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Name of the medical device
Surgical gloves “BENOVY” from natural latex specialized

in executive versions:

1. Surgical gloves **BENOVY*" fit>m natural latex disposable sterile anatomical with curved
ringers textured powder free single chlorinated (cuff without beading), color: natural, size:
6.0. 6.5.7.0.7.5.8.0.8.5.9.0. Type 122630.

2. Surgical gloves **ENOVYV from natural latex disposable sterile anatomical with curved
ringers textured powder free double chlorinated (cuff without beading), color: natural, size:
6.0. 6.5.7.0.7.5.8.0.8.5.9.0. Type 122630.

3. Surgical gloves **BENOW?* from natural latex disposable sterile anatomical with curved
ringers textured powder fme polymer coated (cuffwithout beading), colon natural, size: 6.0,
6.5.7.0. 7.5.8,0,8.5,9.0, Type 122630.

4. Surgical gloves “BENOVY” from natural latex of increased tactile sensivity, including
microsurgery, disposable sterile anatomical widi curved ringers textured powder free single
chlorinated (beaded cufl7widiout beading), color: brown, size: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5,9.0.
Type 122630.

5. Surgical gloves "*BENOVY** from natural latex of increased strength, including orthopedics,
disposable sterile anatomical with curved ringers textured powder free double chlorinated
(beaded cuffiwithout beading), color: brown, size: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Type
122630.

Name and legal address of the Manufacturer ofthe medical device
Manufacturer: Primus Gloves Private Limited
PlotNo. 14>A, Cochin Special Economic Zone, Kakkanad, 682 037, Kochi, India

Data on authorized representative of the Manufacturer

“BENOVY” Company Limited

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

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

Supplying completeness of the medical device

The possible supplying completeness ofthe medical device:
¢ 10individual packages (pairs) in a consumer package;
e 25individual packages (pairs) in a consumer package;
¢ 50individual packages (pairs) in a consumer package;
» 100 individual packages (pairs) in a consumer package;
» 200 individual packages (pairs) in a consumer package.

Intended des”nation of the medical device

The gloves are intended for single use in protecting medical persowtols hands and creating a
barrier against bacterial and/or viral contamination between the medical worker and the patient
during surgical interventions, including specialized, and other sanitary operations that require
compliance with sterility conditions.
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Intended users ofthe medical device

Medical personnel, involved in surgical intervention, including specialized, as well as performing
any odier sanitary actions that require compliance with aseptic requirements.

Scope of application ofthe medical device
Scope of application of the gloves - all kinds of surgical interventions, general surgery,
microsurgery, orthopedics and traumatology as well as research institutes and veterinary medicine.

Gloves are mainly used as a two-way barrier to protect the patient and the health woiker from
bacterial and/or viral contmnination.

Operational principle of the medical device

The opwational principle of the medical device is to create a phj*ical barrier between the skin
surfaces of the medical personnel's hands and the surgical wound or die other surfaces of die
patient, that require compliance with sterility conditions. Thus, die medical device prevents
bacterial and/or vfrai contamination between the medical persoimel and the patient and increases
the effectiveness of aseptic conditions ensuring during surgical interventions, protecting the
medical worker from possible infection during surgery and other sanitary operations.

Different executive versions of die medical device due to differences in the thickness of die
gloves, their colors and presence/absence of beading on gloves cuff allow capturing almost all
areas of general and specialized surgery, including microsurgery, orthopedics, and obstetrics.

Indications for use of the medical device
An indication for use of the medical device is the necessity for surgicai interventions, including
specialized, and other sanitary operations that require compliance with sterility conditions. Gloves

represent the personal protective equipment for medical personnel’s hands. The use of ~oves in
healthcare organizations is a mandatory requirement

Contraindications ofthe medical device
The contraindication to the medical device is a presence of allergic reaction to gloves made from
natural latex in a patient or a medical worker.

Side effects

Healthcare providers may observe die following adverse effects of using gloves: non-allergic
contact denn?itis, allergic contwt dermatitis, and immediate allergic reactions accompanied by
hives, pruritus and systemic allergic reactions.

Allergic reactions when usmg gloves are most often associated with a latex allergy, individual
sensitization of a medical professional to the chemical components of latex material. The
manifestation of dermatitis and other skin irritations is possible as a result of improper hands
skincare and harsh conditions of band skin isolation from natural air ventilation.

Ifskin irritation occurs, stop using glovM and consult a doctor.

Instnicdoii for use ofthe medical device

Before using gloves medical workers must carry out hygienic processing of hands by performing
surgeon's hand treatment technology.
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It is necessary to strictly follow the nil» iA)r donning gloves so as not to violate the sterility of
their woric sur&ce.

Open the individual outer package of sterile gloves (away &om the sterile table)» remove (**shake
ouT) the inner wallet with gloves on a sterile surface. Then open die inner wallet with sterile
forceps or aseptically treated hands. Initially» the glove is donned on the dominant (right) band.
Grab the edge of foe cuff of foe right “ove turned inside out with foe thumb and forefinger of foe
left hand and put it on the right hand wifoout touching the outer sterile surface of the glove. The
cuff remains mverted. Nei” by fingers of the right hand» on which foe glove is already worn»
bring imder the cuff lapel of foe left glove and don it on foe left hand» without touching tfie skin
and the wrong side ofthe cuff. Spread the cuff of foe left glove on foe surgical gown in a circular
motion. The cuffofthe glove should overlap foe cuff of foe sleeve of foe surgical gown by more
than 5-10 cm. Only then spread the inverted cuff edge of the right glove in foe same circular
movements. Pull the cuff with four fingers and finally adjust foe gloves, ensuring their
comfortable use.

Visuallythe process of surgical gloves donning is shown in Fig.1.

Figure 1. Surgicd glove donning algorifom

1t ft2 U 14

There are features ofwork in surgical gloves.

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

Gloves should be replaced in foe following situations:

 after damage (puncture);

» affor defect defoctlon;

» after an accidental electric shock fitim am electrosurgical instrument;

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



» ifany liquid gets (absorbs) under the glove;

» upon appearance of stickiness;

» upon sensation of**glovejuice” appearance;

» inthe transition from a ~dirty” suical stage to a «clean».

If one glove is damaged* both gloves must be changed. When changing gloves after removing
them from the hands, the hands should be treated with a skin antiseptic. Don a new pair of gloves
on diy hands.

Remove used gloves carefully, avoiding splashes from the surfaces of the gloves, which could
cause microbial contunin”on ofdie hands and the environment.

To remove the glove, it is necessary to take the cuffofthe left glove from the outside by fmgers of
the right hand in the glove. Remove die glove from the left hand turning it inside out and leave it
holding the lapel in the right hand. Then place die fmgers of die free left hand in the cuff of the
glove on the right hand and pull it off similarly to the first. Turn the glove inside out, use itas a
bag for another glove. Immerse both gloves In a container widi 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 glove removal algorithm

After finishing the work and gloves removal, it is necessary to carry out hygienic hand processing.
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
medical woricers to always use professional nourishing hand cream.

Exploitation conditions of the medical device

¢ Gloves must be used per the instruction for use ofthe medical device.

» The use ofthe product does not require special qualification or special education.

* Medical gloves are used in medical or tiieng)eutic institutions indoors, In a dry place, away
from direct sunlight, at a temperature of 15X to 2S"C and relative humidity - from 65 up to
85%.

* The product is not intended for reuse.
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*

D&aocoseh ifsi» mismatch.
mdevidtul use only.

Si«iffife ofthe medical device
The ~tablished shelflife of surgical gloves is 5 years.

PotentbU risk for intended usii*t the medical device:
class 2a

Warnings and precautions

«

Tlte product is intended for single use only.

For external use only (non-invasive product).

It is necessary to wash hands before donning or changing gloves, as well as after gloves
removing.

Itis necessary to choose gloves ofthe ri”t size and depending on die nature ofthe perfonned
manipulations » Ay should be easily donned and should not hamper movements or squeeze
the hands.

Touching b permissible only on the limited area of the glove corresponding to the wrist
(upper edge ofthe cud.

Sterile. Do not use if individual package is damaged.

Sterilized with ethylene oxide.

If the integrity otthe individual packaging b violated, gloves must be dbposed ofas 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, drinking water and drinking water supply,
atmospheric air, soib, living quarters, the operation of industrial, public premises, the
organization and implementation ofsanitary and anti-epidemic (preventive) measures**).

