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I, CHOUNG YOUN 8IN, a Notary Public officiating at Klang, Malaysia hereby
certify that the INSTRUCTION FOR USE OF MEDICAL DEVICE SURGICAL
SYNTHETIC LATEX GLOVES “BENOVY” BTERILE POWDER-FREE and other
documents annexed hereto were presented to me and are to my personal
knowledge which information I verily believe to be true belongs to that of
TERANG NUSA (MALAYSIA) SDN. BHD. (COMPANY NO: 234197-U) of No. 2,
Jalan 8, Pengkalan Chepa 2 Industrial Zone, 16100 Kota Bharu, Kelantan,
Malaysia.

IN FAITH AND TESTIMONY WHEREOF 1, CHOUNG YOUN SIN have hereunto '

set my hand and affixed my seal of office at Klang aforeseid on 22~ October
2021.
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CHOUNG YOUN SIN
Notary Public
Klang, Selangor

25/39/97 dated 9%
der Notary Public Act
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INSTRUCTION FOR USE

ofmedical device

Surgical synthetic latex gloves “BENOVY” sterile povrder-free

VERIFIED BY (%

Senior Manager, QA 7 Ms. Rahayu Bt. Mat Zin

APPROVED BY .

Senior General Manager Mr. Leong Chew Mun
«609. 774 TTST

CrtOUNG YOUN SIN

NOTARY PUBLIC
«t050 KUNO,
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Name of the medical device
“Surgical synthetic latex gloves “BENOVY” sterile powder-free’

in design versions:

1 Surgical polyisoprene gloves “BENOVY” sterile powder-free mXh multilayered polymer
coating microtextured anatomical with curved fingers disposable (beaded cuff), color: white,
size: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0. 8.5,9.0. Type 201590.

2. Surgical pol>dsoprene gloves “BENOVY” sterile powder-free with multilayered polymer
coating microtextured anatomical 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.
Type 201590.

3. Surgical polyisoprene and polychloroprene blend gloves “BENOVY” sterile powder-free with
multilayered polymer coating microtextured anatomical with curved fingers disposable (beaded
cuff), color: cream, size: 5.5, 6.0, 6.5,7.0, 7.5, 8.0, 8.5, 9.0. Type 322780.

4. Surgical polychloroprene gloves resistant to cytostatics “BENOVY” sterile powder-fiw with
multilayered polymer coating microtextured Miatomical with curved fingers disposable (beaded
cuff), color; uon-glare tan, size: 5.5,6.0, 6.5, 7.0, 7.5, 8,0, 8.5, 9.0. Type 139310.

5. Surgical polychloroprene gloves without accelerators resistant to cytostatics “BENOVY”
sterile powder-free with multilayered polymer coating microtextured anatomical with curved
fingers disposable (beaded cuff), color: green, size: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Type
139310.

Name and legal address ofthe Manufacturer of the medical device
Manufacturer: TERANG NUSA (MALAYSIA) SDN. BHD.
2, Jalan 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 10individual packages (pairs) in a consumer package;
» 25 individual packages (pairs) in a consumer package;
» 50 individual packages (pairs) in a consumer package;
e 100 individual packages (pairs) in a consumer package;
e 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 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, as
well as possible allergy to latex and powder.
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Intended users of the medical device

Medical personnel, involved in surgical intervention, as well as performing any other sanitary
actions that require compliance with aseptic requirements, and also medical personnel who are
allergic to latex and powder.

Scope of the medical device

Scope of the gloves ~ all kinds of surgical interventions, general surgery, microsurgery,
orthopedics, traumatology, chemotherapy, emergency operations and operations with an increased
risk of infection, as well as research institutes and veterinary medicine. Gloves are mainly used as a
two-sided barrier to protect the patient and the health worker from bacterial and/or viral
contamination, as well as possible allergy to latex and powder.

Operational principle of the medical device

The operational principle of the medical device is to create a physical barrier between tiie 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.

The medical device is made of various types of synthettc latex: polyisoprene, polycMoroprene, and
their blend. This excludes the possible development of type 1allergy (allergy to natural mbbei: latex
proteins), and the design version of polychloroprene gloves without accelerators significantly
reduces the risk of type IV allergy (allergic dermatitis) associated with the allergic and sensitizing
body reaction to the chemical components of synthetic gloves. Also, the medical device is
manufactured without powdering, which eliminates djc possible development of a number of
postoperative complications associated with the formation of adhesions in the patient surgical
wound.

Design versions of the medical device allow covering ahnost all areas of general and specialized
surgery, including chemotherapy and orthopedics. The properties of polychloroprene allow it to be
used to work with a wide range of cytostatics. The resistance of surgical disposable sterile
polychloroprene gloves is tested by the standard practice for assessment of resistance of medical
gloves to penneation by chemotherapy drugs ASTM D6978 (table 1).
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Table 1 The resistance of surgical disposable sterile polychloroprene gloves to permeation by
chemotherapy drugs as per ASTM D6978

ASTMD6978
Cone., Breal.<thr(_)u’\ Mandatory
Name mg/ml detectlo_n time, drug list Polychloroprene
min (742)*

Carmustine 3.3 average 18.8 . 0
Cisplatin 1.0 >240 .
Cyclophosphamide (Cytoxan) 20.0 >240 *

Dacarbazine 10.0 >240

Doxorubicin HCI . .
(Adriamycin) 20 >240

Etoposide (Toposar) 20.0 >240 * *
Fluorouracil (Adrucil) 50.0 >240 g *
Ifosfamide 50.0 >240 .
Mediotrexate 25.0 >240

Mitomycin C 0.5 >240 .
Paclitaxel (T"axol) 6.0 >240 .

Thiotepa 10.0 >240 . .
Vincristine sulfate 1.O >240 .
Total drug number 7 13

¢ 7 mandatory drugs and minimum 2 optional from the list of 17 additional chemotherapy drugo/s

Warning for use with carmustine: ‘
The breakthrough time ofthis drug was 18.8 minutes so that it is unsafe for use

When combined with any other gloves, surgical polyisoprene gloves with the applicability in the
puncture indication system are suitable for operations in orthopedics, traumatology and operations
with an increased risk of infection, as contrasting undergloves with double donning.

The microtextured stirface 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 the medical device are the necessity for surgical interventions and other
sanitary actions that require compliance with sterility conditions, as well as possible allergy to latex
and powder. Gloves represent the personal protective equipment for medical personnel’s hands. The
use of gloves in healthcare organizations is a mandatory requirement.

Contraindications of the medical device
The medical device does not have contraindications.

Side effects

Health workers may observe the development of type IV allergy associated wiA tlie allergic and
sensitizing reaction to the chemical components of synthetic gloves. The manifestation of dermatitis
and other skin irritations is also possible as a result of improper care ofthe hand's skin and the harsh
conditions of skin isolation from natural ventilation with air.

If skin irritation occurs, stop using gloves and seek medical advice.
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Instruction for use of the medical device

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

It is necessary to strictly follow the rales 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”) &om itthe inner wallet with gloves on a sterile surfece. Then open the inner wallet with sterile
forceps or aseptically treated hands. Initially, fte glove is donned on the dominant (right) hand.
Grab the edge of the right glove cuff turned inside out wth the diumb and forefingCT 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 alre”y worn, under
the cuff lapel of the left glove and don it on the left hand, without touching the skin and the wong
side of the cuff. Spread the cuff of the left glove on the gown in circular motions. The cuffof fee
glove should overlap the cuff of the gown sleeve by more than 5-10 cm. Only then spread the
inverted cuffedge ofthe right glove in the same circular movements. Pull on the cuffwith your four
fingers and finally adjust the gloves, ensuring their comfortable use.

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

Figure 1. Surgical gloves donning algorithm

10

There are features ofwork 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/pameability of tiie
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 donmng 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);
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+ after defect detection;

» after an accidental electric shock from an electrosurgical instrument;

« ifany liquid gets (absorbs) under the glove;

e upon appearance of stickiness;

e upon sensation of “glove juice” appearance;

e inthe transition from a “dirty” surgical stage to a “clean”.

Ifone 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 carefiilly, avoiding splashes from the surfaces of the glove, which could cause
microbial contaminarion 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
holding the lapel in the ri~t hand. Then place the fingers of the firee left hand in the glove cuffon
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 woric 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 skin, it is recommended for health
workers to always use professional nourishing hand cream.

Application conditions ofthe medical device

* Gloves must be used as per the instruction on the medical device.

e The use ofthe 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 15®C to 25®C and relative humidity from 65% up to 85%.
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The device is not intended for reuse.
Do not use in case of size mismatch.
For individual use only.

Shelf life of the medical device
The established shelflife of surgical gloves is 3 years.

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

Warnings and precautions

The 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 well as after
removing them.

It is necessary to choose gloves of the right size and depending on the nature of the performed
manipulatioqns - 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 the wrist (upper
edge ofthe cuff).

Sterile. Do not use if individual package is damaged.

Sterilized by radiation method.

