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K NAME
Surgical disposable slcrile natural latex gloves “BENOVY" antibacterial
consisting of:

I. Design versions:
1. Surgical disposable sterile natural latex gloves “BENOVY” antibacterial anatomical
with curved fingers textured powder-free with polymer coating (beaded cufO, color:
white, size: 6.0, 6.5, 7.0,7.5, 8.0, 8.5,9.0 - 10/25/50/100/200 pairs/pack.

2. Surgical disposable sterile natural latex gloves “BENOVY™ antibacterial anatomical
with curved fingers textured powder-free chlorinated (beaded cuff), color: white, size:
6.0, 6.5, 7.0. 7.5, 8.0, 8.5, 9.0 - 10/25/50/100/200 pairs/pack.

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

Manufacturer and producer of the medical device

Manufacturer Anhui Anyu Latex Products Co., Ltd.
N0.95, Yuhe Road, 233010 Bengbu, Anhui, China

Address of the
manufacturing facility No0.95, Yuhe Road, 233010 Bengbu. Anhui, China

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.

The scopes of delivery
of the medical device:

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 healthcare 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 diat require compliance with aseptic requirements.

3.  INDICATIONS FOR USE OF THE MEDICAL DEVICE
The need for surgical operations and other sanitary actions that require sterile conditions. Gloves
are individual protective device for medical staffs hands. The use of gloves in medical
organizations is a mandatory requirement.

4.  FUNCTIONAL SPECIFICATION

The operational principle of the medical device i er between the skin
surfaces of medical workers’ hands and the s othj»;:~(faces of the patient,
that require compliance with sterility conditions, prevents bacterial
and/or viral contamination between the medical and increases the
effectiveness of aseptic conditions during surgical the health worker

from possible infection during surgery and other sanitary
The microtexturcd 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.
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5,  RISK OF USING, CONTRAINDICATIONS AND SIDE EFFECTS

Poicmiai risk- Class 2a.

Coniraindications of the medical device use will be a patient’s or a health worker’s allergic
reaction 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 arc most
often associated with a latex allergy, individual sensitization of a healthcare worker to the
chemical components of latex material.

The manifestation of dennatitis 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 iiTitalion occurs, stop using gloves and consult a doctor.

Shelf life of surgical gloves is 3 years.

6. TECHNICAL SPECIFICATIONS

Form Surgical gloves have curved fingers, with division into the right and left
hands (anatomical), the cuffis beaded.

Surface The gloves have a textured surface over the entire area of fingers and
palm.

Dimensions Width, length and thickness of gloves must comply with the values given
in table 1

The thickness of the bead for all design versions of the medical device is not more than 2.5 mm.
Table 1 Dimensions ofthe medical device

Size Length /. Width 1V, Thickness, mm, min
mm, min mm finger palm cuff
6.0 1175
65 260 83+5
7.0 8915
75 270 95+5 0.13 0.13 0.10
8.0 102 +6
85 108 £6
9.0 20U 114+6
Physico-mechanical Physico-mechanical characteristics of the gloves must comply with the
characteristics values given in table 2.
Table 2.
Characteristics Before ac_:celerated After ac_celerated
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

Force at 300% elongation, N, max
Inspection levelsand  For the purposes of quality control, ¢

acceptable quality according to the requirements of IS
level
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levels and acceptable quality levels AQL must comply with the values
given in table 3.

Table 3.

Parameter Defect related to parameter Ins{; i(;tllon AQL
Watertightncss Presence of holes Gl 15

. . Mismatch of length, width and
Dimensions thickness S-2 4.0
Physico-mechanical Mismatch of parameters before and 52 40
parameters after accelerated aging '
Residual powder Exceeds recommended maximum N“5
concentration value
Water-cxtractable protein Exceeds recommended maximum N=3
content value B
Antigenic protein content Exceeds recommended maximum N=1
value
Wateriightness Gloves are watertight. Tlie acceptable quality level (AQL) is< 15.
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 200
protein content pg/dm™.
Antigenic protein The concentration of antigenic proteins is not more than 10 pg/dm™.
content
Antibacterial The medical device has antibacterial properties.
properties

7.  APPLItATION PROCEDURE

Before using the gloves healthcare workers carry out hygienic treatment of their hands having
perfonned 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 cuffremains 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 ofthe cuff. Spread the cuffofthe left glove on the gown in circular motions.
The cuffof the glove should overlap the cuff of the gown sleeve -10 cm. Only
then spread the inverted cuffedge ofthe right glove in the same 10t™Jull on the
cuffwith your four fingers and finally adjust the gloves, cns

Visually the process of surgical gloves donning is shown in F
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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
changed every 60-120 min, depending on the nature of the 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;

e ifany liquid gets (absorbs) under the glove;

* upon appearance of stickiness;

e upon sensation of “glove juice®* appearance;

» inthe 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 ofgloves
on dry hands.

Remove used gloves carefully, avoiding splashes from the surfaces of the glove, which could
cause microbial contamination ofthe hands and the environment.
To remove the glove, it is necessary to take the left glove cuff from the outside by fingers ofthe
right hand in the glove. Remove the glove from the left hand turning it inside out and leave it
holding the lapel in the right hand. Then place the fingers of the freetolIK"'fiytti.e glove cuff
on the right hand and pull it off similarly to the first one. Having out, use
it as a bag for another glove. Immerse both gloves in a containe®"Jbaxfisini® for
disinfection or in a disposable container for temporary waste stprasOor sulfcequ”tcamralized
disinfection/neutralization.

Visually tlie process of surgical gloves removing is shown in
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Figure 2. Surgical gloves removal algorithm

After finishing the work and gloves removal, it is necessary 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 of the device does not
require special qualification or special education.

Medical gloves are used in medical or healthcare facilities indoors, in a dry place, away from
direct sunlight, at a temperature of 15RC to 25RC and relative humidity from 65% up to 85%.
For single use only. For individual use only. Do not use in case of size mismatch.

9. TRANSPORTATION, STORAGE AND DISPOSAL CONDITIONS OF THE MEDICAL
DEVICE

Tlie transportation of the device may be carried out by all types of covered vehicles in the
original package as per the transport regulations, which arc 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®Cto 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 throughotft*Ldgvice volume.
Storage rooms should not contain ozone-generating equipment, or high
voltage electrical equipment, generating excessive sparks or inau™1*d”|ri%

The devices must be stored away from sources of ignition. ~H(h4|/1bD& gastv""j33\rganic
vapors should be excluded from the storage facilities.