Do notwet and do protect from moistme.

Avoid exposure to direct sunlight or bright artificial lightthat hasa hi™ UV content.

Store in a place protected from sunlight Storage rooms should not contain any equipment
capable of producmg ozone, such- as mercury 1wth8 or high voltage equipment, causing
electrics sparks or hidden electric discharges. Combustible gases and organic vapors should
also be executed from the premb”.

The gloves contain natural rubber latex that can cause an allergic reaction.

Glov” do not guarantee 100% hand protection against punctures, cuts, and damage caused by
exposure to chemicab.

Technical specification of the medical device
Form. Surgical gloves have curved fingers, with divbion into the right and left hands
(anatomic”), beaded cuffand without beading (cropped cuff).

Surfoce. Gloves can be textured (microtextured) over the entire surface ofthe palm.
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Dimensions. Depending on the sizes and executive veraions ofthe medical device, tables 1 and 2
indicate die widdi, length, and thickness ofthe surgical disposable sterile gloves.

The thickness of the corolla for all executive versions of the medical device is not more than 2.S
mm.

Table 1. Dimensions ofthe medical device (Executive versions NeNe 1- 4)

Length mm, Thickness, mm, min

Size Width IF. mm .
min finser palm cuff
6.0 775
6.5 835
7.0 89+5
75 285 9545 0.13 0.13 0.10
8.0 102+6
8.5 108:b6
9.0 U446

Table 2. Dimensions ofthe medical device (Executive versions  5)

Length /, mm, Thickness, mm, min

Size . Width>,nun )
min finger palm cuff
6.0 775
6.5 ' 83+5
7.0 89+5
75 * 285 95+5 0.25 0.25 0.20
8.0 10246
8.5 o mz=6
9.0 1146

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

Table 3. The values of physico-mechanical characteristics ofall executive versions of the medical

device
Characteristics Before _ After ac_celerated
accelerated 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 12.5 9.5

Force at 300% elongation, N, max 2.0 -

Inspection levels and acceptable quality level. For purposes of the quality control, gloves are
selected and inspected per the requirements of 1ISO 2859-1:1999 standard **Sampling procedures
for inspection by attributes - Part 1. Sampling schemes indexed by acceptance quality limit (AQL)
for lot-by-lot inspection”.
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Inspectiwi teveb md wcce™alll quality levels AQL should correspond to the values given in table

4.
Trt?le 4. Inspectioo levels aad acogjtable quality levels AQL ofthe medical device
Specifleatk» Defect related to specification Inslpe ?/Cgllon AQL

Watertiuhtness Presence ofholes Gl 15
. . Mismatch of length, width and

Dimensions thickness S2 4.0

Physico-mechanical Mismatoh of chanttferisrics S 40

characteristics before and after accelerated amng '

Residue powder . A

concentration Exceeds maximum” u e N5 -

Water-extractable “otein Exceeds recommended maximum N3

content value

Antigenic protein content S;IEiEds recommended maximum N1 -

Waterttghtness. Gloves must be waterti”t. The acceptable quality level (AQL) is< 1,5.

*
Powder content In powder &ee gloves; the residual powder concentration do” not exceed 2 mg
per glove.

Water-extractable protein content In latex gloves. The concentration of water-extractable
proteins is not morp than 200 pg/dm~.

Antigenic protein content. The concentration of antigenic proteins is not mom than 10 pg/dm~.

Resistance to biological fluids. The medical device is resistant to die effects of biological fluids
and secretions ofbody tissues with which it comes into cmitact during use (blood, saliva, urine).

Transportation, storage and dbposal conditions of the medical device

Transportation conditions

Transportation of the product can be carried out by all types of carriage per the transportation rules
for this type of transport. During transportation storage conditions must not be violated.

Storage conditions

The product must be stored in a dry place, protected from direct sun lit or bright artificial light
having a high ultraviolet content, at a temperature of O*C to 25°C and relative humidity - from
65% to 85%.

Products should be handled with caution when they are stored at temperatures below 15°C, as
during careless handling, they can be stiff and sensitive to deformation. After storage at a low
temperature, gloves should be warmed up to 30*C before use throughout ail product volume.
Storage rooms should not contain any equipment capable of producing ozone, such as Tercwy
lamps or ht” voltage equipment, causing electrics sparics or hidden electric discharges.

The product must be stored away fixim sources of ignition. Combustible gases and organic vapors
should also be executed flom storage facilities.
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Disposal conditions

The used medical device belongs to the category of Infectious Wastes (Class B Wastes according
to the regulatory guidelines of the Russian Fedwation SanPiN 2.1.3684-21 “Sanitary and
epidemiological requirements for the maintenance of urban and rural settlements, for water
&cilities, 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”).

Hie collection, temporary storage, and disposal of waste should be performed per the medical

waste management scheme adopted by the organization that carries out healthcare'and/or
pharmaceutical practice.

Manufacturer’s warranty
The manufacturer guarantees the inte*lty of all parameters and characteristics of the gk>\*es

throughout the shelf life (5 years) if packages are not damaged and storage, transportatk», and
exploitation arc followed and acceptable quality level AQL < 1,5.

List of national standards, applied by mannCacturer (producer) ofthe medical device

Designation Name

EN 455-1:2000 Medical gloves for single use. Requirements and testing for freedom
fixxmholes

£N455-2:2015 Medical gloves for single use. Requirements and testing for physical
properties

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

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

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

1802859-1:1999 Sampling procedures for inspection by attributes - Part 1: SampUng
schemes indexed by acceptance quality limit (AQL) for lot-by-lot
inspection

1ISO 10012:2003 Measurement management systems - Requirements for measurement
processes and measuring equipment

180 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process

ISO 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

1ISO 10993-10:2010 Biological evaluation of medical devices - Part 10: Tests for irritation
and skin sensitization

18010993-12:2012 Biological evaluation of medical devices - Part 12: Sample
preparation and reference materiab

18011135:2014 Sterilization of health-care products - Ethylene oxide - Requirements

for the development, validatioo and routine control of a sterilization
process for medical devices
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18011138-1:2017

18011138-2:2017

18011140-1:2014

18011607-1:2019

180 11607-2:2019

180 11737-1:2018

18011737-2:2019

180 13485:2016

180 14971:2007
18015223-1:2016

180 22196:2011

A8Tal0412

ASTM D573

AS™D3577
A8T1al3767
ASTMD5151
ASTMDS5712

A8TMD6124
AB8T1a06499

A8TaP1670

Sterilization of health care products - Biological indicators - Part 1
General requirements

Sterilization of health care products - Biological indicators - Part 2
Biological indicators for ethylene oxide sterilization processes
Sterilization of health care products. Chemical indicators - Part 1
General requirements

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 ofapopulation of microorganisms on products
Sterilization of medical devices - Microbiological methods ¢ Pan 2;
Tests of sterility performed in the definition, validadoo and
maintenance of a sterilization process

Medical devices - Quality management systens - Requirements for
regulatory purposes

Medical devices Application of risk management to medical devices
Medical devices - Symbols to be used wift medical device labels»
labeling and information to be supplied —Part 1: General requirements
Measurement of antibacterial activity on plastics and other non-
porous surfaces

Standard Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers - Tension

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

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

Standard TeSt Method for Resistance of Materials Used in Protective
Clothing to Penetration by Synthetic Blood

In case of an undesirable event showing the signs of an adverse event (incident), it is necessary to
notify thereofthe manufacturer or an authorized representative of the manufacturer in the Russian

Federation.

Instruction for use of the medical device Surgical gloves "BENOVY” from natural latex
specialized b released for the first time (Rev: 00 (May 2020x».

10
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ITepeeod ¢ anzauiicko20 A3pIKa HA PYCCKUli RILIK

YTBEPXKJIAIO:
JIEpPeXTOP NO TeXHHYCCKHM H HOPMATHBHLIM BOTIPOCAM
komnanmu «[Ipumyc 'nasc [Npusar Jinmuren»

ITnot Ne 14-A, Cnenpransuan 3xoHOMHBYecKan 301a r. Kouns,
Kaxxaunan, 682 037, Koun, Uuans
Ten.: +91 484 2413063; marketing@primusgloves.com

Momuew/  /-n Dxoyc layn M. /
(oan#uce) ’

HHCTPYKIIUA IO IPHMEHEHHIO

MERULUHHCKOO N3XCNHA
IepuaTku xupypruueckue «BENOVY»
H3 HATYPAJLHOIO JIATEKCA CICNHAIHIHPOBAHHbIE

/Miranm: YAOCTOBEPEHO/
Mommacs/ "
04 centabpa 2021 r.

