuHa W, TonwwnHa, MM, He MeHee
He MeHee MM naney, nafoHb MaHxeTa

6.0 77 £5

6.5 260 835

7.0 89 £5

7.5 270 95 +5 0,13 0,13 0,10

8.0 102 +6

8.5 108 £6

9.0 280 114+6
dun3nKo- D 1N3NKO-MeXaHNYECKMEe XapaKTepucTuky MNepyaToK COOTBETCTBYHOT
MexaHuyeckue 3HAYeHMAM, NpUBELEHHBIM B Tabnuue 2.
XapaKTepucTuku

[0 ycKopeHHOro lMocne yCKOpPEHHOro
XapakTepuctuka cTapeHus cTapeHus

IMpoYHOCTb NpKU pacTaxeHun, Mrlla, He meHee 24 18
Y aonuHeHve npu paspbise, %, He MeHee 750 560
HanpsxeHune npu 500% yanuHeHun, Mlla, He 55 )
6onee ’
Ycunue npu paspbise, H, He MeHee 12,5 9,5
Ycunue npun 300% yanuHeHuu, Pl, He 6onee 2,0 -
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YpPOBHW KOHTPONS U B LENSAX KOHTPONsS KauyecTBa MepyaTKy OTGMPAlOT M MpoBepsitoT B

i npuemMnembii COOTBETCTBUM C TpeboBaHMAMM cTaHAapTa ISO 2859-1. YpoBHMU
YPOBEHb KayecTBa KOHTPONA W Mnpuemnemble YpoBHU KayecTBa AQL COOTBeTCTBYHOT
3HauYeHMAM, NpuBeAeHHbIM B Tabnuue 3.
Tabnuua 3.
o YpoBeHb
lMokasatenb [edeKT, CBA3aHHbIN C MoKasaTesem P AQL
KOHTpONS
["epMeTUYHOCTH Hanvnuve oteepctuii Gl 15
HecooTBeTCTBUE AINHbI, WNPUHBI
Pasmepbl A tWmp S-2 4,0
N TONLWWHBI
D U3NKO-MexXaHUYecKune HecooTBeTcTBME NoOKasaTesieit 40 U 52 40
rnokasarenu rnoc/ie yCKOPEHHOro cTapeHus ’
Macca ocTaTouyHOoro MMpeBbilaeT peKoOMeHgyeMoe N=5 )
ONyApvBatoLLErO BelllecTsa MaKCMManbHOe 3HavyeHune
MMpeBbillaeT peKoOMeHayemMoe
Copep>kaHne NpoTeNHOB P P AY N=3 -
MaKC/MManbHOe 3HavyeHue
CofepxXaHune aHTUTEHHbIX MMpeBbilwaeT peKoOMeHayemMoe N=1 i
npoTenHos MaKCMManbHOe 3HavyeHue
epMeTUYHOCTb MepyaTKM repMeTuyHbl. lMpremnembllii ypoBeHb KayecTBa

(AQL) cocTtaBnset: <1.5.

CojepxaHue onyapusarollero B HeonyapeHHbIX MNepyaTkax CoAepXXaHWe O0cTaTO4YHOro

BellecTBa ONyApVBAIOLLLErO BeLLeCcTBa HEe MpeBbllaeT 2 MI Ha OAHY
nepyarky.

CopepxaHue akcTparmpyembix  CofepXaHue aKcTparupyemblx BOAOW NPOTEUHOB He 6osee

BOAOV NPOTENHOB 200 mKr/gm”.

Copep>kaHne aHTUTeHHbIX Copep>kaHne aHTUTeHHbIX NPOTEMHOB He 6onee 10 MKr/amA.

NMPOTENHOB

AHTNGaKTEpUnanbHble MeguumnHckoe wu3genve o6nafaetr aHTMbakTepuasbHbIM

CBOMNCTBA AencTemnem.

MNOPAAOK NMPMMEHEHWA

Mepes nNpUMEHeEHWEM MepyaToK MeAULMHCKME PpabOTHMKM NPOBOAAT FUTMEHUYECKYHO
06paboTKy pyK, BbIMOMHWMB TEXHOOMMIO 06pabOTKM PYK XUPYProB.

Heobxoanmo cTporo cobnwogaTb MpaBuna HageBaHMA MepyaToK, 4TOObl He HapylWuWTb
CTePUNbLHOCTb UX paboyeil NOBEPXHOCTMW.