If the integrity of the individual package is broken, the gloves must be disposed of as General
Wastes (Class A Wastes according to the regulatory guidelines of the Russian Federation
SanPiN 2.1.3684-21 “Sanitary and epidemiological requirements for the maintenance of urban
and rural settlements, for water facilities, drinkmg water and drinking water supply,
atmospheric air, soils, living quarters, the operation of industrial, public premises, the
organization and implementation of sanitary and anti-epidemic (preventive) measures™).

Do not wet and protect from moisture.

Avoid exposure to direct sunliglil 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 producing ozone, such as mercury lamps or high voltage equipment, causing electric
sparks or inaudible electric discharges. Combustible gases and organic vapors should also be
excluded from the premises.

The gloves do not guarantee 100% hand protection against punctures, cuts, and damage caused
by exposure to chemicals.

Technical specification of the medical device
Form. Surgical gloves have curved fingers, with division into the right and left hands (anatomical
form), beaded cuff.

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

Dimensions. The medical device is manufactured according to the uniform dimensions for all
design versions. The values of width, length, and thickness of the medical device are presented in
table 2.
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Table 2. Dimensions of the medical device

Size Length_ mm, Width if, mm Thickness, mm, min
min finger palm cuff
5.5 72+4
6.0 77 £5
6.5 83+5
7.0 89+5
75 285 9545 0.13 0.13 0.10
8.0 102+6
8.5 108+6
9.0 114+6

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

Physico-mechanical characteristics. The medical device is manufactured according to the uniform
requirements for physico-mechanical characteristics for all design versions. The values of physico-
mechanical characteristics before and after accelerated aging of the medical device are presented m
table 3.

Table 3. The values of physico-mechanical parameters of all design versions ofthe medical device

Characteristics Before accelerated After accelerated

aging aging t
Tensile strength, MPa, min 17 12
Elongation at break, %, min 650 490
Stress at 500% elongation, MPa, max 7.0 -
Force at break, N, min 9.0 9,0
Force at 300% elongation, N, max 3.0 —

Inspection levels and acceptable quality level. For the purposes of quality control, gloves are
selected and inspected according to the requirranents of 1SO 2859-1:1999 standard “Sampling
procedures for inspection by attributes - Part 1. Sampling schemes indexed by acceptance quality
limit (AQL) for lot-by-iot inspection”.

Inspection levels and acceptable quality levels AQL should correspond to the values given in table
4.

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

Parameter Defect related to parameter Insli ?/Cetllon AQL
Watertightness Presence of holes G1 15
. . Mismatch of length, width and
Dimensions thickness S-2 4.0
Physico-mechanical Mismatch of parameters before
. S-2 4.0
parameters and after accelerated aging
Residual powder .
Exceeds maximum value N-5

concentration

Watertightness. Gloves must be 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.
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Resistance to viral penetration. The medical device is resistant to viral penetration.

Resistance to damage caused by cytostatics. The medical device is resistant to damage caused by
cytostatics.

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 per the
transportation rules applied to this type of transport. 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 high ultraviolet content, at a temperature of 0°C to 35®C and relative air humidity - from
65 % to 85%.

The devices shCwld.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 throughoutall 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. i
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 guidelines of the Russian Federation SanPiN 2.1.3684-21 *“Sanitary and
epidemiological requirements for the maintenance of urban and rural settlements, for water
facilities, drinking water and drinking water supply, atmospheric air, soils, living quarters, the
operation of industrial, public premises, the organization and implementation of sanitary and anti-
epidemic (preventive) measures”).

The collection, temporary storage, and removal of waste should be perfomied as per the medical
waste management scheme adopted by the organization that carries out healthcare and/or
pharmaceutical practice.

Manufacturer’s >varranties
The manufacturer guarantees the preservation of all parameters and characteristics of the
gloves throughout the shelf life (3 years) upon the condition of package integrity, observance

of storage, transportation and operation conditions in accordance with the instruction and
acceptable quality level AQL < 1.5.
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List of national standards, applied by manufacturer producer) of the medical device

EN 455-1:2000

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

EN 556-1:2002

EN 868-5:2019

180 2859-1:1999

y

ISO 10012:2003

ISO 11137-1:2006

ISO 11137-2:2013

ISO 11137-3:2017

180 11139:2018

ISO 10993-1:2018

ISO 10993-5:2009

ISO 10993-10:2010

ISO 10993-12:2012

ISO 11607-1:2019

ISO 11607-2:2019

ISO 11737-1:2018

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

Medical gloves for single use. Pel 2. Requir®ients 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

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

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

Measurement management systems - requirements for measurement
processes and measuring equipment

Sterilization of health-care products - Radiation - Part 1. Requirement
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 aid 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 5: Tests for in vitro

cytotoxicity

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
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ISO 11737-2:2019

18013485:2016

ISO 14971:2007
180 15223-1:2016

ASTM D412

ASTM D573

ASTM D3577
ASTM D3767
ASTM D5151
ASTM D6124
ASTM D697E§

ASTM F88
ASTMF1671

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 I: General requirements
Standm-d Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers - Tension

Standard Test Method for Rubber - Deterioration in aai Air Oven
Standard Specification for Rubber Surgical Gloves

Standard Practice for Rubber —Measurement of Dimensions

Standard Test Method for Detection of Holes in Medical Gloves
Stand”d Test Method for Residua! Powder on Medical Gloves

Standard practice for assessment of resistance of medical gloves to
permeation by chemotherapy drugs

Standard test method for seal strength of flexible barrier materials
Standard test method for resistance of materials used in protective
clothing to penetration by blood-bome pathogens using Pbl-X174
bacteriophage penetration as a test system

Instruction for use of the medical device “Surgical synthetic latex gloves “BENOVY” sterile
powder-free” is released for the first time (Rev; 00 (April 2021)).

In case of an 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 in the Russian

Federation.
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MepeBOA C aHINNWCKOTO A3blKa HAa PYCCKUIA A3bl K

HOTAPUNAJIbHOE YAOCTOBEPEHWE

A, YHOYHI FOH CWH, Hotapuyc, pelictBytownin B r. KnaHre, Manainausa, HacToswuUm
ypoctoBepsito, uto WHCTPYKUUMA MO MPMUMEHEHMWKO MEAMUMHCKOIO
N3OENNA: MEPYATKN XUPYPITMYECKUNE N3 CUHTETUNYECKOIO JTATEKCA
«BENOVY» CTEPUNbHbIE HEOMYAPEHHDBIE, n npoune npunoXxeHHble AOKYMEHTbI
OblY NpefoCTaBNeHbl MHE AN INYHOTO O3HAKOMJIEHWUS, U A, HA OCHOBaHWUW CBOEro JIMYHOIO
onblTa, Monaraw, 4TO cofepXkawascs B HUX WHPoOpMauua sABNAeTCHA [LOCTOBEPHOW W
npuHagnexut komnanun « TEPAHI HYCA (MANAN3NA) CAH. BXA.» (TERANG NUSA
(MALAYSIA) SDN. BHD.) (HOMEP KOMMAHWWN 224197-U), 3apernctpupoBaHHoOli Mo
agpecy: Ne 2, [xanaH 8, lMeHrkanaH Yena 2 Tllpom3oHa, 16100 Korta-bapy, KenaHTaH,
Manainsus (No. 2, Jalan 8, Pengkalan Chepa 2 Industrial Zone, 16100 Kota Bharu, Kelantan,
Malaysia).

B CBUAETENLCTBO UEIo A, YHOYHI FOH CWH, ckpennato HacTosWMiA JOKYMEHT CBOeN
NOAMUCHIO N MeyaTbAo BbIWEYNOMSAHYTOro oguca B Knanre cerofgHs, 22 okta6ps 2021 ropa.

/Moanwnce/
YUOYHI FOH C/H
HoTapuyc
KnaHr, CenaHrop
/Mevatb: Hotapuyc * YUoyHr KOH CuH * KnaHr, CenaHrop/

PaspelieHne eHepanbHOro NPOKypopa, perucTpayuoHHbiii Homep: PN/WKL/25/39/97 ot 09
Auaps 2020 r. geilcTBuTeNnbHO A0 13 (eBpand 2022 r. cornacHo 3akoHy 0 HoTapuycax 1959 r.