/Wramn: K.A. Pamxan

AJZIBOKAT ¢ NOTHOMOMHUAMH HOTapHyca
TManapusarroM, Koun-682 025

Kepana, Hnaus

Ten: 2334138 (ocHosHOMN), 2425227 (mon.)/

/Tepbopas mapka aocrouncTeoM 100 pynuit/
{Tleuats; MpasurenscTeo mrara Kepana * Horapransnas xontopa * K.A. Pazpxan * Per. Ne
31/97/Ekm. * pernou Kanasanyp * Cpok Moux nonnomoanit ucrexaer 4-3-2026 r./

/Haknannas neqars: KA. Pamxan * Anpokat ¢ monoMoHaMy HoTapryca * Kanasunyp ¢ Kepana,
Huanns/

Bepcna: 00 (mait 2021)
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HanMenoBaHHe MEUIHHCKOFO H3IACAHAN
«[lepuarxu xupypruueckae « BENOVY» m3 HarypanbHoro narexca ciemHATH3HPOBAHHEIE)

B BAPHAHTAX HCMIONMHEHHA:

1. [lepuarxu xupypraaeckne « BENOVY» #3 HarypanbHoro narexca OHOPa3OBbIe CTEPHIIBREIC
AHATOMHYCCKAC C H3OTHYTHIMA NANLIAMH TEKCTYPHPOBARHEIE HEOITY APSHALIC C OAHOKPATHOI
xnopunamueii (Mamxera 6¢3 panuka), BET: HATypanbubili, pasMep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5,
9.0. Bux 122630.

2. [lepuarxu xupyprudieckne «BENOVY» u3 HarypanbHOro narekca oaHOPasoBhIe CTEPHILHLIE
AHATOMMYCCKME C MIOTHYTHIMH NANLIAMH TCKCTYPHPOBAHHBIC HOOMYAPEHHLIE ¢ ABYKPATHOM
xnopanawuelf (Mamkera 63 BANHKA), UBET: HATYpanhumii, pamep: 6.0, 6.5, 70 7.5, 8.0, 8.5,
9.0. Bua 122630.

3. [epuarxu xupypruveckne «BENOVY» u3 HarypaasHOro jiaTexca omiopaaonue CTEpHIILHEIES
AHATOMHMECKHE ¢ HIOTHYTHIME NANBIIAME TEKCTYPHPOBARHEC HCONYAPEHHLIE ¢ NOAHMEPHEIM
NoKpHTHeM (Manxera (e3 Banmuka), 1BeT: HaTypanbHbill, pasmep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5,
9.0. Bua 122630.

4, Tlepuarxu xupypruveckae K BENOVY» u3 HATYpankHOro jarTeKkca NOBLINEHHON TAKTHIBHOH
YYBCTBHTC/ILHOCTH, B TOM WHCAC AMS MHKPOXHDYPFHM, OZHOPAa3OBhIE CTepHJbHBIC
aHaTOMHYECKHE C W3OTHYTHIME DANbIAMH TCKCTYPHPOBAHHEIC HEOMYAPEHHHC C OAHOKPATHOH
xnopuxaumeli (Mamxera ¢ BATHKOM / Ge3 BaNHKa), LiBeT: KOpAuHERHit, pasMep: 6.0, 6.5, 7.0,
7.5, 8.0, 8.5, 9.0. Bux 122630.

5. [Ilepuarkn xupypruieckae « BENOVY» U3 HaTypansHOro narekca NoBHIUeHHON NPOIHOCTH,
B TOM YHC/C JUIA OPTONEXHH, OAHOPA3OBHE CTCPHALHEIC AHATOMHYECKHE C H3OTHYTHIMH
NaIsUaMH TCKCTYPMPOBAHHBIC HEONMYAPEHHHIC ¢ NBYKpaTHOH xmopunaumell (Mamxera ¢
BaMKOM / Ge3 BANTHKA), IBET: KOpH4HEBkit, pasMep: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0. Bun 122630.

HauMeHoBanHe 1 I0pAAAIecKHi agpec BPOMIBOANTEIN MEARIMNCKON0 BIACAHN
Iporssoautens: Primus Gloves Private Limited
Plot No. 14-A, Cochin Special Economic Zone, Kakkanad, 682 037, Kochi, India

Tpuamyc I'nage [Tpusar Numuren
Ilnot Ne 14-A, CnenuansHaa akonoMudeckas 3ona r. Kounn, Kaxkanan, 682 037, Koun, me

Csaegetinifl 06 YNONHOMOYCHHOM NPEICTABATEIE NPOMIBOARTEIR

“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

000 «BUHOBH»

Poccua, 194292, r. Cauxr-Ilerepbypr, nepeynok S-# Bepxumii, nom 1, murepa X, nomemenne 205
Ten.: +7 (812) 309-16-32; www.benovy-company.ru, e-mail: benovy@benovy-company.ru

KoMnIeXTHOCTH ROCTABKH MEARIMHCKOI0 HIACTHN

Bo3MoxHEIE KOMIUICKTHOCTH MOCTaBKH MEAHLHHCKONO HIACITHA:

* 10 HHAHBAXYANBHBIX YNAKOBOK (nap) B NOTpeOHTENLCKOM YIIaKoBKe,;
¢ 25 HHMBANYANbHBIX YNAKOBOK (HAp) B NOTpeONTENLCKOH ynakonxe;
» 50 uHAMBHAYANBHEIX YIAKOBOK (Map) B NOTpeOHTENBCKOR ynakoBke;
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¢+ 100 uuaRBHAYANbEHIX YNAKOBOX (Nap) B noTpebuTeNbeKOf ynakonke;
¢ 200 HHARBHAYANBBHIX YNAX0BOX (Nap) B noTpebuTeNLCKOH ynaxoske.

Hasnauenne MCAHNHHCKOTO HIACAHA

TlepuaTkn npeAxasHaYeHR ANS OAHOPA3OBONO HCMONBIOBAHUS MPH 3AUATE PYK MEAHLMHCKOrO
nepconana ® co3sanua Gapsepa or GaxrepuanbHO# WHIE BHPYCHOH KOMTAMMHALMH MCXKIY
MENMIHHCKHM pabOTHHKOM H MAUMEHTOM BO BpEMR XHPYPrHYecKuX onepaunil, b ToM HHcChe
CTICLHANA3APOBAHHEIX, W APYIHX CAHHTapHbIX AcHCcTBHY, TpeOylommx cobmoacHus ycnoBmil
CTEPHILHOCTH.

TlpexycMoTpenanie NOAL30BATETH MEHIHHECKOTO HIACINA

Memunuuckuli nepconan, sazelicrsopalHnit B NPOBCACHUH XHPYPrudccKOH ORCPAUMH, B TOM
YHCRe CNCUNANH3UPOBAHHOMN, a Takxe ocymecTRonA mobuie aApyrue caHRTapHBIC AchCTBUS,
Tpebyloumne cobmozaenus TpeSopannil no acenuxe.

O6nacTh DpHEMCHEHHS MEJRIHACKOr0 HIZEAHA

OGnacTs npUMEHENHS NEPUATOK — MOGKE BHABN XHPYPrHYCCKHX BMCINATEILCTS, O0MAR XHPYPrHs,
MHKPOXHDYPIHA, OPTONICAHA ¥ TPABMATOJIOTHS, 2 TAKKC HAYIHO-HCCRCAOBATENBCKHE HHCTHTYTH M
serepHHaps. [lepuarku HCNOAB3YIOTCA B OCHOBHOM KaK ABYCTOpOHMAN Gapsep mnd 3allMTH
MAHEHTA K MEANUHHCKOro paboTHnka oT GakTepHansHolt WK BUPYCHON KOHTAMMHALMH.