An unused medical device that has become useless, includingdt _  eej*|Brion M ~1 dongs
to the category of General waste (Class A waste according to' i*j*latory gni”™i of the
Russian Federation SanPiN 2.1.3684-21).
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The used medical device belongs to the category of Infectious waste (Class B waste according
10 the regulatory guidance of the Russian Federation SanPiN 2.1.3684-21).

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

/ 10. MANUFACTURER’S WARRANTIES

The manufacturer guarantees the preservation of all parameters and characteristics of the gloves
throughout the shelflife (3 years) upon the condition ofpackage integrity, observance of storage,
transportation and operation conditions in accordance with the instruction and acceptable quality
level AQL<1,5-

11. LIST OF NATIONAL STANDARDS, APPLIED BY MANUFACTURER OF THE
MEDICAL DEVICE

EN 455-1:2020 Medical gloves for single use. Part 1. Requirements and testing for
freedom from holes

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

180 2859-1:1999 Sampling procedures for inspection by attributes - Part 1: Sampling
schemes indexed by acceptance quality limit (AQL) for lot-by-lot
inspection

ISO 11137-1:2006 Sterilization of health-carc products - Radiation - Part L
Requirements for the development, validation and routine control of
a sterilization process for medical devices

ISO 11137-2:2013 Sterilization of health-care products - Radiation - Part 2
Establishing the sterilization dose

ISO 11137-3:2017 Sterilization of health-care products - Radiation - Part 3: Guidance
on dosimetric aspects of development, validation and routine control

ISO 10993-1:2018 Biological evaluation of medical devices - Part 1. Evaluation and
testing within a risk management process

ISO 10993-10:2021 Biological evaluation of medical devices- Part 10: Tests for irritation
and skin sensitization

ISO 10993-12:2021 Medical devices. Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials

ISO 11607-1:2019 Packaging for terminally sterilized medical - Part L
Requirements for materials, sterile barrier ttkd"i”kaging
systems

150 11607-2:2019 Packaging for terminally sterilized mii 2.
Validation requirements for forming, seaay, ses

ISO 11737-1:2018 Sterilization of medical devices - Microbh 1L

Determination of a population of microorj
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201%)

ISO :3445 2UI6
rsc> ;44”1::019

ISO 15223-1:2021

ASTM D412

ASTM D573

ASTM D3767
ASTM D5J51
ASTM D5712

ASTM D6124
ASTM D6499

GBT  31402-2015
(ISO  22196:2007,
IDT)

CE

2017/745

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 Generaf
requirements

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

-~

European Conformity. Requirements
Medical Device Regulation (EU)

DA 1A ON AUTHOMZED REPRESENTATIVE OF THE MANUFACTURER

In case ofany 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.

Authorized representative of the manufacturer on the territory of the Russian Federation:
“BENOVY” Company Limited

“BENOVY” Co. Ltd.

Russia, 194292, St. Petersburg, 1,5-y VVcrkhniy pereulok, litera J, office 205.
Tel.: +7 (812) 309-16-32, www.benovy-company.ru. e-mail: benovy(gbcnovy-company.ru

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



ITepe6od ¢ anzauiicko20 u XUMAIICK020 RIBKOE HA PYCCKULE R3bIK

, Knralicknii komuTeT coaeiicTBHS PA3BHTHIO MEXKAYHAPOAHOH TOPTOBIH
/ KnuTailickas MeRAyHAPOAHAR TOProBaf NAJIATA

01746258

Cepradnkar

/QR xon/
Ne 243400B0/004439

HACTOSIIUM TIOATBEPXAAETCSH, YTO neuars kommammu «AHBXON AHBIO
JIATEKC INPOAVKTC KO., JTA.» (ANHUI ANYU LATEX PRODUCTS CO., LTD.),
npocrabnentas Ha npunoxersom JOKYMEHTE, senserca noanuaHOH.

/Haknaasas nesats: Ceprudpuxauus®

Kuraitcknit xoMHTeT coaelicTpun
Pa3’BUTHIO MEXAYHAPOAROH TOpropan/

Meuars: Cepraduxamus * Kuralicknif koMeTeT cogeiicTrus
Pa3BHTHIO NEGXAYHapoxHoH Toprosm/ - 2 mrT.

Kuralickmll xoMaTeT cOtelicraus
PA3BRTHI0 MEXIYHAPOAHOK TOProBIH

Moanuce YIOJHOMOYCHHOTO JTHUA.

/Tloonucv/
Ju Bons (Li Wen)
Jara: 10 masg 2024 r.

BeG-caliT Ans nposepxu AgHHOIO cepriduxata: hitp/
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An Annxoti Ausio Jatexc lpoayxre Ko., JiTa.

NUY  (anhoi Anya Latex Products Co., Ltd,)

% RERR Ne 95 10i#tx3 Poya, 233010 BanGy, Ansxoi, Kurait
(No. 95 Yuhe Road, 233010 Bengbu, Anhui, China)

Ten.: +86-552-4928966
Snextponnasz noura: yolanda@anyuglove.com

YTBEPXJAIO:
Pykopoaurens O1aena KOHTPO/IL KasiecTba
Monnucs/ r-u lun Mauupu (Mr. Ding Mingqing)

MHCTPYKIIMS [I0 IPAMEHEHUIO
MEARUHHCKOro H3aCiInd
IlepuaTku XHpYprudecKkne 0XHOPA30BbIe CTCPHAIAbHbIE
«BENOVY)» a3 HATYPAJBLHOr0 JJATEKCA

aHTHOAKTEepHAAbLHEIE

/MlevaTts Ha cTpaRANAX ZOKYMEHTA:
Ansxoft Ansio Jlarexc IIpoayxre Ko., JIta.
(Anhui Anyu Latex Products Co., Ltd.)/

Bepcna: 01 (Mait 2024)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1. HAMMEHOBAHHE

[NepuaTku xupypruyeckue oanopasonle crepuibHble < BENOVY » H3 HaTypansHoro snarexca
aHTHOaKTepHaNbHEIE

B COCTaBC:

I. BapuaHTbl HCIIOJHEHHA:

1. INlepuyatku XHpypruueckue ogHopaszobsie cTepuibibie «BENOVY» u3 narypansHoro
narekca  aHTHOAKTepHaIbHBIE AHATOMHYECKHE C  H3OIHYTBIMH  NaIbLaMH
TEKCTYpPHUPOBaHHBIE HEONYAPEHHLIE C NOIHMEPHBIM MOKPHITHEM (MaHXETa C BAJIMKOM),
user: 6esnblii, pasmep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0 - 10/25/50/100/200 nap/yn.