/HaknagHasa neyatb: Hotapuyc * UoyHr FOH CuH * KnaHr, CenaHrop/
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«TEPAHI HYCA (MAJTAN3UL) COH.
BXA.» (TERANG NUSA (MALAYSIA)

Pepakums 00
SDN. BHD.)
Ne 2, [kanaH 8, TMeHrkanaH UYena 2 NMHCTPYKUMNA Nno
Mpom3oHa, 16100 KoTta-bapy, KenaHTaH, MPUMEHEHWIO

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

Hata 12.04.2021

NMHCTPYKUWMA MO NMPNMMEHEHWIO
MeZANLMHCKOro 13aenus

MEPYATKUN XUPYPIMYECKWNE U3 CUHTETNYECKOI O IATEKCA
«BENOVY» CTEPUJ/IbHbIE HEONYAPEHHbIE

3ABEPEHO

CrapLimnin pykoBoauTenb oTaena

KOHTPO/IA KayecTsa /Mognuce/ r-xa Paxao Mat 3uH (Rahayu Mat Zin)
YTBEPXOEHO

CTapLlimnin reHepanbHbIi AUPEKTOP /Mognuck/ r-H leoHr Yy MyH (Leong Chew Mun)

/Witamn: « TEPAHI HYCA (MANAA3SA) COH. BXA,.»
(HOMEP KOMIMAHIWNI 224197-U)
Ne 2. xanaH 8, MNeHrkanaH Yena 2 Mpom3oHa, 16100 Kota-bapy, KenaHTtaH, Manaiisns
Ten.:+609-744 7171
dakc: +609-774 7757/
/WTtamn: YAOCTOBEPEHO
/Mopnucek/
YoyHr FOH CuH
HoTapuyc
41050 KJTAHIT, CEJIAHITOP
22 oKTs6pa 2021 r./

/HaknagHasa nevatb: Hotapuyc * YoyHr FOH CuH * KnaHr, CenaHrop/
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HanmeHoBaHVe MegULMHCKOI0 U3aenns
«lepyaTkn  XUpypruyeckne mn3  CUHTETMYecKOro  nartekca «BENOVY»  cTepunbHble
HeonyapeHHbIe»

B BapuaHTax UCMNOJIHEHUS:

1 TlMepuyaTkn xwupypruyeckme wu3s nonumsonpeHa «BENOVY» cTepunbHble HeonyApeHHble C
MHOrOC/IOHLIM  MOIMMEPHbLIM  MOKPbLITUEM MMWUKPOTEKCTYPUPOBAHHble aHaTOMWU4YecKue C
N30THYTbIMW Nanbl,aMy 0AHOPa3oBble (MaHXeTa C BanMKOM), LBET: Genblii, pasmep. 5.5, 6.0,
6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Bug 201590.

2 [MepuaTkn Xxupypruyeckne wn3 nonumsonpeHa «BENOVY» cTepunibHble HeonyApeHHble C
MHOTOC/IOMHbLIM  MOJIMMEPHBLIM  MOKPbITUEM  MWKPOTEKCTYPUPOBAaHHbIE aHaTOMUYECKMEe C
N30MHYTbHIMX NafbLuaMn 04HOPAa30Bble C BO3MOXXHOCTbIO MPUMEHEHUSA B CUCTEME WMHAMKALWU
npokona (MaHXeTa C BalMKOM), LBeT: 3efeHblin, pasmep: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0.

Bug 201590.
3. [lepuyatkm xupypruyeckne u3 cMecu mnonmusonpeHa u nonmxnoponpeHa «BENOVY»
CTEPUNbHbIE HeonyapeHHble c MHOTOC/IOAHbIM NofIMMEpPHbLIM NMOKPbITUEM

MUKPOTEKCTYPUPOBAHHbIEe aHAaTOMUYECKUE C U30THYTbIMU NanbLaMy 04HOpa3oBble (MaHXeTa ¢
Ba/MKOM), LiBET: KpemMoBbIii, pasmep: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Bupg 322780.

4. TlepyaTku xupyprudeckue n3 MONUXI0PONpeHa ycToiumeble K UuTocTaTukam «BENOVY»
CTEpPUNbHbIE HeonypapeHHble c MHOTFOC/NONHbIM NoNIMMEpPHbLIM MOKPbITUEM
MUKPOTEKCTYPUPOBAHHbIE aHATOMWYECKNE C U30THYThLIMU MajblamMmun of4HOpPa3oBble (MaHXeTa ¢
Ba/IMKOM), LBET: MaTOBbl/i KOpMUYHEBbIW, pasmep: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Bug
139310.

5 [lepuaTkm Xxupypruyeckme u3 nonuxjoponpeHa Ges akcenepatopoB YCTOWUMBbIE K
untoctatukam «BENOVY» cTepuibHble HEOMyApeHHble C MHOTFOC/AOMHLIM MOMMEPHbIM
NMOKPbITUEM MUKPOTEKCTYPUPOBAHHbIE aHATOMMYECKME C M30THYTbIMY NanbLaMu 04HOpPa30Bble
(maHXeTa C BanMKOM), UBeT: 3efeHblld, pasmep: 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Bug
139310.

HaunmeHoBaHVe 1 lOpUANYECKUIA afpec NPON3BOANTENS MEAULIMHCKOIO 13aenms
MponssoguTenb: «TEPAHI HYCA (MANA3US) CAH. BX/.»

Ne 2, OxanaH 8, MeHrkanaH Yena 2 MNMpom3oHa, 16100 KoTta-bapy, KenaHTaH, Manaiisuns

CsefieHNs 06 yNOJTHOMOYEHHOM NpeAcTaBUTee NPON3BOANTENSA

000 «bHOBW»

Poccus, 194292, r. CaHkT-MNeTepbypr, nepeynok 5-in BepxHuin, gom 1, nutepa X, nomewieHune 205
Ten.: +7 (812) 309-16-32; www.benovy-company.ru, e-mail: benovy@benovy-company.ru

KoMnieKTHOCTb NMocTaBKU MeAULMHCKOIO U3aenusa

B03MOXHble KOMMMNEKTHOCTM NOCTABKU MEAULIMHCKOTO U3JeNns:

e 10 MHAMBMAYaNbHbLIX YNAaKOBOK (Nap) B NOTPeOMUTEIbCKON YNaKOBKE;
e 25 uHAMBMAYanbHbIX YNakoBOK (nap) B NOTPe6bUTeIbCKON YNaKoBKe;
e 50 MHAMBMAYaNbHbIX YNaKoBOK (Nap) B MOTPebUTENIbCKOW YNaKOoBKeE;
e 100 nHAMBMAYaNbHbIX YNAKOBOK (MNap) B MOTPEOUTENbCKON YNAKOBKE;
e 200 nHAMBMAYaNbHbLIX YNaKOBOK (Nap) B NOTPe6bUTEeNbCKOWA yNnakoBKe.

HasHaueHne MeANLIMHCKOrO 13aenns

MepuaTKy MpefgHasHauyeHbl A1s 04HOPA30BOFO MEMNosb30BaHUS MPU 3aluTe PyK MegULUHCKOro
nepcoHana M co3faHus 6apbepa OT 6GaKTepuanbHOW W/MAM BUPYCHOW KOHTaMUHALUWM MexXay
MEAMUMHCKAM pPaGoOTHMKOM W MauMeHTOM BO BPeMs XUPYPruYeckux onepauuin u apyrux
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CaHUTapHbIX [elCTBUAX, Tpebyruwmnx Ccob6naeHNA YCNOBWIA CTepuibHOCTM, @ TakXxe npu
BO3MOXXHOI anneprum Ha naTtekc u onyapuearoLlee BeLLecTBo.

MpeaycMoTPeHHbIe M0/b30BaTeNN MEAULMHCKOIO U3eNns

MeAWLVHCKMIA nepcoHan, 3afeiiCTBOBaHHbIA B MPOBEAEHUN XMPYPTUYECKO onepauumn, a Takke
OCYLLECTBNAOWMIA Ntobble APYyrve caHWTapHble AeliCTBUS, Tpebytoline cobnoaeHns TpeboBaHuit
Mo acenTuKe, a TAKXe MEAULMHCKNIA NepcoHan UMEILL MK annepruio Ha naTekc U onyapuBatoLlee
BELL,eCTBO.

O6nactb NPUMeHEHNA MeAULMHCKOIO U3aenuns

O6nacTb NPUMeEHeHNS NepyaTok - No6ble BUAbI XUPYPrMYECKMX BMeLLaTeNbCTB, 06Las Xupyprus,
MUKPOXWUPYPrusa, opToneans, TpaBMaTo0rns, XMMNMoTepanus, ypreHTHble onepauny n onepawuun ¢
MOBbILWEHHbIM PUCKOM WHMULUMPOBAHUA, a TakKXe Hay4HO-UCCNef0BaTeNbCKUE WHCTUTYTbl U
BeTepuHapus. lMepyaTKM MCMONb3YHOTCA B OCHOBHOM KaK ABYCTOPOHHWIA 6Gapbep ANA 3aWUTh
nayMeHTa U MeaMUMHCKOro paboTHMKa OT 6aKTepuanbHON U/MNK BUPYCHO KOHTamMuHaLMuM u nNpwu
BO3MOXXHOW anneprum Ha naTekc 1 onyapuBaloLLee BeLLecTBo.