TIpRAnNN geficTBRS MEARUMACKOrO H3ACANNA

Mpummn AeicrBHR MEAMUMHCKOTO H3IASHHA 38KMIOYACTCA B Co3zaHHH ¢usnueckoro Gapbepa
MEXIY MOBEPXHOCTAMY KOXKH PYK MEAMIHHCKOIO MEPCOHANA H ONEPALHOHHOMR NMON0CTHIO KGO
APYrAMH MOBEPXHOCTAMM NALKEHTA, TpeOyomuMH cOGMONCHAR YCIOBHI CTEPHILHOCTH. TakuM
ofpasoM, MeOULMHCKOS H3Jenue npeaoTBpamaeT GaxrepuansHylo R/UnH  BHPYCHYIO
KOHTAMHHAUMIO MCKAY MCIMUMHCKHM TNCPCOEANOM H NALHEHTOM, H NOBHINAET HPPEKTHBHOCT
o0ecTeyeHHT ACCNTHYECKHX YCJIOBHM NpH NPOBEACHHH XMPYPrHYECKHX BMEINSTENbCTB,
NpeacXpaHas MCAHIKHCKOIO paboTHAKA OT BO3MOXHONO 3aPAXKEHHA MIPH ONEPHPOBAHUH H APYTHX
CAHHTAPHLIX ACHCTBHAX.

Pasnuuubic BAPHAHTH MCROMHEHHS MCAMUMHCKONO H3IACHHA, BBHAY PpasnMunil B TOMIMHE
NepuATOK, LBETA, & TAKKEe HANMYMA/OTCYTCTBHA BANMKA HA MAHNKCTC NCPYATKH NO3BOMSIOT
38XBATHTL NPaKTHYECKH Bce obnacTn obumielt ¥ cnenMATM3HPOBAHHON XUPYPru®, BKIIOYAN
MHKPOXHPYPIHIO H OPTONICAMIO,

ToxajaHra K NpHMeHEHHI0 MEAHUHHCKOT0 H3ICAHS

[loxasanuAMH X NPHMEHCHHIO MEAMITHHCKOTO H3CANA SBIACTCA HEOOXOAMMOCTh NPOBEACHMA
XHPYPrHYECKHX Ofiepanuit, B TOM Y9HCIIE CIEHATH3HPOBAHHLIX, H APYTHX CAHHTAPHLIX AcHCTBHI,
Tpelylomux cobmoaenus ycnopuit crepunsHocTd. lNepuarxkn npeacrasisior cobofi cpeacrsa
HHIHBHAYaNbHOR 3aIMMTHL pyK MEAMIMHCKOIO nepcoHana. HcnoarsoBanue mnepuatox B
MEANLIHACKHX OpraHK3auuax Ssnserca obasarensnmM Tpebopatnem.,

TpoTHBONOKAIAHAR MEAHIMHCKOTO HIACAHA
[MpoTusonoKazaNHeM MEAMINHHCKOTO H3CAHS ABNACTCA HAMAIHE Y NNANHEHTa HAW MEAHLIMHCKOIO
paloTHHKa anneprugeckolil peakuuy Ha NEPYATKH U3 HATYPANBHOrO JIaTeKCa.
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No6ounnie peitersun

Memmunnckue paGoTHHKH MOTYT HaOMIONaTh CREAYIONIME BHAKN OTPHUATENBLHONO BO3ACHCTBHA
HCIONBL30BAHNA NEPYATOK: HEANNSPruYecKnit KOHTAKTHEIY nepMAaTHT, alnepruvecknit KORTaKTHEI
HNCPMATHT M AnfieprudeckHe peaxiiHy HeMEJUICHHOIO THNA, COMPOBOXIAIOMIMECS KpanuBHKUEH,
KOXHBIM 3YZOM H CHCTEMHBIME AJUICPTHMCCKUME PEaKIHAMH.

Anneprugeckie peaxudH NPH NPHMCHEHHHA [epIaTOK HamOojiee YacTo CBA3AHEI ¢ ajuiepruell Ha
narexc, RHAMBHAYanbHO# ceHcuOmmmzamueli MemymuHCKOrO paGoOTHHKA K XHMHYECKHM
COCTARJIAIOMNAM NaTeKca. BO3MOXEO NPOSBICHAC ACPMATHTOB H HHEIX KOXHBIX pa3apaxeHuit xaxk
CJIeACTBHE HEMPABMIBHONO YXO0Aa 33 KOXell pyk H XECTKMX YCNOBHU M30NAUHM KOXKH PYK OT
€CTECTBEHHOH BEHTHIALMM BO3TYXOM.

IIpn NOABNEHHH PA3APANEHMS KOXH NPEKPATHTE HCIOIL3OBATH nepqa-m: " oGpmrrecb 3
KOHCYNETanKHeH K Bpavy.

HNCTpYKIHSA N0 NPUMEHEHHIO MEAHIMACKOTO H3AeTH

IMepen npuMeHeHHeM NMEPYATOK MEAMIMHCKHE pabOTHRKR MPOBOAST rHrHEHHICCKYI0 ob6paboTky
PYK, BRIIIOJTHHB TEXHONOTHIO 0OpaboTKH pyK XUPYpProB.

HeobxoauMo cTporo cofmoaaTs NpaBHia HANCBANMA NCPUATOK, ITOOH HE HAPYIIHTDH
CTEPUIBHOCTL HX paboyeil NOBEPXHOCTH.

BCKpHTh HHAMBHAYQNbHYIO BHEIIHIOIO YINAKOBKY CTCPHABHBIX MEp4aToK (B CTOpOHE OT
CTEPHIBHOTO CTO/IMKA), H3B/IEYh (KBHITPAXHYTH?) H3 Hee BHYTPEHHHA KOHBEPT ¢ NEPUYATKAMM Ha
CTEPHALHYIO MOBEPXHOCTh. 3ATEM BCKPHTH BHYTPCHHWA KOHBEPT CTCPHABHEIM MHHUCTOM MHOO
acenTHYeckn 06paGoTaHHEIMK pykamu. Brawane nepuarka HafieBaeTC Ha AOMUHAHTHYIO (IPaBYIo)
pyxy. bonbmnnM H ym&mmmmnmmﬁpymmxpaﬁnmpuymﬁmmmy
MAHKeTsl MpaBo# NMEpPUaTKH M HANCTL ¢ HA MPABYIO PYKY, HE KAcaiCh HApYXHOH CTepHILHON
NOBEPXHOCTH NepyaTkn. Mamkera ocradrcs BubepHyTol. Jlance mambum npasolf pyku, Ha
KOTODEIC YX¢ HAficTa EPYATKA, NOABECTH DO OTBOPOT MAaHXETH JIEBOH NePHaTki H HANCTL e¢ Ha
REBYIO PYKY, HE KACASCh KOXH H H3HAHOYHOH CTOPOHH MaHxeThl. PacnpaBuTh MaHxery nepoit
NepPU4TKH HA XaNaTe KPYTOBBIMH JBHMCHMAMH. MaHkeTa MEPUATKH AOMKHA NEPeKPHIBATDH
MaHXeTY pyKasa xanata Gonee yeM Ha 5-10 cM. Tosbko mocse ITOro pa3sepHy Th BEIBEPHY THIl Kpali
MaHXeTH TPaBOd NepYaTKH AHANOIHYHBINE KPYrOBEIMH MABIDKCHHAMH. Harsmyts Mamxery
YeTHpPBMA NaTbIAMH W OKOHYATEJBHO NONPABHTL mNepdarkd, ofecneuns ux xoMdoprTHOE
HCNONBL30BAHHE,

BusyanbHo mponecc BARCBAHHA XHPYPTrHUCCKMX NEPHATOK NPEACTABICH Ha pHuc.1.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 4