2. Tlepyatku xupypruueckue ogHopaszoBble crepuibHbie «BENOVY)» u3 HaTypansHOro
natekca aHTHOaKkTepHalNbHblE  AHATOMHYECKHE C  HM3OTHYTBIMH  NajJbLAaMH
TEKCTYPUPOBaHHBIE HEONMYyApPEHHLIE XJIOPHPOBAHHBIE (MaHXETa C BAIHKOM), LBET:
6enwiit, pasmep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0 — 10/25/50/100/200 nap/yn.

I. HucTpykums no npuMeHeHuto — 1 mr. (Ha moTpeGUTENBLCKOR YNIaKoBKe).

HPOHSBOIIIITCJIB H H3ITOTOBHTE/IbL MEAHIHHCKOr0 H3ACJIHN

[Tponssoaurenn «Anpxoit Anbio Jlarekc Ilpoayxre Ko., JIta.»
Ne 95, KOt#ixa poya, 233010 Banby, Aubxoft, Kurait

Anpec npou3BoicTsa Ne 95, 10iix3 poya, 233010 bauby, Anubxoi, Kuraii

KoMmnnekTHocTH - 10 nap B morpebuTenbcKo#t ynakoske;
NOCTaBKH - 25 nap B noTpeGHTENBCKOM yIaKoBKe;
MEIHLHHCKOTO - 50 nap B moTpe6uTENBCKON YIaKOBKE;
U3eNuA: - 100 nap B noTpeGuTENBCKON YNaKOBKeE;

- 200 nap B noTpeGHuTeNbCKON YIaKoBKe.

2. HA3ZHAYEHME

INepuaTky npeaHa3HayeHb! A1 OQHOPA30BOro HCNOML30BAHHA MPH 3aI0HMTE PYK MEIHLMHCKOrO
nepcoHana u cosgaHus Gapbepa oT GakTepHaubHON W/HIHM BHPYCHOH KOHTaMHHALMH MEXIY
MEAMLHMHCKMM paGOTHUKOM M MalHEHTOM BO BpeMs XHMPYPrHYECKHX onepauu#fi H Apyrux
CaHHUTapHbIX AeACTBUAX, TpeOYIOIMX COOMIONEHUS YCIOBHH CTEPHIBHOCTH.

[lepyaTtkd MOTYT HCNOJB30BAaTLCA MEIULHMHCKHM IIEPCOHAIOM, 3aicHCTBOBaHHBIM B
NpoBeJEHHM XHPYprHYeckod omepauuH, a TaKXKe OCYIIECCTBIAIOMHMHA mobble apyrue
caHUTapHble AeficTBHS, TpeOyronme cobmoneHus TpeGoBanuit no acenTuke.

3. NOKA3AHHMSA K MIPUMEHEHHIO MEJIHIIHHCKOI'O U3AEJIUA
Heo6xoauMocTh npoBeAeHHA XHPYPrHYECKHX onepaldifi M ApYyTrHX CaHHTapHBIX ACHCTBHI,
Tpebylomux cobaoneHns ycaoBHit crepunbHocTd. [lepyatku npeacrasnsior coboit cpeacrsa
MHAMBHAYAILHON 3alUMTBI PyK MeAHUHHCKOro mnepcoHana. Hcnonp3oBaHue mnepyaTox B
MEAHLMHCKHX OpraHH3alusixX ABasercs o6a3arenbHbM TpeGoBaHHEM.

4. OYHKHHOHAJIbHASA XAPAKTEPHUCTHKA

TIprHUMN AeficTBUA MEAMLMHCKOrO H3AE/HA 3aKIO4aeTcA B CO3aHHU Qu3Hyeckoro 6aprepa
MEXy OBEPXHOCTAMM KOXH PyK MEOHLIMHCKOIO NIEPCOHANA H ONepalHOHHOM N0J0CThIO JTH60
JOPYTHMH TMOBEPXHOCTAMH NalMeHTa, TpeGylomMMH COOMONEHHA YC/IOBHH CTEPHIBLHOCTH.
Taxum o6pa3oM, MeAMUHMHCKOE M3ENHE NpeAoTBpallacT GaKTepHanbHYIO H/HIH BHPYCHYIO
KOHTAMMHAUMIO MEXAY MEOULMHCKHM IEpCOHAIOM H MNalMEHTOM, M NOBLIAET
3¢ eKTHBHOCTL OO€ecneveHus acenTHYECKHX YCIOBHA NpPH NPOBEACHHH XHPYPrHYECKHX
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BMEINATENBCTB, NPEAOXpAHAS MEOAUHHCKOro paboTHHKA OT BO3MOXKHOIO 3apKCHHS NpPH
ONECPHPOBAHHY H APYTHX CAHNTAPHHIX NCHCTBHAX.

MukpoTekcTypupoBaHHas MOBEPXHOCTE BCCX BAPHAHTOB HCNOMHEHHA METUITHECKOTO H3/ICIMA
cnocoberByer HANEXHOMY 3aXBATY MEIHIMHCKAX HHCTPYMEHTOB, H TeM CAMBIM MOBBIIAET
BEPOATHOCTS YCICLIHONO HCXOAR ONICPALIHH.

5. PHCK IPHMEHEHHUA, IPOTHBONMOKA3IAHHSA ¥ IIOBOYHBIE DOPEKTHI

TToTeHIMANBHEIY PHCK NPUMEHEHRA NEPYATOK - Kiace 2a.

IlpotuBonoOKazaHHeM NpPHMEHEHHA MCEMHLHHCKOrO H3zenHs Oyaer ABAATLCS HAMHIHC Y
NaUMEeHTa WIH MEARUMHCKOro paboTHRKA QUIEPrHYECKOff peakiil HAa MNepYaTKH H3
HATYpanbHOro JaTeKca.