BCKpbITb MHAMBUAYANbHYIO BHELWHIOK YNAaKOBKY CTepW/ibHbIX NepyaTtok (B CTOpPOHE OT
CTePUNbHOTO CTONMKA), U3BNEeYb («BbITPAXHYTb») U3 HEe BHYTPEHHWUI KOWENEK C nepyaTKaMmm
Ha CTepUIbHYI NMOBEPXHOCTb. 3aTeM BCKPbITb BHYTPEHHWIA KOLWENEK CTEPUbHBIM MUHLETOM
nnbo acenTuyeckyn obpaboTaHHbLIMU pyKaMu. BHavyane nepyaTka HafjeBaeTCcsl Ha LOMUHAHTHYO
(npaByt0) pyKy. bBonbwumM ¥ ykasaTeflbHbIM NanblLamMu NIEBOW PYKW 3axBaTUTb Kpali
BbIBEPHYTOM HaM3HAHKY MaHXXeTbl NPaBO/ NepyaTKW U HafeTb €e Ha NpaByt PYKY, HE Kacasacb
Hapy>XHOW CTEepPUNbLHON MOBEPXHOCTW nepyaTku. MaHXeTa OCTaéTcA BblBepHYTON. [anee
nanblbl NPaBO PyKW, Ha KOTOPble Y)e HafjeTa nepyaTka, MOABECTU NOJA OTBOPOT MaHXeTbl
NeBONM MepyaTKM M HafeTb €e Ha NEeBYH PYKY, He KacasCb KOXMW W W3HAHOYHOI CTOPOHbI
MaHXeTbl. PacnpaBuWTb MaHXeTy /feBOi MepyaTKM Ha Xanate KPYroBbIMU [BVKEHUAMMU.
MaH)eTa nepyaTtku LO/MKHA NepekpbiBaTb MaHXeTy pykaBa xanata 6osee yem Ha 5-10 cm.
Tonbko nocne 3TOro pasBepHYTb BbIBEPHYTbIA Kpalk MaHXeTbl NpaBoOi MepyaTku
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aHaNoOrMYHbIMKU  KPYTOBbIMUM ABMXEHMAMW. HaTAHYTb MaHXeTy u4eTbipbMA nanbuyamn u
OKOHYaTe/IbHO MOMNpPaBUTb NepyaTKu, obecneumns ux KOM(*)OpTHOE‘ ncnonb3oBaHUeE.

Bu3yanbHO NpoLecc HafieBaHWUs XMPYPruyeckux nepyaTok npeacrasneH Ha puc.l.

N

10

tl 12 13 14

Puc. 1. ANropuTM HaZleBaHUS XUPYPrYecKnX nepuaTok

CyLecTBYHOT 0COBEHHOCTM paboThbl B XUPYPruyecKmMxX nepyaTkax.
PyKn B CTEpMAbHbIX NepyaTkax He cneayet OMyCKaTb HUACE CTEPUbHbIX MOBEPXHOCTEN
WHCTPYMEHTaIbHOTr0 M onepaLMoHHOro ctonoB. O6paboTKy NepyaToK CAUPTCOAEPXALUMN U
MHBIMW aHTUCENTMYECKUMWU CpeaCcTBaMW rMepes HayanoM onepayuM U B Xoge paboTl
NPOM3BOANTbL He PEKOMeHAYeTCH, TaK KakK OHW YBeNM4unBalT MOPUCTOCTb/MPOHMLAEMOCTb
maTepuana mMepyaTtoK .M CO34al0T YCNOBMA [ANS  NPeofoneHMs  3alMTHOro 6apbepa
MUKpOOpraHmamMamn. [Ona noggepXaHus ONTUMaNbHOrO YPOBHS  3alWWUTbl  MepyaTKu
Heo6X0ANMO MeHATL Yepe3 Kaxble 60-120 MUH., B 3aBUCMMOCTM OT XapaKTepa onepaTMBHOIO
BMelyatenscTBa. lMepes HageBaHMEM HOBbIX MepyaTOK HEOH6XOAMMO NPOBECTUM 06paboTKy pyK
cnupTcoepXalmnm aHTUCENTUKOM.
MepyaTky cnefyeT 3aMeHUTb B CeAYHOLLNX CUTYaUnNax:

nocne noBpexgeHuns (Npokona);

nocnie o6HapyXeHus gedekTa;

nocne cny4yaiHoro aNeKTPUYECKOro yaapa OT 3NeKTPOXUPYPTrnYeCcKOro MHCTPYMEHTA,;

npv nonagaHun (BNUTbIBaHUA) NOA NepyaTKy 060N XULAKOCTH;