Pucynox 1. AnropurM HaIeBaHHL XHPYPrHYCCKHX NEPYATOK

CymectsyioT 0co6eHHOCTH paGoTh B XHPYPrHYeCKHX NEPUaTKax,
PykH B CTepHABHRIX NMEPHATKAX HC CCAYCT ONYCKAThb HHXC CTCPHABHBIX NOBEpPXHOCTEH
HHCTPYMEHTANLHOTO H onepamnoHHOro cronos. O6paboTky nepyaToxk CHAPTCOACPEAIMMHE M
HHBIMH AHTHCENTHYCCKIAMH CPEACTBAMH fIepe/l HAUANOM ONICPAlHH H B X0Ae paboThl MPOH3BOHTD
HEe PEKOMEHAYETCH, TAK KaK OHH YBEIMIHBAIOT NOPHCTOCTH/ MIPOHHLIASMOCTD MaTepHaNa NepuaTox
M CO30Al0T YCHOBHS JJI TNpeoAONieHHs 3amuTHOro Oapbepa MMKpoopraHuMamu. J[lna
NOAACPXAHUA ONTHMANBHOTO YPOBHS 3aLIUTH MEPHATKA HCOOXOAHMO MCHATE depes Kakasic 60-
120 MuH., B 3aBHCHMOCTH OT XapaKTepa OnepaTHBHONO BMeaTenbeTBa. Ilepen nanesaHReM HOBBIX
DepPUATOK HEOOXOAUMO NPOBECTH 06PabOTKY pyK CIIHPTCOACPKAIIHM AHTHCENTHKOM.
Mepuarku cnegyer 3aMEHHTH B CICAYIOMMX CHTYALHAX:

*  nocae NoBpeRAeHHA (mpoxona);

* nocnie oOHapyXeRHA AcdexTa;

*  MOCHE CYYAHHOTO NEKTPHUECKOTO YAAPA OT MEKTPOXHPYPrHYECKOIO HHCTPYMEHTA;

* MNpH NONafaKuM (BHTHIBAKHUA) NOA NMepyaTKy moboll xuaxocTH;

*  NpH NOABJICHHH JHNKOCTH,

*  NpH OIXYHICHHH NOABICHHA KIIEPYATOHUHOID COKA»;

*  NpH NCPEXOAC OT TPAZHOIOY ITANA ONCPALMH K «IACTOMY».
Ecim noepeannach oana riepuyatka, HeobGxommumo samerHTh o0e. Tlpu 3aMeHe nmepuyaToK mocne
CHATHE MX C PyK CACAyeT npoBecTH oOpalorxy pyk koxHbM axTHCenTHKOM. HOBy0 napy
NEpYATOK HAACBATH HA BHICOXIIAE PYKH.
CHHAMATD HCNOAL30BAHHBHIC NCEPUYATKH CACAYET OCTOPOXKHO, u3beras pasOpuisrabanus ¢
NOBEpXHOCTeH NepuaTky, PN KOTOPOM BO3MOXHO MHKPOOHOC 3arpfi3HCHHE PYK M OKpyxatoulel
cpeasl.
Y1o0nl CHATH NEpHATKY, HeOOXOAUMO BISTH NaNbIAMHE NPABOH PYKH B ICPIATKE MAHKETY Ha eBOi
fiepuaTke ¢ HApYXHOH CTOpoHBl. CHATH NepuaTxy ¢ Nepodl pyKH, BHIBOPaYHBAN ©C HAHIHAHKY M
OCTaBHTh o€, IcpXa 38 OTBOPOT, B MPaBoi pyxe. 3aTeM NOMECTHTL NATBLL cBOGOAHOI nesolt pyxu
B MaHXeTy NCPYATKH Ha NpaBol pyke H CTAHYTb ¢¢ aHANOMM4YHO nepBoil. BuiBepHyB nepdaaTky
HaHIHAHKY, HCNIOJIL30BATH €C B KA4eCTBC MCIka s Apyrol nepuarku, [Torpysuts obe nepuarku
B €MKOCTb C Ae3UHQHUMPYIOIIRM PacTBOPOM A1 00e33apaxHBaHNi HIH B OHOPA3OBYIO €MKOCTD
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ANS  BpEMEHHOTO XpAHCHHA OTXO0B € LENLIO MNOCACAYIOMEN0 UCHTPAIH3OBAHHOIO
ofes3apaxuBaHua/06e3BpeIKUBARNA.
Bu3yanbHo MpoLece CHATHA XHPYPrudeCKHX NEPHATOK NMPEACTABICH Ha pHc.2.

Pucynok 2, AnropHT™ CHATHSA XUPYPIH4eCKHX NEpUaToK

Tocne 3aseplicHrs paGoTHI H CHATHA NIEPHATOK HEOOXOAMMO MPOBSCTH FTHTHEHHYECKY10 06paboTky
pyK. OnmopaszoBble = NCPUaTKH nocne HCIOTb30BARNS TOJICHKAT
00e33apaxHBAHMIO/00E3BPEKHBAHHIO KAK MCIHIIHHCKHC OTXO/N COOTBETCTBYIONICTO Kaacca. [ina
NpoQHAAKTAKH CYXOCTH M HEXCIATCALHMX HBICHHN Ha KOXE MCHMIMHCKHM pPaboTHUKaM
PEXOMEHAYETCA BCETAA HCTIONB3OBATH NPOeCCROHANBHRI MATATCILHEI KpeM VIS PYK.

YenoBHS IKCIUTYATAINE MEANIHECKOr0 HIACARS

* [lepuarkn RODKHB NPEMEHATHCA B COOTBETCTBHH ¢ HRCTpPYKUMeH Ha MCIHIMECKOE HIACIHE.

+ [lpameHenne mimenus He Tpefyer cneumansolf KBATHOHKAUHH HAH CHENHANLHONO
obpasopanus.

¢ MemMOHHCKHE NEPYATKH NPHMCHMIOTCA B JedeOHBIX WM neucOHO-npodHAAKTHYCCKAX
YUPCKACHHAX B 3aKPHITOM NOMEIICHUH B CYXOM MECTS, BAAIH OT MPAMBIX CONMHEYHRIX JTyvuei,
npx TeMneparype ot 15°C ao 25°C H oTHOCHTEALHOH! BaaxHOCTH 0T 65% A0 85%.

e  H3nenue He mpeaHA3HAYCHO AN MHOTOPA30BOIO HCNOL30OBAHNR.

* He npuMeRAT: NPH HECOOTBETCTBHH pa3Mepa.

s Toarko ANA HEAKBEAYANBHOTO OPHMCHEHHA.

Cpox roasocTy MEAHIHECKOrO HIACANA
YcraHoBAeHHBI CPOK FTORHOCTH XHPYPIHYECKHX NEPUATOK COCTABRMAACT S JIeT.

Knace DOTCHUMANBHOTO PHCKA DPHMEHECHHS MCANIHHCKOr0 HIAEIAN:
2a
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lIpeaynpexacHnst H MepbI NPEXOCTOPONHOCTH

* Hanenue npeaHa3sHaueHO TOMBLKO AR OAHOPA3OBOrO NPHMCHCHUS.

* Tonsko Ang HapyXHOTO NPHMEHEHHS (H3/ICNHE HC HHBA3HBHOC).

* Cnenyer o6a3aTenbHo KaxXARM pas MEITh PyKH MEpe/ RAACBAHHCEM HIIE CMEHON MepyarTok, a
TAKKE NOCIE HX CHATHA.

* HeobxoauMo nopGHpaTh (IEPYATKH HYXHOIO pasMepa M B 3a8BHCHMOCTH OT Xapaxrtepa
BHINOTHACMBIX MAHANYNAUKA — OHH JOJXHH JIETKO HAJCRATECH W HE JOMKHB 3ATPYIHATDH
XBHXKCHHA HAH CAABIHBATDL KHCTH PyX.

* TIpUKOCHOBCHHS ROMYCTHMM HMCKNIOUMTEBHO K OrpaHHYCHHON TMOBEPXHOCTH [HEPUATKH,
COOTBETCTBYIOUICH 3anACTHIO (BepXHEH Kpait MaHKeTH).

* CrepwHo. He nenons3osats npyu HapylieHHN HAAMBHAY ANbHON ynaxom

*  CTepHIM30BAHO ITHICHOKCHAOM.

* Jlpy HApYImICHUH UENOCTHOCTH HHAMBHAYAILHOH YNAKOBKH NEpUaTKH HEOOXOmMMO
yTHnH3EpoBaTh Kak OOmme orxoam (Orxomsi knacca A cOrnacHO HOPMAaTHBHOMY
pyxosogctey P® CaulluH 2.1.3684-21 «CannTapHO-3NHACMHONOTHYECKHE TPeGOBAaHHA K
COREPXAHHIO TEPPUTOPHI N'OPOACKHX H CENILCKHX MOCENCHNit, K BOANBIM 00beKTaM, NUTHEBOM!
BOZIE K NIHTHEBOMY BOAOCHA0KEHUIO, aTMOCHEPHOMY BO3RYXY, OUBAM, XHILIM TOMEIICHHAM,
IKCRUTYaTaLHK NPOHIBOACTBEHHBIX, OOIIECTBEHHEIX MOMCIICHHI, OPraHH3ALKH W NPOBCACHHIO
CaHHTaPHO-NPOTHBOIMHICMUYECKHX (NPOPHAAKTHICCKHX) MEPONIPHATHIE®).