Mepuuunckue paGoTHHKH MOTYT HAG/MOAATS CEAYIOMHE BUAH OTPHIATEALHOTO BO3ACHCTBHS
HCTIONB3OBAHMA TIEPHATOK: HEAWICPrHYCCKHE KOHTAKTHHN JEPMATHT, anneprevecKuti
KOHTaXTHAIH AePMATHT H AJ/UICPrUHYCCKHE PEAKIAH HEMEUICHHOIO THNA, COMPOBOXAAIOMMAEC
KPalHABHHALEH, KOXHALIM 3YAOM H CHCTEMHBIMM ANIEPIAIeCKUMNE PeaKHuIMH.

Annepruveckie peakiiu NpH NPHMEHEHHH NEPYSTOK HAHOONEC 9YacTO CBA3AHHI C JIATEKC-
anneprucil, HHAMBAAYANsHON CeHCHOUTH3AUMEH MCJHMIMHCKOTO paGOTHHKA K XHMHYECKHM
COCTAB/IAIOLIAM JIATEKCa.

Bo3MOXHO DposABICHHE JCPMATUTOB H HHBIX KOXHBIX pasfipakeHuii Xax CICACTBHE
HENPaBUNLHOTO YXOAA 33 KoxkeH pyk B XECTKHX yC/IOBHIN H3ONLHUA KOXKH PYK OT €CTSCTBCHHOM
BEHTHISLIHH BO3AYXOM. i

Ipu nosBneHHH Pa3ApAXKCHHA KOXH HPEKPATHTS ncnomoam nepqu H obpatuTech 3a
KOHCYAbTalMeH K Bpayy.

Cpox roAHOCTH XHPYPrHYecKHX MEPUATOK COCTARINeT 3 roza.

6. TEXHHYECKHE XAPAKTEPHCTHKH ‘
®opma Xupypruyeckue NepyaTkd HMCIOT H30THYTHE NANbLEL, ¢ Pas/cIeHHEM

Ha IpaByIo H JICBYIO PYKH (aHATOMAYECKNE), Kpall MaHXeTHl 3aKaTaH B
BAJTHK.

IoBepxuocTn IMepuaTku HMEIOT TEKCTYPHPOBAHHYIO NOBEPXHOCTH NO BeeH obnactr
nanbites H TaA0HH,

Pa3Mephbi Illupuna, AMHHA ¥ TOMI(EHA MEPYATOK COOTBETCTBYET IHAUCHHUAM,

OpHBEACHHMM B Tabuuue 1.
TonmuuHa BajHKa IS BCEX BAPHAHTOB HCMONHCHHA MCRHIMHCKONO M3JCIRS COCTABIACT HE

Gonee 2.5 MM. .
Tabnuua 1. PasMeph! MEHITHHCKOIO H3ACHHA
Pasmep Jnuna I, MM, | lapuna W, TommuHa, MM, HE MEHEE
HE MEHEe MM naney JIaOHb MaHxkeTa
6.0 77+5
6.5 . 835
7.0 89+5
7.5 270 95+5 0.13 0.13 0.10
8.0 10246
8.5 108+ 6
9.0 480 11426
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Qusuxo- OH3HKO-MCXaHHYECKHE XaPaKTCPUCTHKH MEPYATOK COOTBETCTBYIOT
MeXaHHYeCKHe 3HAYCHHAM, NPHBEACHHBM B TabMue 2.
XapaKTePHCTHKH
Tabnuua 2.
JHo yckopernoro | ITocne yckopeRHOro
XapaxTepHCTHKA CTapeHuA CTapeHHS
TIpounocTs npu pacTaxeEnu, MITa, He MeHee 24
Vainuenue npu paspuise, %, He MCHES 750
Hanpsxenue npu 500% ymmuennu, MIla, ne 55
Gonee )
Ycunne npu paspuiee, H, He McHee 12.5
Ycuwme npu 300% yumuerwn, H, e Gonee 2.0

Yposun xourpons B mensx KOHTPONA KauecTsa MEPHYATKH OTOHpAOT M NpPOBEPRIOT
COOTBETCTBHH ¢ TpeOoBaHMAME cTaHpmapra ISO 2859-1. Vpoeuu
KOHTpO/IS M MNpHEMAECMEIC YpoBHH KauecrBa AQL cooTsercTBYIOT

H npHeMieMbiil
YPOBeRb KauecTsa

3HAYCHAAM, IPABSACHHLIM B Tabmune 3.

TaGauna 3.
Yposens
[okasarens Jedexr, cessanHLill ¢ NnokasaTeneM KOHTpOIA AQL
TepMeTHUHOCTD Hamuue oTsepcrait - Gl 1.5
HecooTBeTCTRHE UIMHN, INHPHARL

Pasmepsl  TOIHEEL j : S-2 4.0
OH3AKO-MEXaHHYECKHE HecooTercrBie noxasareneif g0 v S-2 4.0
NOKAa3aTeNH HOCHE YCKOPSHHOTO CTAPSHHS )
Macca ocTaTouHoro IIpeprimaer pexoMeHgyeMoe N=5

| OMY/IPHBAIOILICIO BEMIECTBA | MAKCHMANBHOC 3HAUCHHE ~

[Tperrinaer pekoMeHAyeMOE N
Copepxatne IpOTCHHOB MAKCHMANLHOE 3HAYCHHE N=3 -
ConepxaHue aHTHICHHBIX IIpeBrimaeT peKOMeHAyeMOoe N=1 _
NPOTEHHOB MaKCHMaNbHOE 3HAUCHHE
FepMeTHUROCTD Tepuatkn repmerwyHn. [lpnemaeMsili ypoBeHp KauecTsa
(AQL) cocrasnsger: < 1.5.
Conepxanue B HeonmyapeHHBIX nepdaTKaX COREPXKAHHE OCTATOYHOIO
OMYAPHBAWMICTO BEMMECTBA  OMYAPHUBAIOINIETO BEIIECTBA HE TPCBHINACT 2 MI' HA OAHY
nepyaTKy.

Conepxatine Conepxanne KcTparupyeMsx Bogoil nporenHop He Gonee
IKCTPArupyeMbIX Boaoi 200 Mxr/mM2.
NPOTCHHOB

Coaepxanne aHTHreHHBIX
NpPOTeHHOB

AnTHOaKTEepHAIbHbBIE
csolicTBa

NOPAJIOK NIPHMEHEHM S

CoznepXauue aHTUreHHEIX NPOTEHHOB He Gonee 10 Mxr/mv?,

Meaauanackoe n3genne o0nagaer aHTHOAKTEPHATLHBIM

JelicTaHeM.