Mpu NOABNEHUMN NNKOCTH;

Mpu OWYLLEHUN NOSABNEHNSA «NEPYATOYHOIO COKa;

npu nepexoje 0T «FPA3HOrO» 3aTana onepayum K «4UCTOMy».
Ecnn nospegmnach ofHa nepyatka, He0O6X04MMO 3aMeHUTL 06e. Mpu 3amMmeHe nepyaTok nocne
CHATUA MUX C PYK cnegyeT MpoBecTM 06paboTKy PYyK KOXHbIM aHTUCENTMKOM. HoBy napy
nepyaToK HageBaTb Ha BbICOXLLME PYKW.
CHMUMaTb WUCNOMb30BaHHble MepyaTKu cnefyeT OCTOPOXHO, u3beras pasbpbI3rnBaHUsA C
MOBEPXHOCTE nepyaTku, NpU KOTOPOM BO3MOXHO MUKPOOGHOE 3arps3HeHue pyK w
OKpY>XatoLLel cpeabl.
YT06bl CHATL NepyaTky, HeO6XOAMMO B3ATb Na/bLaMy MPaBoli PyKU B NepyaTke MaHXeTy Ha
NeBOM nepyaTtke C Hapy>XHOM CTOpPOHbl. CHATb nepyatky C /1IeBOW PYKW, BblBOpaymBas ee
HaM3HaHKy U OCTaBWUTb €&, AepXa 3a OTBOPOT, B MpaBoi pyke. 3aTeM MOMeCTUTb Najblibl
CBOOOAHON NEBON PyKW B MaHXEeTy NepyaTtkM Ha MpaBoOi pyKe W CTAHYTb €e aHanormyHo
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nepBoii. BbiBEpPHYB NepyaTKy Hau3HaHKy, MCMOMb30BaTb €e B KauyecTBe Mellka ANs ApYroii
N nepuaTkn. [Morpy3anTb 06e MepyaTKM B EMKOCTb C Ae3VHQUUMUPYIONAWM PacTBOPOM ANS

06e33apaXknBaHNs UK B OHOPA30BYHO EMKOCTb N1l BPEMEHHOTO XpaHeHWs 0TXO/0B C Lie/bto

nocneAytoLLero LLeHTPann30BaHHOTO 06€33apaxnBaHNs/06e3BPEXNBaHNS.

Bur3yanbHO NPOLIECC CHATUS XUPYPrMUYECKMX NepyaTok NpeacTaBieH Ha puc.2.

Puc. 2. ANTOpPUTM CHATUS XUPYPrUYECKMUX NepuaTok

Mocne 3aBeplueHUst paGoTbl M CHATMS MepyaToK HEeOo6XOAMMO MPOBECTU TUTUEHNYECKYHO
06paboTKy pyK. OIHOpPa30BbIe NepuaTKy NOCNE NCNONb30BaHMs NOANEXAT 06e33apakMBaHuo/
06€3BPEXMNBAHMNI0 KaK MeJULIVMHCKME 0TX0Abl COOTBETCTBYHOLLEr0 Knacca. A8 npounakTukm
CYXOCTW U HEXEeNaTeNbHbIX ABNEHNI Ha KOXEe PYK MEAULMHCKAM paboTHWKAM PeKoMeHAyeTcs
BCEraa UCnonb3oBaTh MPOQECCMOHANbHbIA NUTATEeNbHbI KpeM ANs pyK.

8. YCNOBUATIPUMEHEHWNA

MepyaTKy JOMKHbI NPUMEHATLCA B COOTBETCTBMM C UHCTPYKLMEA HA MeAULUHCKOE n3genue.
MpuMeHeHne un3fgenna He TpebyeT cneyuanbHOW KBanudukauum WM cneumnanbHoro
o6pasoBaHus.