MpuHUMN geicTBUA MeAULUHCKOIO U3Lenus

MpuHUMN OeiACTBMA MeAUUUHCKOTO W3LeNnnsa 3aknyaetca B CO3faHMM (usmyeckoro 6Gapbepa
MeXJy MOBEPXHOCTAMU KOXW PYK MeLULMHCKOro mnepcoHana v onepaunoHHON MNoAocCTbl Nnbo
APYTUMU MOBEPXHOCTAMU nNalueHTa, TpebyrowmmMy co604eHNA YCIOBUIR CTEPUSIBHOCTU. Takum
obpasom, MeAMLMHCKOE  uM34enve  npefoTepawiaeT  bGakTepuanbHy  WU/MAW  BUPYCHYIO
KOHTaMUHAaLMIO MeXAy MeAWUMHCKUM NepcoHas oM W MauueHTOM, M NoBbiwaeT 3h(PeKTUBHOCTb
obecrneyeHns acenTMYeCKUX YCMOBWI NpU  MNPOBEAEHUM  XUPYPrUYECKUX BMELIATENbCTB,
npesoxpaHas MegnMLMHCKOro paboTHMKA OT BO3MOXXHOIO 3apaXeHWs Npu ornepupoBaHumn N Lpyrux
CaHWTapHbIX LeNCTBUAX.

MeguuMHCKoe  uM3genve  W3rOTOBNEHO U3 pa3M4YHbIX BMAOB CUMHTETMYECKOro Jflatekca:
MOMNU30MpPeHa, NOIMXIOPONPEHA U UX CMeCU. DTO UCK/IKOYaeT BO3MOXHOEe pa3BuTue anneprum |
Tuna (anneprua Ha NPOTEUHbl HATypanbHOr0 Kay4vyyKOBOrO JfiaTekca), a BapuaHT WCMOSHeHUA
MONMX/IOPONPEHOBbLIX NepyaTok 6e3 fobGaBneHUs aKCefepaToOpoB 3HAYMTENIbHO CHMXKaeT PUCK
passuTtna anneprum IV Tuna (annepruyveckuii AepmMaTtuT), CBA3AHHbLIA C annepruyeckon wu
CEeHCUOMNU3MPYIOLLEl peakunein opraHM3Ma Ha XUMUYECKMEe KOMMOHEHTbI, BXOAsAWMe B COCTaB
CUHTETMYECKMX MepyaTok. Takxke MefUUMHCKOe MU3f4eNne U3rotaenmeaeTca 6e3 onygpuBaHus, 4To
yCTpaHsaeT BO3MOXHOe pa3BuUTWe psaga nocreonepaumoOHHbIX OC/IOXHEHWI, CBA3aHHbLIX C
o6pa3oBaHVEM CMaek B XMPYpPruyeckon paHe naymeHTa.

BapuaHTbl UCNOMHEHNA MELULMHCKOro U3Lenns No3BOJAIOT 3aXBaTUTb NMPakKTUYECKN Bce 06nacTu
o6LLed 1 cnenuvannM3MpoBaHHON XWUPYpPruu, BKAKOYas XMMuoTepanuto U opToneguto. CBoicTBa
NONINXNI0PONpPeHa NO3BOJIAKDT NUCMOJb30BATb ero A5 paboTbl C WUPOKUM CNEKTPOM LUTOCTATUKOB.
YCTOWYMBOCTb  XUPYPIrMYECKUX OAHOPA30BbIX CTEPWUSIbHLIX MNepyaToK W3  NOMAUXIOPONpeHa
NnpoBepseTcs Mo CTaHZapTHOMY MeTo4y OnpejeneHns CTOMKOCTM MeAWUMHCKMX MepyaTok K
MPOHUKHOBEHUIO NIeKapCTB A8 XumuoTepanun ASTM D6978 (Tabn. 1).
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Ta6nmua 1. YCTOWUYMBOCTb  XUPYPTUYECKMX OAHOPA30BbIX CTEPWU/IbHLIX  MepuyaTok U3

Cnucok
Bpewms
Ko, 0BHADYKEHIS 0653aTeNbHbIX
HavnmeHoBaHune ME/MA NDOHMKHOBEHMS nekapcte no  onuxnoponpeH
MUH " ASTM D6978
(7+2)*

KapmycTuH 3.3 cpefHee 18.8 . 0
LncnnatuH 1.0 >240 .
Linknoochamng (LinTokcaH) 20.0 >240 . .
[Jakap6a3uH 10.0 >240 .
[okcopyOuuuH consaHas . >240 . .
kucnota (AgpramumymH)

3tonosung (Tonosap) 20.0 >240 . .
dnyopoypaunn (Agpyuun) 50.0 >240 . .
Ndocpamug 50.0 >240 .
MeToTpekcar 25.0 >240 .
MutomuymH C, 0.5 >240 .
Maknutakuen (~akcon) 6.0 >240 . .
TwuoTtena 10.0 >240 ° *
BWHKpUCTMH cynbdaT 1.0 >240 y
ITorosoe KonM4ecTBO NEKAPCTB: 7 13

* 7 0653aTeNbHbIX NEKAPCTB U MUHMMYM 2 haKy/bTaTUBHbIX U3 CNUCKA B 17 AONOMHWUTENbHbIX
NEeKapcTB 418 XMMuoTepanumu

MpeaynpexaeHre Npu NCNonb30BaHUN C KAPMYCTUHOM:
BpemMs NPOHWKHOBEHMS [AaHHOIO fnekapcTBa COCTaBMNO 18.8 MWHYT, u4TO SBNSETCS
He6e30MacHbIM AN NCNOMb30BaHNS

Mpy KOMGBUHALMKW C NOGLIMW APYTMMU NepyYaTKamMu, XUPYyprindeckne nepyaTki U3 NoAUN30NpPeHa C
BO3MOXHOCTbIO MPUMEHEHUS B CUCTEME UHAMKALMM NPOKONa MOAXOAAT AN NPOBeAeHNs onepalnii
B opToneauu, TPaBMaToONOrMU 1 Onepauuii C MOBbLILLIEHHBIM PUCKOM WH(PULMPOBAHUSA, KaK
KOHTpACTHble MojgnepyaTky Npu 4BONHOM HaaeBaHUW.

MUKPOTEKCTYPUPOBAHHAs MOBEPXHOCTb BCEX BapWaHTOB WCMOMHEHWUS MEAULIMHCKOTO W3aenus
CMoCO6CTBYET HAAEXXHOMY 3axBaTy MEAWLMHCKMX WHCTPYMEHTOB, M TeM CaMbIM MOBbILIAET
BEPOATHOCTb YCMELLIHOFO UCX0/a OMnepaLum.

lMoKa3aHMsa K NPUMEHEHNIO MeJMLIMHCKOIo 1U3gennsa

MokasaHUAMW K MPUMEHEHUID MEAULMHCKOro W3henns fBnseTcs HeobXo4MMOCTb NPOBEAEHMS
XUPYPruyecknux onepaumii m Apyrux caHUTapHbIX AeNCTBUIA, Tpebyrowmnx coba0LeHNsA YCNOBUiA
CTEPUNBHOCTH, & TaKXe Hannyne BO3MOXHON anneprum Ha natekc v onyjpvBatoLlee BeLiecTBO.
MepyaTkn npeAcTaBNAOT CO60M cpefcTBa WHAWBWUAYaNbHOW 3aWWTbl PYK MeAULMHCKOrO
nepcoHana. Vcnonb3oBaHue nepyaToK B MeAMUMHCKUX OpraHusaumsax ABnseTca 06s3aTeNbHbiM
TpeboBaHMeM.

MpoTuBONOKasaHUSA MeAULMHCKOr0 N3fenns
MeanumMHCKoe n3aenve NpoTMBONOKa3aHWii He UMeeT.

Mo6ouyHble aencTBmS

MeguumHckme paboTHUKM MOTyT Habnwogatb passutue anneprum IV Tuna, CBA3aHHOW C
annepruyeckor 1 CeHCUOUIM3UPYIOLLEe peakumeld Ha XMMUYECKMe KOMMOHEHTbI NepyaTok wu3
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yCVIHTeTI/ILIeCKOI'O natekca. Takxke BO3MOXHO TMPOSBEHWE [epMaTtUTOB U WHbIX KOXHbIX
pasgpaXeHuii Kak CnefcTBMe HEMPaBUILHOTO YX0[a 3a KOXeN pyK 1 XECTKMUX YCNOBUIA M301ALMK
KOXM PYK OT eCTECTBEHHOIN BEHTUASALUN BO34YXOM.
Mpy NOABNEHMMN pa3fpaXKeHNUs KOXW NpekpaTUTe 1CMoIb30BaTb NepyaTkn 1 obpaTuTecs 3a
KOHCYy/bTauueln K Bpayy.

MHCTpyKuMA nNo akecnayaTaunm (NPUMEHEHUIO) MeANLIMHCKOIO NU3Lenns

Mepes NpUMeHeHWEM MNepyaToK MeaULUUHCKME PabOTHUKW MPOBOAAT TMIMEHUYECKY 06paboTKy
PYK, BbINMOMHNB TEXHONOTMI0 06pabOTKN PYK XUPYpPros.

Heobxogumo cTporo cobniofatb npasuna HajeBaHWA MepyaTok, 4To6bl He HapywuTb
CTEPUNBLHOCTb X paboyeli MOBEPXHOCTH.