Ilepen mpuMeHEHHEM MEPYATOK MEAULUHCKHE DPAGOTHHKH NPOBOAAT TCHIHEHHYECKYIO
00paboTKy pyX, BHINONHHB TEXHOMOTHIO 0GpaGoTKH pyK XHPYpPIOB.
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Heobxogmmo cTporo cobntogatb npaBuna HajeBaHUs MepyaTtok, 4YTOObl He HapyWwuTb
CTEPUNBLHOCTb MX Paboyeil MOBEPXHOCTMN.

BCKpbITb MHAMBUAYANbHYHO BHELIHIOK YNakoBKY CTepW/ibHbIX MepyaTok (B CTOpPOHe OT
CTEPUNBHOTO CTONINKA), U3BNEYb («BbITPAXHYTb») U3 Hee BHYTPEHHMWIA KoWenék ¢ nepyaTkamu
Ha CTEPU/IbHYIO MOBEPXHOCTb. 3aTeM BCKPbITb BHYTPEHHUI KOWENEK CTEPUIbHBIM NMUHLETOM
nmbo acenTuyeckn obpaboTaHHbIMU pykamu. BHavane nepyaTka HafeBaeTca Ha JOMUHAHTHYIO
(NpaByt0) pyKy. bBonblwunm K ykKasaTe/llbHbIM NanbLaMy JIEBOW PYKU 3axBaTUTb Kpaw
BbIBEPHYTOWN HaM3HaHKY MaHXeTbl NpaBoi NepyaTku 1 HafeTb ee Ha NpaByl PYKY, He Kacascb
Hapy>XHOM CTEepWIbHON MOBEPXHOCTU nepyaTkM. MaHeTa ocTaéTca BbiBepHYTOW. [anee
nanblbl NPaBoO PYKW, HA KOTOpble YXXe HajeTa nepyarka, NMoABeCTU MO OTBOPOT MaHXeTbl
NeBON MNepyaTKM W HajeTb €e Ha /IeBYI0 PYKY, He KacasCb KOXW W WM3HAHOYHOW CTOPOHBI
MaHXeTbl. PacnpaBuMTb MaHXXeTy NeBON MepyaTKM Ha XxanaTe KPYroBbIMW ABVMKEHUAMM.
MaHxeTa nepyaTKn A0/KHA NepekpbiBaTb MaHXeTy pykKaBa XanaTa 6o/ee yem Ha 5-10 cwm.
ToNbKO nocfe 3TOro  pas3BepHYTb BbIBEPHYTbIN  Kpail MaHXeTbl NpaBoOi  MepyaTKu
aHaNorMYHbIMU  KPYTOBbIMU  ABMXEHUAMU. HaTAHYTb MaHXeTy 4eTbipbMA Manblamu u
OKOHYaTe/lbHO MOnpaBuUTb NepyaTku, obecneyrs UX KOMPOPTHOE NCMONb30BaHME.

Bu3yanbHO nNpouecc HageBaHMsA XUPYPrMYecKnUX nepyaTtok npeacrasieH Ha puc.l.

10

14

Puc. 1. ANroputM HafeBaHWUa XMPYPruyecknx nepyatok

CyLecTBYOT 0CO6EHHOCTH paboTbl B XUPYPruyeckmx nepyaTkax.

PyKn B CTepU/bHbIX MepyaTkax He crnegyeT ONyckaTb HVDKe CTEPUSIbHbIX MOBEPXHOCTENA
MHCTPYMEHTaNbHOI0 U OnepaLMoHHOro ctooB. O6paboTKy nepyaTok CUPTCOAEPXaLUMN U
MHbIMW aHTUCENTUYECKMMW CpeAcTBaMM Mepes HavasioM onepauunm u B xode paboThbl
NPOM3BOAUTL HE PEKOMEHAYeTCS, TaK KaK OHW YBENMYMBAKOT MOPUCTOCTb/MPOHMLAEMOCTb
maTtepuana nepyaToK W CO34al0T YCNOBMA [N MPeofoneHUs 3awuTHOro 6apbepa
MWKpoOpraHuamamun. [Ons NOALEPXaHWA ONTUMaNbHOrO YPOBHA  3alWuTbl  NEpyYaTKu
Heo6X0AMMO MeHATb Yepe3 Kaxble 60-120 MUH., B 3aBUCUMOCTI OT XapaKTepa OrnepaTuBHOIO
BMelLaTenbCTBa. lMepes HafeBaHWEM HOBbIX MepyaTOK HEO06X0AMMO MPOBECTU 06PabOTKY PyK
CNNPTCOAEPXKALLUM aHTUCENTUKOM.

MepyaTKu cnefyeT 3aMeHUTb B CNeAYOLWNX CUTyaLmsax:

e riocne noBpexaeHus (MpokKona);

e rnocnie o6HapyXeHus gedekTa;

* nocne cNy4aiHOro 3NeKTPMYECKOro ygapa OT 3NeKTPOXUPYPTrUYECKOr0 MHCTPYMEHTA;

e npu nonagaHumn (BNUTbIBaHMA) NOJ nepyaTKy NH060N XKNAKOCTK;
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*  NpU NOABNEHWUN NNNKOCTU;
* Mpu OLWYLLEHNN NOSABMIEHNS «MEPYATOYHOI0 COKay;

e NpU Nepexojie 0T «rPA3HOro» 3Tana onepayum K «<4ncTomy».

Ecnun nospeannacb ofiHa nepyaTka, He06X04MMO 3aMeHUTbL 06e. Mpu 3aMeHe nepyaTok nocne
CHATMS MX C PYK CnefyeT MPOBeCTU 06paboTKy PyK KOXHbIM aHTUCENTUKOM. HoByl napy
nepyaToK HajeBaTb Ha BbICOXLUME PYKW.

CHUMaTb WCNONb30BaHHbIE MNepyaTkM cnefyeT OCTOPOXHO, Mn3beras pas3bpbi3ruBaHUs C
MOBEPXHOCTe MepyaTku, MNPU KOTOPOM BO3MOXHO MWKPOOGHOE 3arps3HeHue pykK w
OKpyXXaroLel cpegpl.

