NOTARIAL CERTIFICATE

. CHOUNG YOUN SIN, a Notary Public officiating at Klang, Malaysia hereby
certify that the INSTRUCTION FOR USE FOR MEDICAL DEVICE : MEDICAL
DIAGNOSTIC (EXAMINATION) GLOVES DISPOSABLE NON-STERILE
“A.D,M.” NATURAL LATEX 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 TOP GLOVE SDN. BHD. (COMPANY NO:
220483-T) of Lot 4969. Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang,
Selangor Darul Ehsan, Malaysia.

IN FAITH AND TESTIMONY WHEREOF I, CHOUNG YOUN SIN have hereunto
set my hand and affixed my seal of office at Klang aforesaid on 7’b December

2021.
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1 Data on the medical device
1.1 Name of the medical device

“Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.” natural latex”, in
hardware versions:
1. Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.” natural latex smooth
powdered (beaded cuff), color: natural, size: XS, S, M, L, XL.
2. Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.” natural latex textured
powder free chlorinated (beaded cuff), color: natural, size: XS, S, M, L, XL.
3. Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.” natural latex textured
powder free double chlorinated (beaded cuff), color: natural, size: XS, S, M, L, XL.
4. Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.” natural latex textured
powder free chlorinated high-tensile (High Risk) (extended beaded cuff), color: dark blue, size: XS, S,
M,L, XL.

1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: Top Glove Sdn. Bhd.

(Address: Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan,
K’]alaysna)
«n Address of the medical device manufacture (production): Lot 4969, Jalan Teratai, Batu 6, Off
Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia,

1.3 Purpose of the medical device

The gloves are intended for single use as protective barrier on healthcare professional’s hands
during examination/treatment.

1.4 Scope of the medical device
L
The gloves are used during medical researches, diagnostic, therapeutic, dental and treatment
procedures, sanitation and laboratory researches, as well as handling contaminated medical
materials/devices/surfaces, providing hand hygiene, as also protection of patient and healthcare
professional from cross-contamination.

1.5 Type of contact with human body

Short-time contact with damaged skin and human organism mucosae.

1.6 Intended users of the medical device

Medical personnel, who carry out medical researches, diagnostic, therapeutic, dental and
{féatment procedures, sanitation and laboratory researches, as well as handling contaminated medical
materials/devices/surfaces and other activities, which require compliance with the requirements for
protection of patient/healthcare professional from cross-infection.

2
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1.7 Operating conditions (application) of the medical device

Medical examination disposable gloves are used in medical or healthcare facilities indoors in a
dry place out of direct sunlight, at the temperature from 0°C to 25°C and relative humidity from 65%
to 85% according to instruction on medical device.

Gloves for external use only (the device is non-invasive).

1.8 Operating principle of the medical device

The basis of examination disposable gloves made of natural latex limits movement of infectious
substances, improves the efficiency of antibacterial protection in healthcare facility, protecting the
healthcare professional against possible infection during examination/ treatment of the patient and oth-
er sanitary activities, and also contributes to reliable capture of medical instruments and increases safe-
ty of the work.

The gloves with smooth surface provide high touch sensitivity and the powder contributes to
easy putting on and taking off the gloves, as well as prevents their sticking during storage.

Powder free chlorinated gloves are once treated with chlorine, which allows to smooth the
medical device surface, contributing to easy putting on and taking off the gloves, as well as prevents
their sticking during storage.

Powder free double chlorinated gloves are treated two times with chlorine, smoothing them and
gantributing to easy putting on and taking off the gloves, as well as preventing their sticking during
storage.

High-tensile gloves are characterized by enhanced wall thickness, contributing to increased
resistance to damage, and are used in conditions of high infectious risk (risk of contamination) during
procedures in which mechanical damage of gloves is possible and the most reliable hand protection is
required, and extended cuff provides improved protection of wrist and forearm from possible
contamination with infectious medical materials.

.. Hardware versions of the medical device with textured surface provide reliable capture and
helding of medical instruments.