MeaWUNHCKME MepyaTKy MNPUMEHAIOTCA B JleyeOHbIX WAM  NeyebHO-NpoUIaKTUYECKUX
yUpexaeHnsax B 3aKPbITOM NOMELLEHNI, BAANN OT NPAMbIX COTHEUYHbIX yYeil Npu Temnepatype
oT 15°C go 25°C 1 0THOCUTENbHOW BNaXXHOCTK OT 65% A0 85% AN NOMELLEHWUIA.

W3pgenve npegHasHayeHO TO/MbKO AN OAHOPA30BOro  MpuUMeHeHUsA. TONbKO  And
WHAWBUAYA/IbHOTO NPUMEHeHUs. He NnpuMeHATbL NpY HECOOTBETCTBUN pasmepa.

9. YCNOBUA  TPAHCMOPTUPOBKW, XPAHEHUA W YTUWIU3ALUU
MEAVLMNHCKOIO U3AENNSA

TpaHCNoOpPTMPOBKA U3ENNsS MOXET OCYLLECTBAATLCS BCEMM BMAAMMW KPbITOrO0 TpaHcrnopTa B
ynakoBKe MPOM3BOANTENS B COOTBETCTBUM C MPaBuWAaMM TPaHCMNOPTUPOBKM, AENCTBYHOLUMY
ANs [aHHOTo BUAa TpaHcnopTa. Mpu TPaHCMOPTWPOBKE He AO/MKHbI HapyllaTbCsl YCNOBUS
XpaHeHwus.

N3nenns Heo6XOAMMO XpaHWTb B CYXOM MeECTe, 3alllWlieHHOM OT BO3[eACTBMS NPSMbIX
COMHEYHbIX Nyyell WUAWN SPKOTO WCKYCCTBEHHOIO CBETa, MMEILEro BbICOKOE COAepXKaHue
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ynbTpaduoneTa, npu temnepatype oT 0°C go 25°C 1 OTHOCUTENbHOI BNAXHOCTU BO3AyXa - OT
I 65 fo 85%.
CnesyeT 6bITb OCTOPOXHBIMU C U3LENUAMU, XPaAHALWMMUCA NpU TemnepaType Hxe 15°C, Tak
KakK Mpu HeoCTOPOXHOM 06palieHMM OHM MOTyT ObiTb XXECTKUMMWU W YyBCTBUTENbHbIMU K
geopmauunmn. Mocne xpaHeHUs NPU HU3KOW TemnepaType nepyaTky rnepes UCMOJb30BAHWUEM
NOMKHbI 6bITb NporpeTbl 4o 30°C No BCeMy 06beEMY n3fenus.
B nomeuieHnax ONA XpaHeHUsA He LONycKaeTcs pasMeliaTb 060pyfOBaHWe, reHepupytoLlee
030H, TaKOe KaK PTYTHble flamnbl WX BbICOKOBO/IbTHOE 3/1EKTPO06OPYf0BaHNe, ABMAIOLLLEECS
MCTOYHMKOM MOBbILEHHOT0 NCKPOO6Pa3oBaHus UK 6eCLlUyMHbIX 3/IEKTPUYECKUX pa3psLoB.
N3pgennsa Heob6XOAMMO XpaHWUTb BAAAM OT WCTOYHWKOB BO3ropaHus. [oprouve rasbl U
opraHuyeckue napbl LOMKHbI 6bITb UCK/IHOUYEHBI N3 CKNAACKUX MOMELLEHNA.

Heucnonb3oBaHHOe MeAMLMHCKOE W3fenue, npuilefliee B HEMNPUrO4HOCTb, B TOM YUCNE B
CBfA3N C UCTEYEHMEM CPOKa roLHOCTU, NPUHAANEXUT K Kateropum O6wunx otxonos (OTxoabl
Knacca A corfiacHo HopMaTUBHOMY pykoBoacTBy P® CaHlMuH 2.1.3684-21).
Mcnonb3oBaHHOE MeAULMHCKOE U3LeNnne NPUHagNeXunT K KaTeropun MHMeKUNOHHbIX 0TX0A0B
(OTxofgbl Knacca b cornacHo HopMaTuBHOMY pykoBoacTey PP CanlMuH 2.1.3684-21).
C6op, BpeMeHHOe XpaHeHWe ¥ BbIBO3 OTXOL0B CNeAyeT BbIMOMHATL B COOTBETCTBUU CO CXEMOW
| obpaLleHns ¢ MeAULUHCKUMW 0TX04aMU, MPUHATOM B JaHHOW OpraHu3aLun, 0CyLLeCcTBAAIOLLEN
MeAULMHCKY n/unn hapmaLeBTUYeCKYHo feATe/IbHOCTb.