UTo6bl CHATL MepyaTKy, HEOBXOAMMO B3ATb MasnbLaMn NpaBoil PYKM B MepyaTkKe MaHXeTy Ha
NeBOl MepyaTke C Hapy>XHOM CTOpPOHbl. CHATb MepyaTKy C /IeBOM PyKMW, BbiBOpayuBas ee
HamM3HaHKy W 0CTaBWTb €€, fepXa 3a OTBOPOT, B NpaBoOil pyke. 3aTemM MOMECTUTb MNasbLbl
CBOOGOAHON NEBON PYKM B MaHXETy MepyaTKy Ha MpaBoii pyKe W CTAHYTb €e aHanornyHo
nepsBoi. BbiBepHYB nepyaTKy Hauv3HaHKY, MCMONb30BaTb €€ B KayeCcTBe MellKa Ans LpYroi
nepyatku. [lorpysutb 06e nepyaTkm B eMKOCTb C Ae3MHQUUMPYIOLWMM pacTBOPOM ANS
o6e33apaxMBaHna UM B O4HOPA30BYH) EMKOCTb AN BDEMEHHOr0 XpaHeHWs OTX0A0B C LeNbio
nocnefyroLLero LeHTpann3oBaHHOro o6e3sapaxmnBaHna/o6e3BpeXkmMBaHus.

BusyanbHO npouecc CHATUA XUPYPruyecKux nepyaTtok npeAcraBrieH Ha puc.2.

Puc. 2. ANTOpUTM CHATUA XUPYPTUYECKUX NepyaTok

Mocne 3aBeplleHUsi pa6oTbl WM CHATUS MepyaToOK HEOBXOAMMO MNPOBECTM TUTMEHWUYECKYHO
06paboTKy pyK. OAHOPa30Bble NepyaTKy MOC/e NCMOb30BaHUA NOANEXAT 06e33apaxunBaHuto/
006€3BPEXMNBAHNIO KaK MeMLNHCKME O0TXO0Abl COOTBETCTBYHOLLEr0 Knacca. [ns nponnakTuku
CYXOCTM U HeXenaTeNlbHbIX ABMEHNI Ha KOXE PYK MeAULUHCKUM paboTHUKAM peKoMeHayeTcs
BCErja 1cnonb3oBaTh NPOMECCUOHANbHBIA NUTATENbHbI KPEM AN PYK.

8. YCNoBuUA NMPUMEHEHWNA

MepyaTKN AONXKHbI NPUMEHATHCA B COOTBETCTBUM C UHCTPYKLUMEN HA MeAULMHCKOE U3Lenue.
MpumeHeHne wu3genus He TpebyeT creyuanbHOW KBanuukKaumm wAM  CcheunanbHoro
06pa3oBaHusl.

MeguuMHCKMe rnepyaTkKM MNPUMEHSAKOTCA B 1e4ebHbIX WM N1Ie4e6HO-NPOPUNAKTUYECKUX
YUpeXAeHUAX B 3aKPbITOM MOMELLEHUN B CYXOM MeCTe, BAANN OT NPSMbIX CONTHEYHbIX NyYel,
npu TemnepaType oT 15°C g0 25°C 1 0THOCUTENbHOIM BNaXHOCTK OT 65% a0 85%.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Hspenue npeanasHa4eno TONBKO JUIR  OAHOPAsoBOro mNpHMcHeHMs, Tomexo ans
MHHBAAYATLHOTO NpuMeHenun. He mpuMeHATS NPH HECOOTBETCTBRH pasMepa.

9. YCJOBHUA TPAHCIIOPTHPOBKH, XPAHEHHMA H VTHIH3AIMH
MEJUIHHCKOIO H3/AEHS

TpancropTHpOBKa H3NCTHA MOKET OCYNICCTBANTHCA BCCMH BHIAMH XPHITOrO TPAHCHOPTA B
ynakoBKe MPOU3BOAUTENS B COOTBSTCTBHH ¢ NPABHIAMH TPAHCIIOPTHPOBKH, AeHCTBYIOMMME
AN naEHore euAa Tpancnopra. IIpH TpaHCOPTHPOBKES HE JAOMKHEI HAPYMIATHCSA YCIOBHS
XpaHeHHA.

Hspenns HeoOxoAWMO XPaHHTh B CYXOM MeCTe, 3AMINCHHOM OT BO3ACHCTBHA MpAMBIX
CONHEYHBIX Jyuel WIM APKOrOo HCKYCCTBEHHOTO CBETa, MMEIOIEN0 BHICOKOE COJCpXaHHe
ynbTpaduonera, npa Temueparype ot 0°C 1o 25°C 1 0OTHOCHTENbHOM BIIAXKHOCTH BO3AYXa — OT
65 no 85%.

Cnenyer GHTL OCTOPOXHEIMH C HIIE/MAMH, XPAHAIMMHECA NPH TeMneparype xmxke 15°C, rak
KaK NpH HEOCTOPOXHOM OOpAameHHH OHH MOIYT OBITh XCCTKMMHM M YYBCTBATC/BHBIMH K
zepopmauuu. Ilocne xpaneHHs NpH HAIKOH TeMmepaType HEPYATKH NEPEs HCNONL3OBAHHEM
ROMKHBI 66iTh nporpers! 20 30°C no pcemy 00beMy H3ACHA,

B noMenieHMAX ANA XpaHEHHA HE JOMYCKACTC pasMemaTh o0OpYNOBAHHE, FEeHSPHPYIOMEe
030H, TAKOE KaK PTYTHHIC JIAMITH WM BRICOKOBONBTHOS NICKTPoOGOPYXOBARME, SBIMOIICECH
HCTOMHYKOM MOBHINEHHOTO HCKPOoOpa3oBaHUA HTH GCCIIYMHEIX 3NCKTPHYCCKHX Pa3pafoB.

Hsnenus HeoGXOAMMO XpPAHHTS BJANH OT MCTOMHHMKOB Bosropamms. lopiodwe rasm m
OpraHHYecKue Naphl AOMKHA! ORITh NCKMOYSHE! H3 CKIAACKHX TIOMEILCHHIA.