1.9 Indications for use of the medical device *

a4k
The indications for use of the medical device are the necessity of conduction of medical

researches, diagnostic, therapeutic, dental and treatment procedures, sanitation and laboratory
researches, as well as handling contaminated medical materials/devices/surfaces.

1.10 Contradictions for use of the medical device

. Contradictions of the medical device are:
weii!- 1. The patient or healthcare professional has an allergic reaction to natural latex proteins;
2. The patient or healthcare professional has an atlergic reaction to the powder (applicable only
to powdered medical devices).

1.11 Shelf life of the medical device

The established shelf life of the examination disposable non-sterile natural latex gloves is 5
years.

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



2 Warning and precautions

The device is intended for single use;

For individual use only;

Every time it is necessary to perform hygienic treatment of your hands before putting on or
changing gloves, as well as after removing the gloves;

It is necessary to choose the gloves of the right size - they should be easily put on and should not
impede movements or squeeze the hands. Do not use in case of size mismatch;

Touching is recommended to the surface of the glove corresponding to the wrist (upper edge of
the cuff);

It is necessary to change the gloves in case of any defect, puncture, damage, contamination, fluid
contact with skin under the glove, as well as stickiness;

Ifone glove is damaged, change both ones;

Depending on the type of the performed manipulation, to keep an optimal level of protection, it
is recommended to change gloves every 60-120 minutes;

Do not wet and keep away from moisture;

It is necessary to put the gloves on dry hands only;

Avoid exposure to direct sunlight;

The composition of the medical device includes natural rubber latex that may cause an allergic
reaction;

Powder may cause an allergic reaction (applicable only to powdered gloves);

Gloves do not guarantee 100% hand protection against punctures, cuts and damage caused by
exposure to chemicals;

In case of skin allergic reactions when using the device it is recommended to consult a healthcare
professional.
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3 Instruction for use of the medical device

Preliminary hygienic treatment of your hands is required before use of the gloves (treat hands
with skin antiseptic or wash with soap and water). Gloves are put on dry hands only.

To put the gloves on, it is necessary to open the package and take both gloves with
fingertips of the left hand from the inside of the left glove so that the tip of the thumb is inside of
the right glove and hold them together upright. Make sure that fingers touch only the inner surface
of the gloves. Pass the right hand through the cuff of the glove, holding gloves with the left hand.
Pull on the folded glove up till the right hand is covered with glove. Put fingers of the right hand
in the glove into the left glove cuffand pull it on the hand. Pull on the left glove cuffover the cuff
of the medical overall by four fingers. Put fingers of the left hand in the glove under the folded
cuff of the glove and pull it over the cuff of the medical overall. Pull on the cuff with your four
fingers and finally adjust the gloves, providing their comfortable use.

To put the glove off, it is necessary to take the glove in the area of the heel of the hand with the
fingers of the other hand. Pull the glove offand hold it with the other hand. Then put fingers of the free
(igpd into the glove cuff on the other hand and pull it off in the same way as with the first one. Turning
the glove inside out, use it as a bag for the other glove. Put the gloves in the container designed for
them. Then perform hygienic treatment of your hands.
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4 Transportation, storage and disposal conditions of the medical device
4.1 Transportation conditions of the medical device

The transportation of the device may be made by all means of transport (sea, land, railway or air
transport) according to the rules of transportation, which are applied to such means of transport.
During transportation, the storage conditions should not be violated.

4.2 Storage conditions of the medical device

Devices should be stored in a dry place protected from direct sunlight, heat, ignition and
ultraviolet sources, as well as ozone, at temperature from 0°C to 25°C and relative humidity of air -
from 65% to 85%.

Care should be taken with devices stored at temperature below 15°C because they may become
stiff and susceptible to deformation in case of careless use. After storage at a low temperature, gloves
must be warmed to 30°C throughout the device before use.

4.3 Disposal conditions of the medical device

Disposal of the medical device in the Russian Federation is carried out by the medical
organization as class B waste in accordance with 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’
and approved guideline of the organization.