BCKpbITb  MHAMBUAYA/IbHYIO BHELWHIOK YMNaKoBKY CTEPU/IbHbIX Mepyatok (B CTOPOHE OT
CTEPUNILHOIO CTONMUKA), M3BMEYb («BbITPAXHYTb») U3 Hee BHYTPEHHWIA KOWENEK C nepyaTKamMy Ha
CTEPWIbHYIO MOBEPXHOCTb. 3aTEM BCKPbITb BHYTPEHHWUIA KOLIENEK CTEPU/IbHbIM MUHLETOM 1160
acenTuyeckn obpaboTaHHbIMU pykamu. BHavase nepyatka HageBaeTcs Ha LJOMUHAHTHYHO (NpaByto)
PYKY. BONblWINM 1 yKasaTeNbHbIM NanbLaMn IEBOM PYKW 3aXBaTUTb Kpai BbIBEPHYTON HaU3HaHKY
MaHXeTbl MpaBoli nepyatkM W HajeTb ee Ha MpaByl PYKY, He KacasiCb HapY>XHOW CTepusibHOM
MOBEPXHOCTM MepyaTkn. MaHxeTa OCTaéTcqd BbIBEpHYTOW. [anee nanbUbl NPaBoOi PyKW, Ha
KOTOpbIe Y)Ke HajeTa nepyatka, NOABECTU MO/ OTBOPOT MaHXeTbl /IeBO MepyaTKM U Haf4eTb ee Ha
NEBYIO PYKY, He KacasCb KOXW W W3HAHOYHOW CTOPOHbI MaHXeTbl. PacnpaBuTb MaHXeTy neBoii
MepyaTku Ha xanarte KpyrosbiMU [ABMXEHUAMMK. MaHXeTa nepyaTku [O/KHA MepekpbiBaTth
MaHXeTy pyKaBa xanaTa 6onee 4yem Ha 5-10 cMm. TONbKO MOC/Ae 3TOr0 Pas3BepHYTb BbIBEPHYTHIA
Kpai MaHXeTbl NpaBoOil nepyaTKyM aHaIOTMYHbIMU KPYTOBbIMU ABUXXEHUAMMU. HaTAHYTb MaHXeTy
yeTbipbMA NanbLUaMW WM OKOH4YaTENbHO MNOMNPaBUTbL MNepyaTku, obecrneuymB WUX KOMGOPTHOe
NCMNO/b30BaHMe.

BursyanbHO npouecc HageBaHNA XMPYPruyeckmnx nepyaTok npeacrassieH Ha puc. 1.

PucyHok 1. ANropuTM HafeBaHus XMpypriyecknx nepyaTok

11 12 13 14

CyLlecTBYOT 0CO6EHHOCTU paboThl B XMPYPrUYECKMX NepyaTKax.

Pyku B CTEpW/bHbIX MNepyaTkax He CreAyeT OMnyckaTb HUXE CTEpPWU/IbHbIX MNOBEPXHOCTEN
WHCTPYMEHTaNbHOTO W OMepalMoHHOro cTonoB. O6paboTKy MNepyaToK CMMPTCOAEpXalwumMu 1
VHBIMU aHTUCENTUYECKUMI CPeACcTBaMy Mepej HauyasioM onepauum v B xode paboTbl NPON3BOAUTH
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He PEKOMeHAYeTCH, TaK KaK OHM YBeIMYMBAOT NOPUCTOCTL/MPOHMLAEMOCTb MaTepurana nepyaTok u
C03[al0T YCNoBUA ANS MPeofoNeHns 3alMTHOro 6apbepa MUKpoopraHusMamun. Ana nogaepxaHus
ONTUMANLHOIO YPOBHSA 3alUMThl NEpyYaTKU HEOO6XOAMMO MeHATb yepe3 Kaxpable 60-120 MuH., B
3aBMCUMOCTM OT XapaKTepa OnepaTMBHOro BMewlaTenbCTBa. epes HafeBaHVWEM HOBbIX MepyaTok
Heo6Xxo4MMOo NpoBecTN 06paboTKy PyK CNUPTCOLEPXKALLUM aHTUCENTUKOM.
MepyaTkn cnefyeTt 3aMEHUTb B CNEAYIOLWMNX CUTYaLUAX:

nocsne noepexaeHns (Npokona);

nocne o6HapyXeHus aethekTa;

nocne cy4aliHoro sNeKTpUYecKoro ygapa ot a/1eKTPOXUPYPrmyeckoro MHCTPYMEHTa,

npu nonagaHuum (BNMUTbIBaHWA) NOL nepyaTky Nt060M XXNAKOCTH;

npw NOABAEHUN NUNKOCTH;

NP OLYLLEHNMN NOABNEHNSA «MEPYATOYHOI0 COKax;

Mpu Nepexoe oT «rPA3HOro» 3Tana onepaunn K «4ncToMy».
Ecnn nospegunacb ofHa nepyaTtka, Heo6xo4MMO 3aMeHWUTb 06e. pu 3amMeHe MepyaToK nocne
CHATUA WX C PYK c/iedyeT NPOBeCcTU 06paboTKy PYK KOXHbIM aHTMCeNnTUKOM. HoByl napy
nepyaTok HafeBaTb Ha BbICOXLUNE PYKMN.
CHMMaTb  WCMO/MIb30BaHHbIE MNepyaTku CcreflyeT OCTOPOXHO, u3beras pa3bpbi3rnBaHnsa C
MOBEPXHOCTEN NnepyaTKy, NpU KOTOPOM BO3MOXHO MWKPOOGHOE 3arps3HEHMe PyK W OKpyXKaroLlei
cpegpbl. y .
YT00bI CHATL MepyaTKy, HEO6X04MMO B3ATb MasbLaMy NpaBoi PyKU B nepyaTke MaHXeTy Ha /1eBoi
nepyaTke C Hapy>HOM CTOPOHbl. CHATb MepyaTKy C JIEBOW PYKWU, BbIBOpPA4YMBas ee Hau3HaHKy W
OCTaBUTL €&, fepxka 3a 0TBOPOT, B MPaBoi pykKe. 3aTeM NOMECTUTb Mafiblibl CBOGOAHOW NEBOIN PyKM
B MaHXeTy nepyaTKuM Ha NpaBoOi pyKe W CTAHYTb €e aHanorn4yHo nepBoi. BbiBEpHYB nepyaTky
Han3HaHKy, MCNOb30BaTb ee B KayecTBe MellKa A5 Apyroin nepyatku. Morpysmtb 06e nepyaTkn B
eMKOCTb C [e3VHMUUMPYIOLWMM pacTBOpoOM ANA 06e33apaXmBaHUs WAM B O4HOPa30BYK eMKOCTb
0N BPEMEHHOr0  XpaHeHMs  OTXOA40B C  Uefbl  NOC/Mefylowero  LeHTpasM30BaHHOIO
o6e33apaxuBaHusa/obesBpexmBaHns.
Bun3yanbHO NpoLEecc CHATUA XUPYPruYecKnMX nepyaTtok npeacraB/ieH Ha puc.2.

PUCYHOK 2. ANTOPUTM CHATUS XUPYPFUYECKUX NepyaToK

Mocne 3aBepLleHns paboTbl U CHATUS NepYaToK HEO6XOAMMO NMPOBECTU TUTMEHNYECKYIO 06pabOTKY
PYK. OfHOpa3oBble nepyaTku nocne MCNoNb30BaHMs nognexar
06€e33apaXkBaHNI0/06e3BPEXMBAHNI0 KaK MEJMLIMHCKINE OTXOAbl COOTBETCTBYHOLLEro Knacca. Ans
NPOUAAKTUKN CYXOCTU W HeXenaTe/bHbIX SBMAEHUIA Ha KOXe MeAMLMHCKUM pPaBGoTHUKAM
PEKOMEH/yeTCs BCera Mcnofb3oBaTb NPOgecCUoHanbHbIi NUTATENbHbI KPEM Ans PYK.
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YcnoBust akcnayatauumn (MPUMeHeHUs1) MegULUHCKOT0 U3aenuns

MepyaTKn JOMKHbI NPUMEHATLCA B COOTBETCTBUMN C MHCTPYKLMEN HA MELULMHCKOE n3aenue.
MpumeHeHWe wun3genus He TpebyeT cneunanbHON KBanU(UKaLUMM  WUAN  CMELManbHOro
06pa3oBaHus.

MeguUuMHCKME NepyaTku MNPUMEHAOTCA B 1eYeOHbIX WAM  N1Ie4eBHO-NPOPUNAKTUYECKMNX
YUPEXAEHMAX B 3aKPbITOM MOMELLEHUN B CYXOM MeCTe, BAa/M OT NPAMbIX COTHEYHbIX Ny4eln,
npu Temnepatype oT 15°C go 25°C 1 0THOCUTENbHOW BNaXHOCTK OT 65% A0 85%.

WN3penve He npefHa3Ha4YeHOo A1 MHOrOpa3oBOro MCNOMb30BaHMA.

He npuMeHATb NpU HECOOTBETCTBUMN pasmepa.