* He MouHTh ¥ Gepeus ot Buary.

* MH3berats B03ACHCTBHS NPAMBIX COMHEYHBIX Nyuyel HAM APKONO HCKYCCTBCHHOIO CBCTa,
MMEIOLICTO BRICOKOC CORCpXkanuc yastpadrosnera.

o  XpauuTh B 3AMMICHHOM OT CONHEYHOro cpeta Mecte. [IOMCICHNS ANA XPaHEHHUA HE AOMKHBI
COACPXaTh HHKAKOro 00opyaoBaHus, ¢cnocoGHOrO NPON3BOANTD 030H, TAKONO KaK PTYTHLIC
AAMNIBI MMM BHICOKOBONLTHOE O0OpYyZAOBAHME, BHI3HBAIOWICC JNCKTPHYCCKHE HCKPH HIM
GecliyMHRIC INEKTpHYSCKHE paspannl. [opiotHe rassl H OpPranuyeckHe Naphl TaKe AONKHbI
GLITL HCKMIOYEHBI M3 IOMCICHHI.

* B coctap nepyaTOK BXOIMT HATYpPaIbHBUi KayvykoBbill naTekc, cnocoOHbilt BLI3BATH
A/ICPTHYECKYIO PEAKIIHIO,

o [lepuarkn He rapaHThpyioT 100% 3ammThl pyx OT MPOKONOB, MOPE30B H MOBPEXACHMH,
BHI3BARHBIX BO3ACHCTBHEM XHMHYCCKHX BEILIECTB.

TexnnuecKoe OMHCANECS MEAHITHHCKOT0 HANCTHS

®opma. Xupyprudecxue NEpYaTKH HMCEIOT H3OTHYTHC NANbUBL, ¢ PA3JCNCHHECM Ha MPaBYIO H
neByio pykn (aHaTOMHuecKas dopMa), MaHXeTa ¢ BaHKOM UNH Ge3 Banuka (MaHkeTa ofpe3ana).

Tonepxnocts. IlepyaTku MoryT 6biTh TEKCTYPRPOBAHHBIMA (MHKPOTEKCTYPHPOBAHHBLIMH) N0 BeeH
MOBEPXHOCTH NAAOHH.

Pasmepbi. B 3aBHCHMOCTH OT pasMepa H BADHAHTA MCMOMHCHHS MCOHUHKHCKOrO H3ACAHA, B
rabnuuax | u 2 yxasaHn 3HaUCHHA WIHPAHBLIL, AMAHH H TOMIHHG! XHPYPrHYECKHX ORHOPA3OBEIX
CTCPHLHBIX NEPYATOK.

Tonumua BeHIMKA A4 BCEX BAPHAHTOB HCTIONHEHHA MCAXUMHCKOrO HIACTHA COCTaB/eT He Gonee
2.5 MM,
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Tabnunua 1. Pasmepbl MmegnuuuHcKoro nsgenns (BapnaHtbl ncnonHenuns NeNe 1 - 4)

OnvHa /, mm, WwnpnHa fV, TonngaHa, Mm, He MeHee
Pasmep
HE MeHee MM nanet|, nafoHb MaHXeTa
6.0 77 5
6.5 83 5
7.0 89 +5
7.5 285 95 +5 0.13 0.13 0.10
8.0 102 +6
8.5 108 +6
9.0 Ma+6

Tabnuua 2. Pasmepbl MeANMLUHCKOTO nsgennsa (BapnaHT ncnosHeHnsa X» 5)

Pasmep OnuHa/, mm, W unpnHa 1V, TonwmnHa, MM, He MeHee
HE MEHEe MM naney, nafoHb MaHXeTa
6.0 77 x5
6.5 83 £5
7.0 89+5
7.5 285 95 £5 0.25 0.25 0.20
8.0 102 +6
8.5 108 +6
9.0 114+6

®U3NKO-MeXaHNYeCcKNe XxapaKTepucTukun. MeanynHCKoe N3genme n3roTaBIMBaeTCs no eAnHbIM
Tpe6oBaHUAM K (PU3NKO-MEXaHUUYECKUM XapaKTepucTUKam [NS BCeX BapvaHTOB WCMONTHEHWUS.
3HauyeHus (U3MKO-MEXAHUYECKMX XapaKTEPUCTUK [0 W NOCNe YCKOPEHHOro CTapeHus
MeLWLMHCKOro U3Lenuns npeacTaBneHsbl B Tabnuue 3.

Tabnuua 3. 3HauyeHUs (U3NKO-MEXaHWUYeCKUX MoKasaTeneid BceX BapUaHTOB MWCMOHEHUS
MeAMLUHCKOro n3aenuns
[0 yckopeHHoro  locne yCKOpPeHHOro

XapakTepuctunka
cTapeHus cTapeHus
MpoYHOCTb NpKM pacTsKeHun, MTla, He MeHee 24 18
YanuHeHue npu paspoise, %, He MeHee 750 560
Hanps>keHne npn 500% ygnuHeHun, MMa, He 6onee 55
Ycunune npu paspbise, H, He meHee 12.5 9.5
Ycunue npn 300% yanuHeHuu, H, He 6onee 2.0 -

YPOBHU KOHTPONSA U NpUeMNeMblii YypoBeHb KayecTBa. B Lenax KOHTPONS KayecTBa nepyatku
oT6MpaldT ¥ MNpoBepAT B COOTBETCTBMM C TpeboBaHuAMKM cTaHgapta ISO 2859-1:1999
«[poueaypbl BbIGOPOYHOr0 KOHTPONA MO anbTepHATUBHOMY npu3Haky. Yacts 1. [naHsbl
BbIGOPOYHOrO KOHTPONSA Noc/fefoBaTe/ibHbIX NapTUil HA OCHOBE NPUEM/IEMOr0 YPOBHSA KayecTBa
AQL».

YPOBHU KOHTPO/A U NpuememMble YPOBHM KadecTBa AQL A0/MKHbI COOTBETCTBOBATb 3HAYEHUAM,
npueeAeHHbIM B Tabnuue 4.
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j Tabnnua 4. YPOBHW KOHTPOASA M NpuemMaemMble ypoBHM KavecTBa AQL meguuMHCKOTo nusgenms

[edekT, cBA3aHHbIN C YpoBeHb
lMokasaTtenb AQL
nokasatenem KOHTpO/A
(epmMeTUYHOCTb Hannune otBepcTuil Gl 15
HecooTBeTCTBME A/INHBI, LUINPUHBI
Pasmepbl S2 4.0
N TONILLNHBI
P U3NKO-MEXaAHUYECKNE HecooTBeTcTBME NOKasaTenei 10 2 4.0
nokasarenu M MOoC/e YCKOPEHHOT0 CTapeHus '
Macca ocTaTo4HOro MMpeBblWwaeT MakcMManbHoe N5

onyapvearolero seuiecrtea 3HavyeHune

CopepxxaHue
. [MpeBbIlLaeT peKoMeHayemoe
aKCcTparupyembix Bogoun N3
MaKCuMasibHOe 3HayYeHune

NPOTeNHOB
CofiepXXaHue aHTUTEHHbIX MpeBblllaeT PEKOMEHAYEMOE N1
NMPOTENHOB MaKCMManbHOe 3HaueHune

FepMeTUYHOCTb. MepyaTky AOMKHbBI BbITb FepMeTUYHbI. Mpuemnemsblii ypoBeHb KavectBa (AQL)
cocTassifeT: <1,5.

OnypgpvBatouiee BeW,ecTBO. B  HeonyApeHHbIX MepyaTKax CoOAepXXaHWe OCTaTOYHOro
OMyApMBalOLLErO BelecTBa He MPeBbIlaeT 2 MI Ha OAHY NepyaTKy.