The unused medical gloves or gloves with the expired shelf life should be disposed as class A
waste in accordance with 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’ and approved
guideline of the organization.
rcai’i

5 Cleaning and disinfection methods of the medical device

I>re
Examination gloves are disposable medical device. Reuse of the medical device is a gross

violation of application methods.
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6 specification of the medical device
6.1 Description of the medical device

Form of the medical device. Medical examination gloves have straight fingers and are
ambidextrous (non-anatomic). The glove’s cuff may be extended or have a standard length. Rolled
cuff

Surface of the medical device.

1. Powdered gloves - modified com starch is used.

2. Powder free gloves:

2.1. Chlorinated (gloves are treated once with chlorine);

2.2. Double chlorinated (gloves are treated two times with chlorine).

Texture of the outer surface of the medical device. Gloves may have smooth or textured
surface.

Sizes of the medical device. Depending on the size, tables 1 and 2 give the values of width,
length and thickness of the medical device.

Table 1 - Sizes ofhardware versions 1, 2, 3 ofthe medical device.

Value name Size
XS S M L XL
Width W (figure 1), mm <80 80+10 95+ 10 I1OilO >no
Length 1(figure 1), mm, min 220 230
Thickness (in points, shown on
figure 2), mm, min
- smooth surface 0.08
, - textured surface 0.11
Thickness of rolled cuff, mm, max 2.50
Table 2 - Sizes ofhardware version 4 o fthe medical device.
Value name Size
XS S M L XL
Width W (figure 1), mm <80 80+ 10 9510 110+ 10 >110
Length 1(figure 1), mm, min 300 + 10
Thickness (in points, shown on
figure 2), mm, min
- smooth surface 0.19
ii.-- - textured surface 0.21
Thickness of rolled cuff, mm, max 2.50
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Figure 1 - Points for width and length Figure 2 ~ Points for wall thickness
measurement of the glove measurement of the glove

6.2 Physical specification of the medical device -
6.2.1 Physical and mechanical performance of the medical device
Physical and mechanical parameters of the medical device are represented in table 3.

Table 3 - Values of physical and mechanical parameters of the gloves.

. DESCRIPTION SPECIFICATION
L. Before accelerated aging: )
- force at break, N, min 7.0
- elongation at break, %, min 650
2. After accelerated aging:
- force at break, N, min 6.0
- elongation at break, %, min 500

T -
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6.2.2 Inspection levels and acceptable quality level of the medical device

For the purposes of quality control medical gloves are selected and examined in accordance with
standard 1SO 2859-1.

Table 4 - Control Levels and Acceptable Quality Level (AQL).

SPECIFICATION CONTROL LEVEL AQL
Dimensions (width, length, thickness) S-2 4,0
Impermeability G-1 2,5
Elongation at break and force at break S-2 4,0

(before and after accelerated ageing)
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7 Data on package of the medical device

The package provides protection from the exposure to mechanical and climatic factors during
transportation and storage.

Consumer package. The gloves are packed in boxes made of pressboard or high pressure
polyethylene. Consumer package provides protection of gloves from external mechanical damage.

Transportation package. The gloves in consumer package are packed in boxes made of

corrugated pressboard, Carton boxes are strong enough and provide safety of devices during
transportation and storage.

8 Data on scope of delivery of the medical device

The gloves can be delivered in the following scopes of supply:

kb
) bulk packaging — 2000 gloves, 1000 pairs in consumer package;
400 gloves, i.e. 200 pairs in consumer package;
200 gloves, i.e. 100 pairs in consumer package;
100 gloves, i.e. SO pairs in consumer package;
50 gloves, i.e. 25 pairs in consumer package;
40 gloves, i.e. 20 pairs in consumer package;
30 gloves, i.e. 15 pairs in consumer package;
20 gloves, i.e. 10 pairs in consumer package; -
10 gloves, i.e. S pairs in consumer package;
4 gloves, i.e. 2 pairs in consumer package.
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9 List of national standards, applied by manufacturer (producer) of the medical device

Table 5 - List o fstandards, applied by manufacturer.

Designation

I1SO 13485:2016

ISO 14971

ISO 2859-1

ISO 15223-1

ASTM D 3578

ISO 10993-1

ISO 10993-10

ISO 10993-11

ISO 11193-1

Name

Medical devices. Quality management systems.
Requirements for regulatory purposes.