10. CWVMBO/JIbl, MTPUMEHAEMBIE B MAPKUPOBKE MEANUMNHCKOI'O U3AEJTNA

M3roToBuTens

[ata n3rotoBneHus

Vcnonb3oBathb A0

ANKog naptum
STERILE R PagualnoHHas cTepunumsayms

4 He ncnonb3oBaTb Npu NOBPEXAEHUM YMaKOBKM
He fonyckaTb BO3J4eNCTBUA CO/THEYHOTrO CBeTa
bepeub oT BNaru

TemnepaTypHbIii AnanasoH

JnanasoH BiaXXHOCTU

3anpeT Ha NOBTOPHOE NPUMeEHeHNe

25 O~ =

CO/EpXUT HaTypabHbIii KayyyKOBbIii NaTekc
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11. TAPAHTNWN NMPON3BOAUNTENA

4 Mpou3BoAMTeNb  rapaHTMPYeT COXPaHHOCTb  BCEX MapaMeTpoB U XapaKTepucTUK
XVUPYPTrUYECKUX MepyaToK B TeueHue 3 NeT ¢ AaTbl NPOU3BOACTBA MPU YCNOBUU LiENOCTHOCTY

yMNakoBKMW, CO60AEHNS YCIOBMIA TPAHCMOPTUPOBKM, XPaHEHWS U MPUMEHEHUS B COOTBETCTBUU
C UHCTPYKLMEN.

12. MEPEYEHb TNMPUMEHAEMBbIX TPOW3IBOANTENEM (U3TOTOBUTENEM)
MEOAVNUWMHCKOIO USAETVNA HAUMNOHAJIbHBIX CTAHOAPTOB

EN 455-1:2020 MepyaTkn MegULMHCKME ofHopasoBble. YacTb 1. TpeboBaHus W
onpefeneHne OTCYTCTBMA OTBEPCTUI

EN 455-2:2015- lMepyaTkKn MefuLMHCKME ofHopas3oBble. YacTb 2. TpeboBaHMA W
MCnbITaHUA PU3INYECKNX CBONCTB

EN 455-3:2015 MepuyaTkn MeguUMHCKME oOfiHOpa3oBble. YacTb 3. Tpeb6oBaHUs U
ncnbliTaHWUA A1 6MONOTNYECKON OLLEHKM

EN 455-4:2009 MepuyaTkn MeAULMHCKME ofHOpa3oBble. YacTb 4. TpeboBaHua u
ncnbiTaHWA ANA onpejAesnieHNs CpoKa rogHoOCTu

EN 556-1:2002 CTtepunusaumns MegULUHCKNX M34ennin. TpeboBaHMSA K MeANLUHCKUM

N3LeNnAM KaTeropum «cTepunbHble». YacTb 1. TpeboBaHuA K
cTepunnsaunmn ynakoBaHHbIX MeAULMHCKUX U3[EeNNi

ISO 2859-1:1999 Mpouefypbl  BbIBOPOYHOTO  KOHTPONA MO anbTepHaTUBHOMY
NpU3HaKy. YacTtb 1 INEGTY BbIGOPOYHOTO KOHTpONA
nocnefoBaTeNnbHbIX MNapTUA Ha OCHOBE MNPMEMIEMOrO YPOBHS
KayecTBa AQL

1ISO 11137-1:2006 Ctepunuszaymns MeANLMHCKOMN npoayKumn. PagnaunoHHas
ctepunmsayua. Yacte 1. TpeboBaHus K pa3paboTke, Banugauum u
TeKyleMy KOHTPONK npouecca cTepuausaunm MegULUHCKUX

n3nenwnii

ISO 11137-2:2013 Ctepunusaums MeANLNHCKOWA npoAyKumnu. PafnaLnoHHas
cTepunmsayma. Yactb 2. YcTaHOBNEHWE CTEPUNN3YIOLLENA A03bI

ISO 11137-3:2017 Ctepunuzayns MeANLNHCKO npoAyKumMn. PaanaunoHHas

ctepunm3ayma. Yactb 3. PYKOBOACTBO MO  WCMNOJIb30BaHUIO
J03UMeTpUN Npu pas3paboTke, Banngaumu U TeKyLLeM KOHTpoe