Heucnons3oBaHHoe MEAHUWHCKOS H3IRCAHE, NMPHUICAUICC B HEMPHIOAHOCTh, B TOM YHCIIC B
CBA3H C HCTEYUCHUEM CPOKA FOZHOCTH, MPHHAVICKHT K Kareropun O6muax orxonos (OTxoan
knacca A cornacHo HopMaTHBHOMY pykosoacTsy PO CaulluH 2.1.3684-21),

HUcnonb3oBaHHOE MEAHLMHCKOS H3ACIHEC NPHEAIICKHT K KaTeropay UndexIHOHHBIX 0TXOA0B
(Omxonnt knacca b cornacHo HopMaTaBHOMY pyKoboacTBy P® CanlluH 2.1.3684-21).

CGop, BpeMeHHOE XpaHEHHE H BHIBO3 OTXOAOB CJICAYET BHITONIHATH B COOTBETCTBHH CO CXeMO#H
ofpalneHna ¢ MeHLMHCKYMH OTXORAMH, TPHHATON B JaHHOH OpraHH3auH, OCYmeCcTRISIOmeH
MCAMUIHHCKYIO H/HAK GapMalICBTHYCCKYIO ACATESNBHOCTD,

10. TAPAHTHH ITPON3BOAHUTEA

[TpoH3BOAMTENb FAPAHTHPYET COXPAHHOCTH BCEX NAPAMCTPOB H XapaXTEPHCTHK NEPIATOK B
TEUCHHE BCETO CPOKa rOAHOCTH (3 roaa) MpH YCNOBHH MEMOCTHOCTH YNakOBKH, coOMOACHRS
ycnoeuii XpaHEHHA, TPAHCIOPTHPOBKH, 3KCIUTYSTALHK B COOTBETCTBHH C HHCTPYKIHCH H
npueMaeMoro ypoeHa kadectsa AQL < 1,5, .

11. NEPEYEHb IIPUMEHAEMBIX IPOH3IBOIAMTEJIEM (M3I'OTOBHTEJIEM)
MEJAMIUHCKOTrO M3AEJNHS HAITHOHAJILHBIX CTAHJAAPTOB

EN 455-1:2020 TepuaTkn MeaunuuCKHe oAHopasoeuie. Yacts 1. TpeGosanus M
OnpeAesieHRe OTCYTCTBHS OTBEpCTHE

EN 455-2:2015 TMepuatkn MeauUUHACKHE oAHOpasoBme. Yacts 2. TpeGosanua u
HCNBITAHEA PR3AYECKHX CBOACTE

EN 455-3:2015 Mepuarky MemunuHcKHe ogHopasoBue. Yacts 3. TpebGosanus H
HCIINTAHHA A4 Gronoruaeckolt OeHKH

EN 455-4:2009 Mepuarky MemunuHCKHE ofHOpasoBeie. Yacte 4. TpeGomanus M

UCHLITAHHNA JUIA ONPEACICHAN CPOKA rOAHOCTH
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EN 556-1:2002

ISO 2859-1:1999

1SO 11137-1:2006

1ISO 11137-2:2013

ISO 11137-3:2017

ISO 10993-1:2018

I1SO 10993-10:2021

I1SO 10993-12:2021

ISO 11607-1:2019

ISO 11607-2:2019

ISO 11737-1:2018

ISO 11737-2:2019

ISO 13485:2016

ISO 14971:2019
ISO 15223-1:2021

ASTM D412
ASTM D573

ASTM D3767
ASTM D5151

Crepunusanusa MeANIMHCKEX wiienwit, TpeGoBaHHS K MCHITHHCKHM
H3ZICNUAM KAaTETOpHE «crepunbHue». Yacte 1. TpebGopamma k
CTEPHIM3AIMH YNAKOBAHHBIX MCAMIIHHCKHMX H3AC/Hi

Ipouenypst BHOOPOYHOrO KORIpOAA MO AILTCPHATHBHOMY
mpusHaky. Yacts 1. IInain  BuGopounoro  xoHTpOIs
NOCNCAOBATC/ILHHIX NapTHif HA OCHOBE NPHEMJIEMOTO YpPOBHA
KadectBa AQL

Creprnmszaups  MeauMuuHCKON  mpoayxumm.  PammanuoHHas
crepumazaiug. Yacts 1, TpeGosanng x paspaboTke, BaIRAALMHE H
TEKYIEMY KOHTPOMIO MPOLECCE CTCPRAM3ANAH MCIHIEHCKHX
H3gemi

Crepwmmsauus  MeguIMHCKON  mpoayknun.  PaaHanuorHas
crepunusannd, Yacts 2. YCTaHOBICHHE CTCPHAHYIOMICH A03H
Crepwmsauus  MeZHUMHCKON  npoayknum.  Panmanmonmas
crepwmsamas. Yacts 3. PykoBOACTBO N0 HCHONB30BAHHIO
JIO3HMETPHH TIpH paspaboTke, BANKAAIHK U TEKYIieM KOHTpOJIe
OueHka 6HONOTHYCCKOro ACHCTBAA MEANMUHCKHX Hiaemuit, YacTs 1.
OueHka # HCCACOBAHHAS B NPONECCE MCHEAXKMEHTA PHCKOB

Onenxa Guonorndeckoro geficTBHA MEAUUMHCKAX H3AemuH. Yacts
10. HccnenoBanus pasApakalomero M CEeHCHOHIM3HpYIOmEro
AehcTBRA

Mspenus wMeamumnckue. OueHka OGHOMOTHYECKOro acHcTBHS
MEAMIMHCKEX mgemail. Yacts 12. Hpurorommme npoé u
KOHTPOJBHEIE 00pa3iH

YnaxoBKa A8 MEAMIHHCKHX nsnennﬁ noAnexamux ¢GHARMHON
crepunmsanuu. Yacte 1. TpeGopanrs k MarepuanaM, GaphepHEIM
cHCTEMAM A8 CTEPH/IM3ALHHA B YNIAKOBOUHEIM CHCTEMAM

YnakoBka ANA MCAMUMHCKHX HM3ACHHH, NOAICKAUMX PUHHIIHON
crepwmmzanus, Yacts 2, TpeGoBauna Kk BamMAAIMH DpPOLECCOB
dopMupoBaHRg, repMeTA3aNEYN ¥ c6opkn