Medical devices -
Application of risk management to medical devices.

Statistical methods. Sampling procedures for inspection by attributes. Part 1
Sampling schemes indexed by acceptance quality limit for lot-by-lot inspec-
tion.

Medical devices. Symbols to be used with medical device labels, labelling
and information to be supplied. Part 1. General requirements.

Specification for rubber examination gloves.

Medical devices. Biological evaluation of medical devices.
Part 1. Evaluation and testing.

Medical devices. Biological evaluation of medical devices.
Part 10. Tests for irritation and delayed-type hypersensitivity.

Biological evaluation of medical devices.
Part 11. Tests for systemic toxicity.

Single-use medical examination gloves.
Part 1. Specification for gloves made from rubber latex or rubber solution.
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10 Adverse reactions
Manifestation of dermal hypersensitivity reactions, when using the device is possible.
11 Circumstances, in which the consumer must consult healthcare professional

The patient is recommended to consult healthcare professional in the event of dermal hypersensi-
tivity reactions, when using the device.

12 Manufacturer's warranties

The manufacturer (producer) guarantees preservation of all the parameters and characteristics
of the medical device taking into account acceptable quality level (AQL), as well as the quality of
the medical gloves within all shelf life (5 years) from the date of manufacture upon the condition of
package integrity, observance of transportation, storage and operation conditions in accordance
with the instruction.

- 13 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturer for any and all purposes,
related to circulation of the medical device on the territory of the Russian Federation:

GL Limited Liability Company (GL LLC)

Russia, 194044, St. Petersburg, 9, Mendeleevskaya st., litera V, office 10-N, room 7
Tel.: +7 (812) 309-92-66

e-mail: GL3099266@gmail.com
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S, YOYHT I0H CHH, uorapuyc, aelicryrommit B r, Knaure, Manaiisus, HacrosmuM yzxocto-
sepaio, uto HHCTPYKOHS IO NPHMEHEHHIO MEAMIHHCKOI'O H3AEJIHA:
HNEPYATKH MEJUIITHHCKHE NHATHOCTHYECKHE (CMOTPOBRE) OAHOPA30-
BBIE HECTEPWIBHBIE «A.D.M.» H3 HATYPAJIBHOT' O JIATEKCA, n npouue npuno-
WEHHBIE JOKYMEHTH OblUIM OpeJOCTABICHN MHE ANK INYHOTO O3HAKOMJICHNS, H A, HA OCHOBAHHH
CBOEro JINGHOrO OMEITA, [OJIAralo, 970 COAEpXKalladcs B HAX AHGOpMAIHg SBIAETCA AOCTOBEP-
Hoit u npunaanexur komnauud «TOIl IJIAB CAH. BXA.» (TOP GLOVE SDN. BHD.)
(HOMEP KOMITAHHH 220483-T), zapernctprposainoi no aapecy: Jlor 4969, Jixanan Te-
patan, Bary 6, Opd Hxanam Mepy, 41050 Knanr, Cenaurop Mapyn Excan, Manatiana (Lot
4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia).

B CBHUAETEJILCTBO YEI'O J, YOYHI" FOH CHH, ckpenasio HaCTOAIMHA AOKYMCHT CBOCH
DOAMUCHIO H MEYATHIO BILIEYIOMARYTOrO oduca B Knaare ceronna, 07 aexabpa 2021 roaa.

/Hoonuce/
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HoTtapuyc

Knanr, Cenanrop
{I"I‘gtmh: Horapuyc * Yoyur IOk Cun * Knaur, Cenaurop/

it
¥

Paspemenue 'eHepansHOro Npokypopa, perucrpanuoHHnili Homep: PN/WKL/25/39/97 or 09 au-
Baps 2020 r, acitcteuTensHo 20 13 deppans 2022 r, cornacHo 3axoHy o HoTapuycax 1959 r.