CojepxaHue aKcTparupyemblX BOLOWN NPOTEMHOB B NlaTEKCHbIX MNepyaTkax. CopgepxaHue
3KCTparmpyembix BOAO0I NpoTeNHOB He 60nee 200 mMKr/gm”.

Copep>XXaHne aHTUTeHHbIX NpoTenHOB. Cofep)aHWe aHTUTEHHbIX NPOTEMHOB He 6o0nee 10
MKr/gMA.

CTONKOCTb K NPOHUKHOBEHUID GUONOTNYECKMX XMUAKOCTEeR. MeanLMHCKOe nsgenne aenseTcs
YCTONYMBBLIM K MPOHUKHOBEHWIO GMONOTMYECKNX XXUAKOCTEN U CEKpeLnii TKaHel Tena, C KOTOpPbIMHU
OHO B3aMMO/ENCTBYET BO BPEMSA NCMOJIb30BaHMA (KPOBb, CAOHA, MOYa).

YCcnoBus TPAaHCNOPTUPOBKMW, XPaHEHUSA N YTUNMU3ALUN MEAULUHCKOTO U3eNns

Y CcnoBus TpPaHCNOPTUPOBKM

TpaHCNOPTMPOBKA W3A4eNNsA MOXET OCYL,eCTBAATLCA BCEMM BMAAMW KPbITOro TpaHcnopTa B
COOTBETCTBMM C NMpaBMIamMmn TPAHCMOPTUPOBKMW, AeCTBYOWMUMM AN AAaHHOTO BUAA TpaHchopTa.
Mpy TPAaHCMOPTUPOBKE HE AO/KHbI HAPYLIATbCA YCNOBUS XPaHEHWS.

Ycnosua xpaHeHus

M3penns Heo6Xo4MMO XpaHUTb B CYXOM MeCTe, 3aliMLeHHOM OT BO3JeCTBUSA NPAMbIX COTHEYHbIX
nyyeli Nam ApKOro UCKYCCTBEHHOTO CBETa, MMEIOLWero BbiICOKOe cojepXaHue ynobtpaduonerta, npu
Temnepatype oT 0°C go 25°C 1 OTHOCMTENbLHON BMaXHOCTN BO3AyXa - 0T 65 go 85%.

CnepyeT 6bITb OCTOPOXHLIMUW C U3LeNUAMU, XPAHALLMMUCS NpU TemnepaType HMxXe 15®C, Tak Kak
npyY HEOCTOPOXXHOM 06paLLeHUN OHU MOTYT 6bITb XXECTKMMU U YYBCTBUTENbHLIMU K AeopmaLum.
Mocne XpaHeHWs NpW HU3KOW TemnepaType nepyatkyu nepes WUCMNONb30BaHWEM [OMKHbI 6bITb
nporpetsl 4o 30°C no Bcemy 06bEMY U3AeNuns.
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B nomentenuax 218 xpaHeHHA He JONMYCKAeTCH pasMelars o0opyRoBaHNe, NeHEpHpYIOmee 030K,
TAKOC KAK PTYTHHE JaMNbl MAH BHICOKOBOJNBTHOE 3MEKTpoolopyaosatyse, ABALIOMELCS
HCTOMHHKOM NOBHIICHHOTO HCXPOOOPasOBAHKA HIK GeCIIyMHEIX 3NEKTPHYECKHX Pa3piaoB.
H3penun HeoOXoAHUMO XPaHHUTH BAANH OT HCTOUHHKOB BO3rOpaHHA. I'opioune rasul H oprannieckue
napsl ROMKHB 66ITH HCKIIONEHN M3 CKAARCKHX NOMEMICHRH.

Ycnosns yTHAKIATNE

HcnonrsosarHoe MEAHIHCKOE HM3NENNE NPUHANLICKHT K Kareropun Hndexunonnnx orxomos
(Omxoawm xnacca b cornacro HopMaTuBHOMY pyRosoacTBy PO CanlluH 2.1.3684-21 «CannurapHo-
IMUAESMHONOTHYECKHE TPCOOBAHHA K COACPIXAHHIO TEPPHTOPHI rOPOACKHX H CENBLCKHX NOceneHuH,
X BOAHbIM O0OBEKTAM, NMMTHCBON BONC H NMHTHLEBOMY BOAOCHAOKCHHIO, aTMOCEPHOMY BO3AYXY,
NOYBAM, JKWIKM NMOMCEIICHHAAM, JKCIUIYATALHH NPOH3BOACTBEHHBIX, OOMICCTBCHHEIX NMOMEIICHHH,
OpPraHM3allii ¥ NPOBEACHHIO CaHHTAPHO-NPOTHBOIMHACMHAYCCKHX  (MPOPHNAKTHUCCKHX)
MCPONPHATHIR).

CGop, BpeMEeHHOE XpPaHEHME R BHIBO3 OTXOAOB CJICAYET BLINONHATL B COOTBETCTBHH CO CXEMOH
o0paileHns ¢ MCAMIMACKHMMHE OTXONAMH, NPHHATOR B AaHHON OpraRH3AllMH, OCYLICCTBANIOmMEH
MCOHUMHCKYIO H/HNH GapMaLeBTHYECKYIO ACSTCALHOCTD,

TapanThn npoH3BOAHTE AN

H3roToBHTENE rApaHTHPYET COXPRHHOCTL BCEX NAPAMETPOB H XAPAKTEPHCTHK NEPUATOK B TCUCHHE
BCETO CpOKA TOAHOCTH (5 NeT) npH YCNOBHM UEAOCTHOCTH YNAXOBKH, cobmoscHHR ycnobuit
XpaHeHHK, TPAHCTIOPTHPOBKH, 3XCITYATAUNH B COOTBETCTBAH ¢ HHCTPYKUMCH B MPHEMIIEMOrO
ypobns xauectsa AQL < 1,5.

lMepeuens npUMEHNEMBIX NPON3IBOANTENCM (HITOTOBHTEACM) MOARUHHCKOTO WH3ACANS

ASUHOHANLELIX CTARAAPTOB

Ob6o3nauenne Hanmenobanue

EN 455-1:2000 TlepuaTku MeaMumHCckie omuopasobhie. Yacts 1. TpeGosanus n
HCIBITARNA FEPMETHYHOCTH

EN 455-2:2015 TMepyatkn MeanuMHHCKHE ofHopasosnie. Yacts 2. TpeGosanns
HCNBTAHAN PHINYECKHUX cBolicTB

EN 455-3:2015 Mepuatxn MeauuuuCKHe oxHopasoBue. Yacte 3. Tpebosanns u
HCTILITAHAA ANA Ouonormaeckol oucHxH

EN 556-1:2002 Crepumpauns Meguumuckux maeavii. Tpebopanus x MEIRIMHCKUM

HIACTHAM KATErOpHH «crepwibhnie». Yacts 1. TpeGopamma x
CTCPHIH3AMUH YNAKOBAHHBIX MCAMLUHCKIX H3RCHn

I1SO 2859-1:1999 IMponeaypst BHGOPOYHOIO KOHTPONS NO ANLTCPHATHBHOMY HPHIHAKY.
Yacts 1. ITnans BHIGOPOTHONO KOHTPOAS NOCAEROBATENLHBIX NAPTHE Ha
OCHOBE MPHEMIEMOTro YposHS kauecTsa AQL

ISO 10012:2003 Cucremil ynpabicHHa H3MepCHAAMH. TpeGoBanus K H3IMCPHTENbHBIM
npoueccaM H HIMCPHTENbHOMY 000pY10BAHHIO
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

10993-1:2018

10993-7:2008

10993-10:2010

10993-12:2012

11135:2014

11138-1:2017

11138-2:2017

11140-1:2014

11607-1:2019

11607-2:2019

11737-1:2018

11737-2:2019

13485:2016

14971:2007

15223-1:2016

ISO 22196:2011

ASTM D412

ASTM D573

ASTM D3577

ASTM D3767

OueHka 6MonorMyeckoro fencTeuA mMeguLUHCKUX m3genuii. Yactbe 1.
OueHka u uccnefoBaHua B nNpoLecce MEHELXXMEHTA PUCKOB

OueHka 6M0N0OrMYecKoro fencTBUA MeLULUHCKUX u3genunin. Yacts 7.
OcTaTouHOE cofepaHue 3aTUNEHOKCH A NoCc/e CTepunmsannm