TONbKO ANA UHAMBUAYANbHOTO NPUMEHEHUS.

CpOK rogHOCTN MeANLMHCKOrOo 13aenus
Y CTaHOB/EHHbI CPOK FOAHOCTY XMPYPrUUYECKMX NepUyaTok CoCcTaBNseT 3 roga.

MoTeHUMaNnbHbIA PUCK MPUMEHEHUSA MEAULMHCKOIO N3AeNns N0 Ha3HAYEHUIO:
Knacc 2a

MpeaynpexaeHns u Mepbl NPeAoCTOPOXKHOCTM

W3penvie npefHasHayeHo TO/IbKO A1 O4HOPA30BOro NMPYMeHeHus.

TO/IbKO AN HApYXHOT0 NPUMeHeHus (M34eNve He NHBA3UBHOE).

CnepyeTt 06a3aTeNlbHO KaXAbli pa3 MbiTb PYKW nepef HafjeBaHWEM WAM CMEHOI nepyatok, a
TakXXe Mocne X CHATUS.

Heobxogmumo nofbupaTb MepyaTKM HY>XKHOro pasMepa M B 3aBUCUMMOCTM OT Xapakrepa
BbIMO/HAEMbIX MaHUNYNAUWIA - OHW [LO/MKHbI N1erK0 HafeBaTbCA U He [LO/KHbI 3aTPYLHATH
LOBUXEHUA UNKN caBnuBaTb KUCTU PYK.

IMPUKOCHOBEHUS [LOMYCTUMbl WUCKIOYUTEIbHO K OrpaHWYeHHOW MOBEPXHOCTU MepyaTku,
COOTBETCTBYIOLLEW 3aNACTbIO0 (BEPXHUI Kpail MaHXeTbl).

CTepunbHO. He ncnonb3oBaTh NpU HapyLleHU NHAUBUAYANbHOW YNaKOBKM.

CTepunn3oBaHo pagmaunoHHbIM METOLOM.

Mpn HapyweHWn UeNOCTHOCTM WUHAWBUAYaANbHON YNAaKOBKM  MepyaTku  HeobXo4uMMO
yTunn3mposatb Kak O6uwme otxoabl (OTxoabl Knacca A COrflaCHO HOPMAaTUMBHOMY
pykosoacTBy P® CaHlunH 2.1.3684-21 «CaHMTapHO-3aNUAEMUNONIOrMYECKNe TpeboBaHUS K
COEPXKAHMIO TEPPUTOPUIA TOPOACKMX U CENbCKMX MOCENEHUN, K BOAHbIM 06beKTaM, MUTLEBOWA
BOAE ¥ NUTbLEBOMY BOLOCHA6XEHMIO, aTMOCHEepPHOMY BO34YyXY, NOYBaM, XWU/IbIM MOMELLEHUAM,
aKcnayaTtaunm Npon3BOACTBEHHbIX, O6OLLECTBEHHbIX MOMELLEHWUIA, OpraHM3aLnumn 1 NpoBeAeHMI0
CaHUTapHO-NPOTUBOINNAEMUYECKUX (MPODUNAKTUYECKUX) MEPOMPUATUIN»).

He mounTb 1 6epeyb OT BNaru.

WN3beraTb BO3A4ENCTBUSA NPAMbIX COMHEYHbIX Jflydeil WM SPKOr0 MCKYCCTBEHHOrO CBETa,
MMeroLLLero BbICOKOe cofiepXaHuve ynbTpaduosera.

XpaHuTb B 3aLMLLEHHOM OT COJIHEYHOro cBeTa MecTe. lMomelLeHMa ANA XpaHeHUA He JO/KHbI
cofepxaTb HMKakoro obopynoBaHus, CMOCOOHOr0 MPOM3BOAMTL 030H, TAKOTO KaK PTYTHble
namnbl MAN  BbICOKOBO/IbTHOE 000pyf0BaHWe, Bbi3blBAlOLWEE 3/IEKTPUYECKMNE WCKPbI WK
GecllyMHble 3NeKTpuUYeckme paspabl. Foproume rasbl ¥ opraHuyeckre napbl TaKXe LO/DKHbI
ObITb UCKNHOYEHbI U3 MOMELLEHWA.

MepuyaTkn He rapaHTupytoT 100% 3awuTbl PyK OT MPOKO/OB, MOPE30B W MOBPEXAEHWUN,
BbI3BaHHbIX BO3JENCTBNEM XMMMNYECKNX BELLECTB.

TexHnyeckoe onucaHne MeanLIMHCKOro nsaenus
dop.Ma. Xupypruyeckume nepyaTtky MMerT W30TrHYTble Nablbl, C pa3fefleHNeM Ha MNpaByl W
NeBY pyKKU (aHaToOMUYecKas hopmMa), MaHXXeTa C BaJIMUKOM.
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MoBepXHOCTb. [lepyaTKM UMeT MUKPOTEKCTYPUPOBAHHYK MNOBEPXHOCTb MO BCel 06nacTu
NafioHn.

Pasmepbl. MeanLMHCKOe W3[enne M3roTaBnMBaeTCcs MO e4MHbIM pa3mMepam A5 BCeX BapMaHTOB
NCMONHEHNS. 3HAYEHUS LWMPWHBI, AAUHBI U TONWMHbI MEAULMHCKOrO W3Aenus npefcTaB/eHbl B

Tabnuue 2.
OnvnHa /, mm. LWnpuHalP, TonwunHa, Mmm, He MeHee
Pa3mep
HE Menee MM nanet NajioHb MaHXeTa
55 72 +4
6.0 77 £5
6.5 83 +5
7.0 89 15
75 285 95 +5 0.13 0.13 0.10
8.0 102 +6
85 108 +6
9.0 114+6

TonwmHa BeHYMKa AN BCEX BapMaHTOB UCMOMHEHUA MEAULMHCKOIO U3ennsa coctaBnseT He 60nee
2.5 Mm.

DU3NKO-MeXaHNYECKNE XapaKTEPUCTUKN. MeauLNHCKOe M3aenne N3roTaBanBaeTcs no efuHbIM
Tpe6oBaHMAM K (BU3MKO-MeXaHWYeCKUM XapakTepucTMKaM [N BCEX BapUaHTOB WCMOHEHNS.
3HaueHNs  (U3MKO-MeXaHUYECKMX XapaKTePUCTUK A0 U NOCAe YCKOPEHHOro CTapeHus
MEeAVMLMHCKOro 134enns npeAcTaB/eHbl B Tabnuue 3.

Tabnuua 3. 3HavyeHMsa (U3MKO-MeXaHUYeCKUX [MOoKasaTenell BCEX BapuaHTOB WCMONHEHUS

[0 yckopeHHoro  [locne yCKOpeHHOro

Xapaktepuctuka CTapeHus cTapeHns
IMnoyYyHoCTbL Nou pacTaxeHun, Mla, He MeHee 17 12
Y ANnNHEHNe Npu paspbiBe, %, He MeHee 650 490
HanpsbkeHue npy 500% yanuHenuun, MMa, He 6onee 7.0 -
Ycunue npu paspbise, H, He MeHee 9.0 9.0
Ycunve npu 300% yanvHenun, H, He 6onee 3.0 -

YPOBHM KOHTPONA U NpUeMNeMblii YpOBEeHb KayeeTBa. B Lensix KOHTPONS KayecTBa MepyaTKu
OTOMPAOT W MNPOBEPAOT B COOTBETCTBMM C TpeboBaHuaMM cTaHgapta I1SO 2859-1:1999
«[poueaypbl BbIGOPOYHOrO KOHTPONS MO anbTepHATMBHOMY npu3HaKy. Yactb 1. [lnaHsbl
BbIOOPOYHOro KOHTPONS nocnefoBaTeNbHbIX MapTUA Ha OCHOBE MPMEMNEMOr0 YPOBHS KayecTBa
AQL».

YPOBHU KOHTPO/A U NpuemMsiemble YpPoBHM KavyecTBa AQL [O/MKHbLI COOTBETCTBOBATL 3HAYEHUAM,
npuBefeHHbIM B Tabnuue 4.

eeKT, CBA3aHHbIN C YpoBeHb

lMokasaTtenb fed AQL
rnokasarenem KOHTpONA

epMeTUYHOCTb Hanvnuwne oteepcTunii Gl 15

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HecooTBeTCTBME ASINHbI, LLIVPUHBI

Pasmepe! M TOALLMHbI 52 4.0
®U3MKO-MexaHUYeckume HecooTseTCTBME NoKasaTenen Ao S0 40
nokasaresin W nocse YCKOPEHHOT0 CTapeHus

Macca 0cTaTo4HOro lMpeBbilIaeT MakcMManbHoe N=5 i

onyagpvearouilero seuwiecrtaa 3Ha4vyeHune

FepMeTUYHOCTb. MepyaTkn LOMKHbI OblTb repMeTUYHbI. MpremneMblil ypoBeHb KadecTBa (AQL)
coctaBnset: < 1,5.