ISO 10993-1:2018 OueHKa 61M010rMyeckoro AeicTBust MeaNLNHCKUX n3genmnii. Yacto 1.
OueHKa 1 uccnefoBaHua B nNpoLecce MeHeXXMeHTa pUCKOB

ISO 10993-10:2010 OueHKa 6MONOrnMYeckoro AerNCTBMA MEAULMHCKUX n3genuii. YacTb
10. WccnepoBaHums  pasfpaxkalwero u  CeHCMOMNMU3MPYIOLWEro
nencTeums

ISO 10993-12:2012 N3genna  meguunHckne. OueHka OGUONOrMYeckoro  feicTBus
MeAMUUHCKMX un3gennii. YacTtb 12. [MpurotoBneHne npo6 wu
KOHTPO/IbHble 06pasLbl

ISO 11607-1:2019 YnakoBka And MeAWUMHCKUX W3aennin, noanexawmnx OUHULLIHON
ctepunmsaymn. Yactb 1 TpeboBaHMA K matepuanam, 6apbepHbliM
cuctemam And CTepuansaumm 1 ynakoBoYHbIM CMCTEMAM

ISO 11607-2:2019 YnakoBka Ans MegUUMHCKMX W3Aennin, noanexawnx ¢GUHULLHOMN
ctepunmsaymn. Yactb 2. TpeboBaHMs K Banupaumy npoLeccos
(hopMupoBaHuA, repmeTusaLnmn nu c6opku

ISO 11737-1:2018 Ctepunusaumnsa MeAUUMHCKUX un3genuin. Mukpobuonornyeckue
metodbl. Yacte 1. OueHka noONynsauum MUKPOOPraHU3MOB Ha
npoaykKTe
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ISO 11737-2:2019

ISO 13485:2016

ISO 14971:2012

ISO 15223-1:2021

1ISO 22196:2011

ASTM D4127

ASTM D573

ASTM D3767
ASTMD5151

ASTMD5712

ASTM D6124

ASTM D6499 '

2017/745/EU

CTepunusaumns MeguLUHCKUX u3gennit. MukKpo6ruonoruyeckue
MeToabl. YacTb 2. McnbiTaHUS Ha CTEPUNbHOCTb, NPOBOAKMbIE NPU
onpeaeneHun,  BaAMpauuMm M OBCAYXWBaAHMM  Mpouecca
cTepunn3aLmm

N3penns  meguunmHckue. CUCTeMbl  YMpPaBMEHUS  KAuyecTBOM.
Tpe6oBaHWs K PETYNINPOBaHNIO

N3genus meguumMHcKue. [MpMMeHeHWe MeHeIKMEHTa pucka K
MEeAULMHCKUM U3Lennsam

N3penns  meguumHckue.  CUMBONbI,  MPUMEHSEMbE  MpU
MapKMpOBaHWNW Ha MEAULMHCKUX W3LENnUsx, OTUKETKax W B
COMNPOBOANTENbHOI AOKyMeHTauun. YacTb 1. OCHOBHbIe Tpe6oBaHMS
N3mepeHne aHTUGaKTepUanbHOM aKTUBHOCTM HA MOBEPXHOCTY
nnacTMacc u pyrux HeMmopucTbIX MaTepuanax

CTaHAapTHbIE METOAbl UCMbITAHWIA ANS BYNKAHW3UPOBAHHbIX PE3UH
M TEPMO3/1acTONNACTOB. PacTsxeHune

CTaHAapTHbIV METOA UCMbITaHUIA pe3nHbl. CTapeHne B TepMOCTaTe C
BO3yX006MeHOM

CTaHAapTHas NpakTuKa Ans pesnHbl. 3amepeHue pasmepos
CTaHAapTHbIE MeToA O06HapyXXeHWs OTBEPCTUI B MeAWLMUHCKUX
nepyaTkax

CTaHAapTHbIA  MeToA  OMpefeneHnus  IKCTparupyembiX BOAOIA
MPOTEVHOB B HAaTypa/bHOM Kay4yKe U U3aeNnsax U3 Hero ¢ NoMOLLbo
MOAMMMLMPOBAHHOTO MeToaa Jloypw