{Harnantas neqars: Horapuyc * Yoysr lOn Cau * Knaur, Cenanrop/

s
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YTBEPKAEHO:

Tenepansunill aupexTop xommannn «TOII TJIAB CAH. BX1.»
B (Jlor 4969, Dxanan Teparan, Bary 6, Odd Txanan Mepy,

41050 Knanr, Cenanrop I|.E., Manaizns)

Ten.: + 603-3392 1992, sales@topglove.com.my

[ITodnucy/ /Hoop Axunax 61 Caiinun (Noor Akilah bt Saidin) /

Mlewats: TOT T7IAB CAH. BXJL, * 220483-T/

Ies

HHCTPYKIIHA IO IPHMMEHEHNIO
MEJUIHHCKOI'O H3AEJINA:
IlepuaTKE MeAHNEHCKAE AHATHOCTHYECKHE (CMOTPOBbLIE)
O/ROPA30BLIe HecTepHuabHbIe «A.D.M.» H3 HaTypaaLHOrO NaTeKea

1

, Mlkramn: YIOCTOBEPEHO
Moanucy/
Yoyur IOn Cun

Horapuyc
41050 KJIAHT, CEJIAHTOP

07 nexabpsa 2021 r./
/Haknanuax neuars: Horapuyc * Yoynr 104 Cun * Knaar, Cenanrop/

IepBoHasanbBE BEINYCK 3XCILTYATAIHORHONH SOKYMEHTALHK
(MHCTPYKUKBH 110 NPHMEHEHHIO MCOHLMHCKOrO H3aenns): 01 monsa 2020

2020
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}.11 Cpox rogHOCTH MEAHOIHHCKOrO H3NENHX
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4.1 YcnoBuA TPaHCNOPTHPOBKR MEAHIKHCKOIO H3ACIHA

4.2 Ycnosus XpaHSHHS METHUHHCKOTO H3ACHA

4.3 VcnoBus yTUAH3AIHYE MCAHIMECKOTO H3ICNS
5 Merofilt OUNCTKH H ACIUHPEKINE MEAHLFHCKOTO HIACAHA

¢ Texnuuecxoe onucanne MEARUMHCKONO HIICIUS
6.1 Onucanne MeAMIMHCKOrO HIACIHA
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6.2 Qu3nuecKHe XapaKTePHCTHKH MEARIMHCKOTO H3JCAHS

6.2.]1 ®HIUKO-MEXARAICCKHE XAPAKTEPHCTHKH MERHIMHHCKOTO HANC/AKS

6.2.2 YpoBHH KOHTPONA H MPHEMACMEIN YPOBCHD KAYECTBA MCAHLUHMHCKOTNO HIACAKS

7 Ceenienns 00 ynakosKe MCAHUKHCKOTO M3ACTHA
8 Ceezenna 0 XOMILUIEKTHOCTH NOCTABKH MEAHIIHHCKONO HANCIHA
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10 INoGounnie AelicTBHA

41 ObcrosTenscTsa, NpH KOTOPHIX NOTPeGUTENE A0KEH NPOKOHCY ITHPOBATHCK
€ MEABLIHHCKHM pabOTHHKOM

12 lapaHTHH APOH3BOAMTEIIN

13 Ceeaenns 00 YOMHOMOYCHHOM NPCACTABHTENE NPOH3BOAKUTENA
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1 CpenenNS 0 MCARIMEHCKOM HIAC/IHE
1.1 HanMenoBaHEE MEAHIHNCKOTO HIACTAR