CofepxaHue onyApuBatOLLEr0 BewlecTBa. B HeonyApeHHbIX nNepyaTkax COAepXKaHue
OCTaTOYHOrO ONy/pPVBatOLLEro BELLECTBA He MPeBbiliaeT 2 Ml Ha OAHY MepyaTky.

CTOKOCTb K BUPYCHOMY MPOHUKHOBEHWIO. MeANLNHCKOE W3Aenve SBASeTCs YCTONUMBLIM K
BUPYCHOMY NMPOHWKHOBEHNIO.

CTOMKOCTb K NOBpeXXAeHNAM, Bbl3BaHHbIM LUTOCTaTUMKaMW. MeAnUUHCKOe n3fenue ABnAdeTca
yCTOVI‘-Il/IBbIM K NoBpPeXXaAeHNAM, BbI3BaHHbIM LUTOCTaTUKaMW.

Y CcnoBua TpaHCNOPTUPOBKU, XPAHEHNA N YTUNN3ALUN MELULUHCKOTO N3aenus

YCcnoeus TpaHCNOPTUPOBKHU

TpaHCNoOpTUPOBKA W3LENUA MOXET OCYLLeCTBAATLCA BCEMW BMAAMW KPbITOrO TpaHcnopTta B
COOTBETCTBUM C MpaBunaMu TPaHCMOPTUPOBKW, AENCTBYOLWMUMN ANA AAHHOTO BuAa TpaHcnopTa.
Mpu TpaHCNOPTUPOBKE HE JO/MKHbI HAPYLLaTLCA YCNOBUSA XPaHEHUS.

MepyaTKn, NOMELWEHHbIE B TPAHCMNOPTHYI YMNaKOBKY, AO/KHbI O6biTb YCTONYUBbLI K CefytoWwuUM
KAMmMaTU4eckKMM BoO3feicTBMAM: Temnepatypa - oT 0°C po 35°C, OTHOCMTEeNbHas BAAXHOCTb
Bo3dyxa - o1 65% ao 85 %.

YcnoBua xpaHeHus

WN3penns HeobXo4MMO XpaHUTb B CYXOM MecTe, 3aLyULeHHOM OT BO3AelCTBUA NPAMbIX COMHEYHbIX
Nnyyelr UAn ApKOro UCKYCCTBEHHOIO CBeTa, MMEKLLEero BbICOKOe CofepXaHue ynbTpaguoneTa, npu
Temnepatype oT 0°C o 35°C 1 OTHOCUTENbHOWN BNaXXHOCTM BO3AyXa - OT 65 A0 85%.

CnefyeT 6bITb OCTOPOXHbLIMU C U3AENUAMM, XPaHALWMMUCS NPU TemnepaType HMKe 15°C, Tak Kak
NPy HEOCTOPOXXHOM 06paLLeHNN OHU MOTYT ObITb XXECTKUMU U YYBCTBUTENbHBIMU K AehopmaLmu.
Mocne XpaHeHWs NpW HU3KOW TemnepaType nNepyaTkyu nepes WMCNONb30BaHWEM [AOMXKHbI OblTh
nporpetbl o 30°C no Bcemy 06bEMY M34enus.

B nomeuleHnax ns XpaHeHMA He JONYCKAeTCA pasmellatb 0060pyfLoBaHue, TeHepupytoLlee 030H,
TaKkoe KakK PTYTHble Jflamnbl  WIW  BbICOKOBO/IbTHOE 3/IeKTPo06OpyL0BaHNe, ABMAIOLLEECH
NCTOYHUKOM NOBbILUIEHHOI0 NCKPOO6PaA30BaHMA UM BECLLUYMHbIX 3/IEKTPUYECKMX Pa3psioB.
N3penva Heob6XxoAMMO XpaHUTb BAaNW OT UCTOYHMKOB BO3ropaHus. Ioproymne rasbl 1 opraHuyeckme
napbl 4O/MKHbI ObITb UCKOYEHbI U3 CKNAACKUX MOMELLEHWIA.

Ycnosuga ytunnsaumnmu

cnonb3oBaHHOE MeAMLMHCKOe un3fenive MNpUHAANEeXUT K Kateropuv WMHMEKLUOHHbIX OTX0L0B
(OTxopbl Knacca b cornacHo HopmaTMBHOMY pykoBofcTBY P® CaHlMunH 2.1.3684-21 «CaHuTapHO-
3ANNLEMMNOSIOTMYECKME TPeDOBaHNA K COAEPXaHUIO TepPUTOPUIA TOPOACKUX U CENbCKUX MOCENIEHU,
K BOAHbIM 06beKTaM, MWUTbLEBOW BOLE W MWUTbEBOMY BOAOCHAGXEHUI0, aTMOCHepHOMY BO3AYXY,
noyBam, XWbIM MOMELLEHUAM, 3KCMayaTaLuun npou3BOLCTBEHHbIX, OOLECTBEHHbIX MOMELLEHWNA,
opraHusaumMM M NPOBEAEHUIO  CAHWUTAPHO-NPOTUBOANUAEMUYECKMX  (MPOPUNAKTUYECKMNX)
MeponpuaATnii»).
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C60p, BpeMeHHOE XpaHeHWe M BblBO3 OTXOAOB C/efyeT BbIMONHATL B COOTBETCTBMU CO CXEMOI
obpalieHns ¢ MegULUHCKUMUK OTXO4amu, NPUHATON B JaHHOW opraHusaluu, OCYLLEeCTBAAIOLLEN
MeANLNHCKY n/unn dapMaleBTMUYECKYO AeATeNbHOCTb.

[MapaHTUK Npons3BoANTENSA

lMpon3soanTens rapaHTMpPyeT COXPAHHOCTb BCEX NapamMeTpoB W XapakKTepUCTUK MNEepyaTtok B
TeYeHMe BCeEro cpoka rogHoctu (3 roga) npu yCnoBuMM LENOCTHOCTM YMakoBKW, COBGNOAEHMNSA
YCNOBUIA XpaHeHWs, TPaHCMNOPTUPOBKM, 3KchayaTauuu B COOTBETCTBUM C WHCTPYKLMER K
npuemMsieMmoro yposHsa kavectsa AQL <1,5.

MepeyeHb MpPUMeEHSIEMbIX Npou3BoAMTENeM (M3rOTOBUTENEM) MEAULMHCKOIO  U3aenus
HaLMOHaNbHbIX CTaHAAPTOB

EN 455-1:2000 MepuaTkn MeAWLMHCKME OfHOpasoBble, YacTb 1. TpebosaHua v
onpefeneHne OTCyTCTBUA OTBEPCTUNA

EN 455-2:2015 MepuaTKn MemuMUMHCKME oOfHOpasoBble, YacTb 2. Tpebosanus v
UCNbITaHNSA PU3INYECKNX CBOWCTB

EN 455-3:2015 MepuaTkKn MejuULMHCKUE OfHOpasoBble, YacTb 3. TpedosaHus v
MCNbITaHUSA ANS 6MONOrNYECKON OLLEHKM

EN 455-4:2009 MepuaTkKn MeAULMHCKME OfHOpasoBble, YacTb 4. TpebosaHua u
WCNbITaHUS AN ONpeAeneHns CpokKa rogHoCTu

EN 556-1:2002 Crtepunusaums MefULUHCKUX wn3gennidi. TpeboBaHUS K MeAULMHCKAM

N3LeNuaAM  KaTeropum  «CTepunbHble». Yactb 1. TpeboBaHus K
CTepuIn3aunmn ynakoBaHHbIX MeAULUHCKUX U3aennii

EN 868-5:2019 MaTepmanbl W CUCTEMbl [N YNaKOBKWM MeAULMHCKUX  W3fenui,
npefHasHavyeHHbIX Ana cTepunmsaymu. Yactb 5. TepMmocToilkue u
camo3aneyvaTblBatoLLMecs NakeTbl U pyKaBa U3 KOHCTPYKUWA Bymaru u
MNacTUKOBOM MneHKN. TpeboBaHUSA U MeTOLbl UCMbITAHWI

180 2859-1:1999 Mpouesypbl BbIGOPOUYHOrO KOHTPONA MO afbTEPHATUBHOMY MPU3HAKY.
YacTb 1. MnaHbl BbIGOPOYHOTO KOHTPOAA NOCNef0BaTe/IbHbIX NapTWUI Ha
OCHOBE NpuemnemMoro yposHa kayectsa AQL

1ISO 10012:2003 CucTeMbl ynpaBfeHUs U3MepeHusMu. TpeboBaHWUA K U3MEPUTE/bHbIM
npoeccam 1 M3MepuTenbHOMY 060pyA0BaHNIO
ISO 11137-1:2006 CTepunusauus MeAULMHCKO npoayKLun. PagunaunoHHas

ctepunmsayma. Yactb 1. TpeboBaHusi K pa3paboTke, Banugauum w
TEKyLEeMy KOHTPO/IO npoLecca cTepuansaumy MeguumHCKUX n3genunin