OueHka 6M0NOrMYeCcKOro AelcTBUA MeAULUHCKUX usgenuii. Yacte 10.
MccnepoBaHns pasgpaxkaloLliero u CEHCMOMAN3UPYIOLLErO AeCTBUS
MN3penns OueHka
Yacte 12

MeanLMUHCKNE. 610M0rNYecKoro

n3genuii.

nencreus

MeAULMHCKNX MpuroTtoBneHne npo6 u
KOHTPO/IbHbIe 06pasLbl

CTepunusaums MeguLUMHCKOW NPOAYKUUU. DTUNeHoKcupa. TpeboBaHus

K paspaboTke, Banupauum un TeKyLlWeMy KOHTPO/O Mpouecca
cTepunmsaumny MegULLUHCKUX U3LeNnni

CTtepunusayus MeAMNLUHCKOA npoaykKuuu. Buonornyeckue
nHaukatopsbl. Yactb 1. O6uwme Tpeb6oBaHus

CTtepunusayus MeAMLNHCKOA NPOAYKLMWN. Bruonoruyeckue

MHAUKaTopbl. YacTb 2. Buonornvyeckue WHAMKATOPbl LS METOAOB
CTepunn3aunmn aTUIeHOKCMA0M

CTepunusayms MeauLMHCKON MPoOAyKUUN. XUMUYECKUE WHAUKATOPbI.
Yactb 1. O6wue TpeboBaHuS

YnakoBka [ANa MegWLUHCKUX W3Lenui,

crepunnnsaugnn.

nognexawmx ¢GUHULWHOWA
Yactb 1. Tpeb6oBaHua K matepuanam, 6apbepHbIM
cuctemam NS CTepunusauumn u ynakoBOYHbIM CUCTEMAM

YnakoBKa [N MeAUUMHCKUX W3[enui,
cTepunusayuu.

noanexawnux QUHNLLIHOI

Yactb 2. TpeboBaHMAa K Banumpaumum npoLeccos
(hopMuMpoBaHMA, TepMeTn3aLnm N CO0PKN

Ctepunmsauma  MefULUHCKUX  u3genuit. Mukpobuonornyeckue
meToAbl. HacTb 1. OueHKa nonynsaumm MMKPOOPraHNW3MOB Ha NPOAYKTe
CTepunmsaumna MegMLUHCKUX  wu3genuin. Mukpobuonornyeckue
mMeToAbl. YacTb 2. McnblTaHMA Ha CTEPUNBHOCTb, MPOBOAWMbIE MpPU
onpefeneHnu, Banngaumny n o6Cny>KMBaHUmM npoLecca ctepunnsaynm
N3penna meguumnHckue. CucTeMbl ynpasieHMa KauecTBoM. TpeboBaHus
K perynvmpoBaHuio

Wsgenna MeaunUUHCKUKE.
MeAULUHCKUM N3Lenmnam
N3pgenna meguumHckme. CUMBOJbI, MPUMEHAEMbIe MPU MapKNUPOBaHUY
Ha MeAUUMHCKUX WU3fenuax, 3TUKeTKax W
JOKyMeHTaunun. Yactb 1. OCHOBHble TpeboBaHUS
N3mepeHne aHTWbGaKTepmanbHOW  aKTUBHOCTM

nnactMacc n Apyrnx HENOPUCTbIX MaTepnanos

MpuMeHeHMe MeHegXXMeHTa pucka K

B COﬂpOBOAMTeﬂbHOVI

Ha MNOBEPXHOCTU
CTaHfapTHble MeTO4bl UCMbITAHUA ANA BYNKAaHW3UPOBAHHbLIX PE3NH K
TepmM0o3nacTonnacToB. PacTsKeHune

CTaHfapTHbIA MeTof McnbiTaHWA pe3nHbl. CTapeHuWe B TepmocTaTte C
BO34yX006MeEHOM
CTaHfapTHas cneuupukauuns
nepyaTok

ONSl KayuyKOBbIX — XWPYPrUYECKUX

CrtaHfapTHas npakTuUKa ANs pe3nHbl. i3mepeHne pasmMepoB
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ASTM D5151 CTaHfapTHbIA MeToh OOHapy>XeHWs OTBEPCTUIA B MEAULMHCKUX
nepyarkax

ASTM D5712 CTaHpapTHbI MeTod onpeAeneHns aKcTparmpyemblx BOAOM NPOTEMHOB
B HaTypaJibHOM Kayyyke W WU3[4enuax W3 Hero ¢ MNOMOLULbIO
mMoguduumMpoBaHHoro Mmetoga Sloypu

ASTM D6124 CTaHfapTHbIA MeTOA OnpedeneHus OCTaTOYHOro OnyApuBaloLLErO
BelLecTBa Ha MEAULMHCKNX NepyaTKax

ASTM D6499 CTaHJapTHbI MeToL UMMYHONOTMYEeCKOro onpefeneHns aHTUTeHHbIX
MPOTENHOB B HATYpasibHOM Kay4yyKe v U3gennsax n3 Hero

ASTM F1670 CTaHpapTHbIA  MeTO4 MCMbITaHWA Ha CTOMKOCTb  MaTepuanos,
MCNONb3YEMbIX B 3aLLUTHOW 0aeXae, K MPOHUKHOBEHUIO CUHTETUYECKOW
KpoBU

nMpyW BO3HWUKHOBEHWW HEXeNaTeNlbHOrO $BMEHUS, WMeKLWero npusHaku He61aronpusaTHOro
co6bITUS (MHUMAEHTA), HEO6XOAMMO YBEAOMUTL O HEM MPOM3BOAUTENS NGO YNONHOMOYEHHOTO
npeacTaBUTeNs NPOM3BOAMTENS Ha TeppuTOopUmM Poccuiickoin ®epepalmn.

WVHCTPYKUMA N0 NPUMEHEHUIO MeAUUMHCKOro wusfenna «llepyaTKn XUpypruyeckue
«BENOVY» K13 HaTypa/ibHOro nartekca Cneuvann3MpoBaHHbIe» BbIMYCKAeTCA BMepBble
(Bepcus: 00 (mai 2021)).

-KoHel nepeBo/ja JOKyMeHTa-
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MepeBOA C aHTMIACKOTO A3blKa Ha PYCCKUI S3bIK BbINOMHEH NepeBoAUYMKOM OpaHCKoi
AHacTacueii HOpbeBHON. MMoaTBepXAato, YTO BbIMOSIHEHHbIA MHO MepeBOA ABMAETCA
MPaBUbHbIM, TOYHbIM W MOJSTHBIM.

Poccuitckaa depepaums
CaHKT-MNeTepbypr

[ BafuaTb TPeTbero CeHTA6PA ABe ThiCAYM ABafLaTb MEPBOrO roja.

A, [3eHC AnekcaHgp [eoprmesny, BPEMEHHO WCMOMHAKWMIA 0643aHHOCTU
HOoTapuyca HoTapuanbHoro okpyra CaHkT-IMeTepbypr [A3eHc Hatanbu AHaTO/IbEBHbI,
CBUAETENbCTBYH MOAMIMHHOCTL MognucyM nepeBofumka OpaHckoli  AHacTacuu

FOpbeBHbI.
Moanuck caenaHa B MOEM NMPUCYTCTBUN.
NTnuHocTb NognucasLWwero JOKYMEHT yCTaHOB/IeHa.

3apermcTpupoBaHo B peecTpe: 78/80-H/78-2021--~"N"

YnnayeHo 3a coBeplleHMe HOoTapuanbHoro genctema: 500 py6. 00 kon.

A.T. [3eHc

NTOro B HacToAWEM LOKYMEHTE:

22 (pBafuathb ABa) nucrta

Bp.u.0. HOoTapuyca A.l. [i3eHc
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Poccuiickan ®enepanns
Canxr-Ilerepbypr
JABanuath TpeThero ceHTAGPS ABe THICAYH ABAALATHL NEPBOro roaa

A, D3enc Anekcanap Ieopruend, BpeMEHHO MCMOAHMOWKA 06A3aHHOCTH HOTapHyca
uotapuansHoro okpyra Caukt-[lerepGypr Hsenc Haransn AHaTONBEBHBI , CBHIETENLCTRYIO
BEPHOCTDb KOMHH ¢ PEACTABICHHOTO MHE JOKYMEHTA.
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