CTaHAapTHbI MeTof onpefeneHns 0CTaTOYHOro OMy/ApPWBAOLLErO
BELLECTBA Ha MEAULMHCKUX NepuaTKax

CTaHAapTHbI MeToq MMMYHONOTNYECKOTO onpeaeneHus
AHTUTEHHbIX MPOTEMHOB B HaTypa/bHOM KayuyyKe W U3Aenusx w3
Hero

PernameHT EBpOCOO3a N0 MEAULMHCKUM U3AENUAM

VIHCTPYKLMA M0 NPUMEHEHMIO MEAULIMHCKOTO U3enunsa BbinyckaeTcs BnepBble (Bepcus:

01 (Ma 2024)).

< Mpy BO3HWMKHOBEHUWN HEXEeNaTe/IbHOro ABMEHWA, WMEKLero npu3Haky HebnaronpusaTHOro
cobbITMA  (MHUMAEHTA), Heob6XoAMMO  YBEAOMUTb O HEM  NpousBoaAuTens  nmbo
YNONHOMOYEHHOr0 NpeAcTaBUTeNs NPOU3BOANTENS.

==== KOHel,| NepeBo/a A0KyMeHTa =====

IepeBof] C KUTANCKOTO Si3bIKa Ha PYCCKUI S13bIK BbINOMHEH MEPEBOAUNKOM ANeKceeBoii AHaCTacKei AHATOLEBHON.
A MOATBEPXK/AK0, UTO CBOGOAHO B/t YKa3aHHbIMI S3bIKaMI1, 11 YTO BbINOHEHHBIV MHOIA NEpeBo SBSeTCs

rieBNabHBM, TOYHBIM U AONHBIM.

Wnm-cwn

Iepesop, C aHIMMIACKOro A3blKa Ha PYCCKMIA S3bIK BbINOMHEH NepeBogHOM Eenorpanckoii HATanmeli BAuKr. naHNHHMN
A NoATBEPXK/AIO, UTO CBOGOAHO B/afEH YKa3aHHbIMM Si3bIKaMI1, 11 YTO BbINOSHEHHbIV MHOIA NepeBo, SBMSETCS

MpaBWIbHbIM, TOYHLIM U MOSTHBIM.
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MeTepbypr

Poccuiickaa degepaums, CaHKT-IMeTepbypr

UeTBepTOoro MoHA Be ThiCAYM ABafLaTb YeTBEPTOro roga

A, AHTOHOBa IpnHa AnekceeBHa, HOTapnyc HOTapManbHOro oKpyra
CaHkT-lMeTepbypr, CBUAETENbCTBY NOA/IMHHOCTb MOANUCK NepeBofyYMKa
AnekceeBoii AHacTacum AHaTo/NbeBHbI, NepeBogunka benorpagckon
HaTtanuun BA4ecnaBoOBHbI.

Moanuck caenaHa B MOEM NMPUCYTCTBUN.

JlnyHoCTb NognucasLLero 4OKYMEHT YCTaHOB/EHA.

3apermcTtpmupoBaHo B peecTpe: Ne 78/621-H/78-2024-

YnnayeHo 3a CoBepLleHNe HoTapuanbHoro geinctens: 700 py6. 00 Kon.

N.A. AHTOHOBA

MToro B HacTosiLLEeM
OOKYMeHTe

23 (gBaguaTb TpKW) NucTa.
HoTapwuyc:

JULSJi-'
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Poccuitickaa depepaums, CaHKT-MeTepbypr

UeTBEPTOro WIOHSA ABe ThiCAYN ABAfLATbL YETBEPTOro roga

A, AHTOHOBa WVpwuHa AnekceeBHa, HOTapuyc HOTapuaibHOro
CBWETENbCTBYIO BEPHOCTb KOMWUK C MPEeACTaBNEHHOIO MHE [OKYMeHTa.
3aperncTpupoBaHo B peectpe: Ne 78/621-H/78-2024-5-1191

YnnayeHo 3a CoBepLUeHVe HOTapuaibHOro geictems; 2160 py6. 00 kon.

oKpyra

CaHkT-MeTepbypr,

N.A. AHTOHOBA

MToro B HacTosLLeM [OKYMEHTe
24 (OBaguaTtb YeTbIpe) NucTa.
HoTapuyc:

KsichMaTepBA oCrems'crpeoc™
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