«llepuarxu MeAHUHACKEE QHATHOCTHUCCKHE (CMOTPOBBIE) OAHOPAIOBBIE HeCTePHIbHbIC
«A.D.M.» H3 HATYPANLHOTO JIATEXCA», B BAPHANTAX HCTIONHEHHA:
1. Nepuarsn MeaRmUBCKHE AMATHOCTHYECKNHE (CMOTPOBLIE) OAHOPA30BLIE HECTEPHILHBE «A.D.M.»
H3 HATYPANLHOTO JIATEKC2 IMIAKHE ONYAPCHHbIE (MARXETA C BATHKOM), LBCT: HATYpABHLI, pasMep:
XS, S, M, L, XL.
2. [Tepuatkn MeARUMHCKHE AHATHOCTHYECKHS (CMOTPOBSIC) OAHOPA30BLIE HeCTepHIBLHKES, «A.D.M.»
H3 HATYPaILHOIO JIGTCKCA TCKCTYPHPOBAHHEIE HEONMyApEeHHHIE XIOPHpOBAHHEE (MAaHXeTa ¢
BATHKOM), 1IBeT: HaTypanbusii, pasmep: XS, S, M, L, XL.
3. IlepuaTkn MeAMIIHHCKHE QMATHOCTHYECKHE (CMOTPOBRIC) ORHOPA3OBHIC HECTCPHALHNE «A.D.M.»
H3 HATYPANLHOIO JATEKCA TCKCTYPHPOBAHHLIC HEOMYAPEHHEIC IBOAHOTO XNOPHPOBAHEA (MAHXKeETa C

BAJIEKOM), LIBET: HATYpanbHui, pasmep: XS, S, M, L, XL.

4, TlepuaTku MEAMIAHCKHE AHATHOCTHYCCKHS (CMOTPOBHE) OAHOPasoOBLe HeCTepHbHER «A.D.M.»
H3 HATYpPaNBHOIO JIATEKCA TEKCTYPHPOBAHHHIC HEONYAPCHHMIC XJIOPHPOBAHMELIC ROBLIIIEHHON
npousoctH (High Risk) (YanEReRHAaS MamXeTa C BAIMKOM), LiBeT: cuunii, pamep: XS, S, M, L, XL.

1.2 IlponssoauTens (HIrOTOBHTEND) MEABIHHCKOr0 H3ACANS

s Tpor3soanTens (HIrOTOBHTEIb) MeARIKKCKOro W3neaus: «Ton [aos Can. Bxa.»
" (Aapec: Jlor 4969, Iixanan Tepatan, Bary 6, Opd Jxanan Mepy, 41050 Knanr, Cenanrop
{."lgpyn Oxcan, Manaiiansg). .
Anpec npodsBoAcTBA (WIroTomjieHns) Meauuuuckoro mienus: Jlor 4969, ixanan
Teparan, Baty 6, Odd Jxanax Mepy, 41050 Knaur, Cenanrop Hlapyn Ixcau, Manatians.

1.3 Haznauenne MEAHNHHCKOr0 H3ACARS

TMepuaTku NpeanasHAYSHB AN OXHOPA3OBOTO HCTONBE3OBAHAS B KAYECTEE 3AIMTHONO Gapsepa
Ha pyKax MEAMUMHCKOTO paGOTHAKA BO BPEMA OCMOTPA/JICICHHA NaUMeHTa.

1.4 O6aacry DpHMEHEHHS MEAHUHHCKONO H3ACTHS

i [JepyaTKH MCHOML3YIOTCA NPH MPOBEACHHH MCAHUHHCKHX HCCHACNOBAHMIY, AMArHOCTHYECKHX,
TEpaNeBTUNECKHX, CTOMATOJOTHYECKAX M JledeGHSIX NpoLeAyp, CAHHTAPHRX Meponpusxtuii u
nabopaTopHEIX pafor, a Takke paloT ¢ 3APAKCHHEIMH/IArPAIHCHHHIME  MEAHUMHCKHME
MaTepHANaMHE/H3NCIHAMH/TIOBEPXHOCTAMH, O0ECTIETHBAR IHIHEHY PYK, 8 TAKXC 3AlMTY NalHeHTa H

MEAKUHECKOro pabOTHHKA OT B3aHMHOTO 3apakenus.
1.S Bua KOHTAKTA ¢ OPraHHIMOM YE/IOBEKA

KparkoBpeMEHHEI KONTAKT ¢ HEMOBPEKACHHAIMH KOXHHIMH MOKPOBAMH M CAM3MCTBHIMH
000/104KaMH OPraHH3IMa 4CIOBEKA.
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1.6 INpexycmorpennbie HONL30BATEIR MEAHIHHCKOT0 HICIRY