I1SO 11137-2:2013 Ctepunusayus MefULMHCKOM npoAyKLUum. PaguaLluoHHas
cTepunnsaymsa. Yactb 2. YCTaHOB/IEHNE CTEPUNN3YIOLLEN 403bl
ISO 11137-3:2017 CTepunmnsaumns MeNLNHCKOIA MpoAYyKLMH. PaguaunoHHas

cTepunusaums. Yactb 3. PyKOBOACTBO MO WUCMO/Ib30BAHNIO [O3UMETPUN

npu pa3paboTkKe, BannjaLumu n TeKyL|eM KOHTpose

ISO 11139:2018 CTepunusauns  MeAWUMHCKMX  u3genuid.  Cnosapb  TEPMUHOB,
MCMONb3yeMbIX B CTaHAapTax Ha CTepWUN3aLMOHHOE U aHanormyHoe
o6opyaoBaHMe 1 NPoLEecChl CTepUN3aLnm

ISO 10993-1:2018 OueHka 6MO/IOTMYECKOrO [1eACTBMA MeAMLUNHCKUX u3fenuin. Yactb 1
OugeHKa 1 nccnefoBaHns B NPOLLECCE MEHEIDKMEHTA PUCKOB

ISO 10993-5:2009 OueHka 6GMONOrMYECcKOro [eicTsna MefuLUHCKUX u3genuin. Yactb 5.
VccneqoBaHMs Ha LMTOTOKCUYHOCTb METOAbI in Vitro

ISO 10993-10:2010 OueHKa 6MOM0rMYecKoro f[encTsna MefuUUHCKUX usgenunii. Yacte 10.
MccnenosaHna pasapaxaroLiero u CEHCUGMNU3NPYIOLLEro AencTBUS

ISO 10993-12:2012  Wismenna  meanumHckme.  OueHKa  GMOMIOTMYECKOTO  AEACTBUS
MeANUUHCKMX  m3gennin. Yactb 12. [purotoBneHue npod6 u
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ISO 11607-1:2019

ISO 11607-2:2019

ISO 11737-1:2018

ISO 11737-2:2019

ISO 13485:2016

ISO 14971:2007

ISO 15223-1:2016

ASTM D412

ASTM D573

ASTM D3577
ASTM D3767
ASTM D5151
ASTM D6124
ASTM D6978
ASTM F88

ASTM FI1671

KOHTPO/IbHbIE 06pasLbl

YnakoBka [ANA  MeAUUUHCKUX W3LeNunid, nognexawmnx ¢GUHULLIHON
ctepunmsauymn. Yactb 1. TpeboBaHus K maTepuanam, 6apbepHbIM
cucTtemMam A1 CTepMAM3aLmnm U ynakoBOYHbIM CUCTEMAM

YnakoBka [N MeAULMHCKUX W3Lennin, nognexawimx GOUHULLIHOMN
cTepunusaumn. Yactb 2. TpeboBaHMs K Baaupauum npoLeccos
(hopmMmMpoBaHusA, repmeTusaLu n c6o0pKu

Crepunusaumsa MeAnUUHCKUX n3fennin. Mukpobuonornyeckne MeTojbl.
YacTtb 1. OueHka nonynaunm MMKPOOPraHM3mMoB Ha NPoAyKTe
Crepunusauma MegULUHCKUX U3fennii. Mnkpobumonornyeckne MeTogpl.
Yactb 2. NicnbiTaHUA Ha CTEPUNBLHOCTL, MPOBOAVMbIE MPY ONpesesieHnn,
BanMgauumn 1 o6cnyXxumeaHuy npowecca ctepunnsawun

N3penna meguumHckme. Cuctemsl ynpas/ieHUs KayecTBoM. Tpe6oBaHusa K
perynnpoBaHuio

N3genna  meguumHckune. TIpMMEHeHME  MeHe[)XMeHTa pucka K
MeAULUHCKUM U3enunam

N3pgennsa megnunHckre. CUMBO/bI, MPUMEHSAEMbIE NPU MapKMPOBaHUN Ha
MeAMUMHCKUX  n3f4enusax, 9TUKETKax W B COMPOBOAUTENIbHON
JokymeHTauun. Yactb 1. OCHOBHblE TpeboBaHMA

CTtaHfapTHble MeTOAbl WCMbITAHWUA ANA BYNKAHWU3MPOBAHHbLIX Pe3VNH W
TepM03/1acTonNacToB. PacTaxeHune

CTaHAapTHbIN MeTOo4 WCMbITaHUA pe3nHbl. CTapeHuMe B TepmocTarte C
BO3/yX006MeHOM

CraHfapTHasa cneympukayma Ang KayyyKoBbIX XMPYPruyecknx nepyaTok
CraHfapTHaa npakTuKa 4na pe3nHbl. VIsMepeHne pasMmepoBs

CTaHfapTHbIl ~ MeTO4 OOHapyXXeHus OTBepCTUiA B MeAULUHCKUX
nepyaTkax

CTaHAapTHbI  MeTO4 OnpefeneHUs OCTAaTOYHOro  OMyApuBaroLLero
BELLEeCTBa Ha MeAMLMHCKUX nepyaTkax

CTaHAapTHbIA MeTog onpefeneHns CTOMKOCTU MeAULUHCKUX NepyaTok K
MPOHWKHOBEHWIO NEKAPCTB A1 XMMUOTEPaAnum

CTaHAapTHbIA MeTOof OonpejeneHns MNPOYHOCTU CBAPHbLIX COELUHEHUN
rMoKMX 6apbepHbIX MaTepUanos

CTraHfapTHbIN MeTof  onpejeneHuns CTONKOCTM maTepuanos,
NCMNONb3yEMbIX B 3aLLUTHON OfeXAe, K MPOHUKHOBEHUIO NEPeHOCUMbIX C
KPOBbIO MATOreHoB C MCMO/Mb30BaHWEM MPOHMKHOBEHUS GakTepuodara
Pbl-X174 B KauecTBe WUCMbITaTe/IbHON CUCTEMBI

NHCTpYKUMA NO NPUMEHEHUIO MeAWMUMHCKOro usgenus «llepyaTky Xupyprudeckume u3
CUHTETMYecKoro natekca «BENOVY» cTepunbHble HEOMyAPEeHHbIE» BbiMYyCKAeTCA BNepBble
(Bepcus: 00 (Anpens 2021)).

MpM BO3HMKHOBEHUU

HEXXenaTtenbHOro ABneHuAa, WUMeLUero npusHakun He6f|aFOI'IpVIF|THOFO

cobbITUS (MHUMAEHTA), HEOOX0AMMO YBEAOMUTb O HEM MPOU3BOAMTENA NM6GO YNOMHOMOYEHHOIO
npeacTaBuUTeNst NPOM3BOAUTENS Ha TeppuTopumn Poccuiickoin Pegepaymn.
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O60poTHas CTOpoHA
V024993

NP
MaTbto Jlum ByH MuH (017-7751697)

-KoHeL, nepeBoja 4OKYMeHTa-
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TlepeBost ¢ aHrMMUCKOTO AIBIKE HA PYCCKHIA A3KK BHNONHEH NEPEBOIMHKOM Kypmesoii I0nueit
ApxenpesHofi. TIOATBEpKmal0, YTO BHITONHEHHBE MHOK NEPEBOX ABNACTCA TPABHIBHBIM,
TOUHEIM H IOJHEIM.

Poccaiicxan ®Peaepanus
Canxr-IlerepSypr
,I[Bauug'm"l'pmero Hog0pA ABe THICHYH ABANNATSH IIEPBOTO roas

A, Nizenc Harames AHaTonbeBHA, HOTApHYC HOTADHANLHOTO OKpyra CaHKT-
Tlerep6ypr, cBuAeTeNBCTRYIO MONTHEROCTS HOZUHCH NepeBoxanxa Kypmero#i FOman
ApKaapeBHHL,

Tonnucs crenana B MOEM IIPHCYTCTRUH,
JlnuHOCTE MOAMICABLIErO AOKYMEHT YCTAHOBJICHA,

3aperucTpHpoBaHO B peectpe: Mo 78/80-1/78-2021- 4 4q- 7% £¢

Ynnavero 3a cosepImenne HOTAPHATHHOTO AeficTara: 500 py6. 00 xom. f

H.A. aenc
TELEX:
At o

v c 4
e.\\' ‘,,w'“"'“ ® e, 0,

Htoro B BacToAIeM NOKyMEHTE:
25 (aBamUATEH NSTH) IHCTOB

SR

Horapuyc H.A. Mzenc
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Poccniickan ®eaepauus
Canxr-Ilerepbypr
ABaauaTh TpeTbero Hoabpsa ABe TLICKYH ABAANATD NEPBOTO roaa

A1, Azenc Haransa AHaToNbeBHA, HOTAPUYC HOTAPHATBHOTO OKPYTra Cankr-TlerepGypr,
CBHACTENBCTBYIO BEPHOCTH KOMKK ¢ MPSACTABICHHOTO MHE JOKYMEHTA.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