Crepunnsauns MCAMUHHCKHX usacauil. Mukpobuonorngeckue
meroznl, Yacts 1. Omenka nonyasuHd MHKPOOPraHHM3MOB Ha
NpOAyKTEe

Crepunusanus MeRMUHHCKHX H3genu$i. MukpobGHosormveckune
MeTtoanl. Yacts 2, McnwTanua HA CTCPHABHOCTS, TPOBOAUMMBIE NMPH

ONpeAeNcHHH, BaNHAABH H  OOCHyXHBAHMH  Mpollecca
CTEPWIH3ALIAH

Hanemus wmepmnanckue. CHCTEMH  ynpamieHHS  KadeCTBOM.
TpeGoBarusa K peryIHPOBAHAIO

Hanenmns Mmeammumckue. IIpEMeReRMe MCHCIKMCHTE pPHCKE K
MEIALFHCKAM H3JEIIHAM

Wanenus  meaunuuckue. CHMBONBL,  NpHMCHACMHE  IIpH
MapKApOBaHWH HAa MEAHIHHCKHX H3JCHMAX, 3ITHKETKAX H B
COTIPOBOARTENLHOM RokyMeRTAIUE. YacTs 1. OcHOBHEIC TpeGoBanms
CranpapTeibie METO/IH UCHBITAHKH JNIA BYTKAHU3HPOBAHHEIX Pe3HH
H TEPMOIMACTONAACTOB. PacTaxcHue

Crapapraeit MeTo UcnTaHRH pesnnbl. CTapeHue B TPMOCTATE ©
BO3AYXQ0OMEHOM

CranzaprHas NpaKkTHKa JUIS pesunbl. Msmepenue pasMepos
Cranpapruniit MeTofy, OOHAPYACHHA OTBEpCTHE B MEAMUEHCKHX
nepuaTkax
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ASTM D5712

ASTM D6124

ASTM D6499

GBT 31402-2015
(1SO 22196:2007,
IDT)

CE

2017/745

CTaHAapTHbIA  MeToA  OMpefAeneHns  3KCTparnpyemblX  BO/ON
MPOTENHOB B HAaTypaNbHOM KayuyKe U U3[ennsaxX U3 Hero ¢ nomollbo
MoAndULMPOBAHHOTO MeToaa Jloypu

CTaHAapTHbI MeTo4 onpefeneHnUs OCTaTOYHOrO OMNyapvBaloLLEro
BELLeCTBA HAa MEAULIMHCKINX nepyaTKax

CTaHfapTHbIA MeTo[ MMMYHONOTNYecKoro onpegeneHuns
aHTUTEHHbIX MPOTEMHOB B HaTypa/lbHOM Kay4dyKe U WU3AeNnsaxX W3
Hero

N3mepeHUe aHTUGAKTepUanbHOW aKTUBHOCTU Ha MOBEPXHOCTU
MNacTMacc W Apyrux HemopucTbiX MaTepuanax

EBponelickoe cooTBeTCTBME. TpeboBaHMS
PernameHT EBpOCOtO3a N0 MeAUUMHCKUM U3LENNAM

12. CBEAEHWNA OB ¥MO/IHOMOYEHHOM MNPEACTABUTENE MNMPOU3IBOANTENA

Mpyn BO3HWKHOBEHWW HEXenaTe/IbHOro SIBAIEHUSA, UMEKLWEro npu3Haku HebnaronpuaTHOro
cobbITMs  (MHUMAEHTA), HeobXxo4MMO  YBeAOMUTb O HeM npousBoauTend  nmbo
YMO/IHOMOYEHHOTO NpeacTaBUTENS NPOU3BOANTENS.

YNONHOMOYEHHbIA NpeAcTaBUTENb NPOM3BOAUTENSA Ha TeppuTopumn P&:
O6LLecTBO C OFpaHMYEHHOM OTBETCTBEHHOCTbO «BUVHOBW»

000 «<BNHOBW»

Poccua, 194292, r. CaHkT-eTepbypr, nepeynok 5-in BepxHuid, gom 1, nutepa X, nom. 205.
Ten.: +7 (812) 309-16-32, www.benovy-company.ru, e-mail: benovy@benovy-company.ru

= KoHel, nepeBo/a fI0KyMeHTa

MepeBop ¢ KUTaNCKOro s3blKa Ha pyCCKI/II7I A3bIK BbIMNOJ/IHEH NEPeBOAYNKOM AnekceeBoi AHacTacueil AHaTONbLEBHOIA.
A noaTeepxxato, yUTo CBO6OAHO Bnager ykKasaHHbIMU A3bIKaMW, N 4TO BbLLOJ/IHEHHbI MHOA nepesoj ABAETCA
npaBU/ibHbIM, TOYHbIM NYNMIHBIM. n

. L
(epeBog C aHIINICKOIO S3blKa Ha PYCCKUWIA S3bIK BbIMO/IHEH Mepe nkom Benorpagckoii Hatanueli BsuecnaBoBHOIA,
£ nogTBepXaato, 4YTo CBOOGOAHO BNafel yKasaHHbIMU A3bIKaMu, 1 BbIMO/THEHHBIN MHOI NepeBoj, ABNAETCS
npas*bHbIM, TOYHbLIM W1 MOSHBIM. N

CaHKT-
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MeTepbypr

Poccuitckaa ®epepaumns, CaHkT-MeTepbypr

[Baguatb cefbmMoro Mas fiBe TbiCAYM ABajLaTb YeTBEpPTOro roja

A, AHTOHOBa NpuHa AnekceeBHa, HOTapMyC HOTapManbHOro oKpyra
CaHkTt-leTepbypr, CBUAETENLCTBYO MOA/NHHOCTbL MOAMUCK NEPeBOAU
AnekceeBoil AHacTacum AHaTONbEBHbI, NepeBoaunKa benorpagckom
Hatannn BAayecnaBOBHbI.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JlnyHoCTb NognucaBLLero JOKYMEeHT yCTaHOB/eHa.
3apernctpupoBaHo B peecTpe: Ne 78/621-H/78-2024- 57~

YnnayeHo 3a coBepLUeHMe HOTapuanbHoro gerictema: 700 py6. 00 kon.

N N

N.A. AHTOHOBA

MToro B HacTosiLLEeM
[OKYMeHTe

19 (peBATHagUATL) NNCTOB.
HoTapwnyc:
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