Meaunuuckuit  nepcoHat,  kKOTOPRIA  NPOBOAMT  MERUUMHCKHE  HCCNEAOBAHHA,
IHATHOCTHYECKHE, TEpaneBTHHECKHE, CTOMATOJIOrHYeCKHe H NevyebHble NPOuCAyphl, CAHHTAPHLIC
MeponpusTHS H naCopaTopHuie paboTHl, & Takke paboTH ¢ 3apAKCHHBIMA/3ATPAIHCHHLIMH
MEIULMHCKHMH MATepHANAMH/H3NCNHAMK/NOBEPXHOCTAMH M  Apyrne aelicreus, Tpebyiomme
coOmonenun TpeGosanuit NO 3amATe NaUHEHTA/MEAMNMHCKONO PAGOTHHXA OT NEpeKpecTHOH
nHpexXUHH,

1.7 Yenosns sxcnyaTauidi (NPpHMCHEHAN) MEARNMECKOTO H3ACAAN

MeRuuHHCKHE CMOTPOBBIC OAHOPA30BHIC NEPYATKH NPHMEHAIOTCA B NeueOHLIX Han neqebHO-
NpodHNaKTHYECKHX MEAUIMHCKHX YUPEKACHHAX B 3aXPHITOM NOMCINEHHH B CYXOM MecTe, BAAIH OT
NPAMBIX COMHCUHEBIX NMyyel, mpu Temmneparype ot 0°C ao 25°C u oTHOCHTENLHOIM BAAXHOCTH OT 65%
10 85%, B COOTBETCTBHM ¢ MHCTPYKLIHEH HA MEAMIIHHCKOE H3ACIME.

TlepuaTkn TONBKO ANS HAPYKHOIO NPHMEHCHHS (H3ACNIHC HE HHBAIUBHOE).

1.8 IIpuanun elicTBHR MEAHURHCKOTO HIZSIHSA

OCHOBA CMOTPOBHLIX OJHOPA3OBHIX IIEPUATOK M3 HATYPaANTbHOIO RATCKCA OrpaHHYMBacT
nepemeinekne  HRQEKUMOHHBIX  BeuwlecTs,  noppiuaer  pbdexTuBHOCTL  OOecnevenns
aHTHOAKTepHANLHON 3AIOMTH B MCAHIMHCKOM YYPCRACHHH, RNPEAOXPaHAS MCAMIHHCKOIO
paGoTHHKA OT BO3MOXHOTO 3ApaXKCHHA MPH OCMOTPE/NICYCHHM NalMEHTa, a8 Takke cnocobcTeyer
HAZICKHOMY 3AXBATY MEAHIMHCKHX HHCTPYMCHTOB H NOBHUAcT Ge3omacHOCTh paboTl.

Tepuatku ¢ rnaaxot  MOBEPXHOCTHIO  O0ECMEUHBAIOT  BHICOKYI0  TAKTHIIBLHYIO
YYBCTBHTENLHOCTD, 8 OMYAPHBAIOLUIEe BEWIECTBO CHOCOOCTBYCT JICTKOMY HANCBAHHIO H CHRTHIO
MEPYATOK, & TAKNKE NPENATCTBYET HX CKICHBAHKIO NPH XPAHCHHH.

HeonyapeHHBC XNOPHPOBaHHLIE MEPUATKH ORHOKPATHO moABepralorcs obpaborxe XA0poM C
ofenx CTOPOHH, HTO MO3BOASET CTAANNTbL MOBEPXHOCTH MCAHLUMHCKONO H3ACAHA, cnocobcrsys
JNIErKOMY HaZICBAHHIO H CHATHIO NEPYATOK, & TAKIKE MPENATCTBYCT KX CKICHBAHHIO NIPH XPAHEHHH.

Heomyapenusie nepyaTk# ABOHHOrO XIOPHPOBaHHWA ABa pasa nexpcpraiorca obpabotke
¥A0poM ¢ 00eHX CTOPOH, CrAAKHBAA HX, CIOCOGCTBYS NICTKOMY HafIeBaHHIO H CHRTHIO NCPYATOK, &
TAKXC MPENATCTBYA HX CIJICHBAHHIO NPH XPAHCHHH,

MlepyaTk¥ DNOBHILCHHOR RPOYMHOCTH OTAHMAIOTCA YBEIHYCHHOH TOMIMHOM CTCHOK,
cnoco0CTBYN NOBBHIUICHHOMY COTNPOTHBICHHIO K MNOBPEXACHHIO, M HCMONL3YIOTCH B YCHOBHAX
BHICOKOr0 HHQEKIMOHHOrO pHCKa (PHCKA 3apaXKCHHN) BO BpeMa NpPOUCAYP, TpPH KOTOPBIX
CYLIECTBYET BOSMOXHOCTD MEXAHHYECKOTO NOBPSAKACHHA NEPUATOK, H TpeGyerca Gonee HaacxkHas
38IIHTA PYK, 8 YANTHHCHRAR MaHxeTa obecneunsaer yayulICHHYIO 3AIMHTY 3anACThR H NpeAnneybs
OT BO3MOXHOIO 3arpA3HEHHN HHPHUMPYIOHMHE MEAMIIHHCKAMH MaTePHANAMH.
vt DapHAHTBI MCTIONHEHHA MEMHLMHCKOIO H3NENHA ¢ TEKCTYPHPOBAHHON NOBEPXHOCTHIO
obecneunBaloT HARCKHBINA 3aXBAT H YACPKAHHE MEAHUMECKHX HHCTPYMCHTOB.

A S

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



1.9 Ilokazanng K NPAMEHCHAI0 MOTHIHHCKOTO HIJCARN

ToxasaunAMH K NPHMEHEHHIO MEAUIHHCKOTO U3/IeNHA SB/SETCE HeoOXOMMMOCTE IPOBECHA
MEOHLMHCKHX HCCNCNOBAHMYN, AHATHOCTHYECKHX, TepANeRTHYESCKHX, CTOMATONOTHYCCKHX |

neueCHHIX NPOLEAYP, CAHHTAPHHIX MEpOompHATEA W naboparopHeix paloT, a Taikke pabor ¢
3apakeHHRIMI/23arPAIHEHHHIMUY MeIHIHHCKHMH MaTepHaNaMi/H3IcIAAMHA/TIOBEPXHOCTAMH.

1.10 IIpornsonokasants K NPUMEHEHHIO MSAHIAHCKOIO HIACIHS

IIpomugonoxazanusmu x npUMEHEHUIO MEOUYUNCKO20 USOEAUR REGRAIOMCR

1. Hanauke y mauMeHTa WIH MEAHLUMHCKOrO paGoTHHKA amneprudeckoli peaknuu k Oenkam
HaTYDANbHOIO JATEKCa;

2. Hamayue y manueHTa MIM MEAHUMHCKONO paboOTHHKA anNepruueckodi peakuud Ha
OMyAPHBAIONICS BEILISCTBO (NPHMEHAMO TONBKO K OMYAPeHHBIM MCAHIHHCKHM H3ACIHAM),

1.11 Cpox rogHoCTH MEAHIHHCKOTO HIACAHN

VYCTaHOBNCHHBI CPOX TOAHOCTH CMOTPOBRIX OIHOPA3CBHIX HECTEPHALHEIX NEPYATOK H3
HATYPAIBHOTO JIATEKCA COCTABIACT 5 JIET.
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2 Mpeaynpexaesus H MepLl NPEACCTOPORHOCTH

¢  Hiaenue npexnasHaueHo ANt OAHOPA3OBOrO NPHMEHEHNS;
Tonbko Anx HRANBHAYANLHOTO NPHMEHEHHS;

e  Heobxommmo oGs3aTensiio xaxawii pas nNpoBOZHTL THTHEHHUCCKYIO o0paboTKy pyK nepex
HaZeBaHHEM HIIH CMEHON MepyYaToK, a TAKKeE N0C/e CHATHA NICPYaTok;

¢  HeoGxoaumo moabnpars nepuaTXn HYXHOMO pasMepa — OHH AOJDKRH JICTKO HANEBATHC U He
AOMKHS! 3aTPYAHATH JBHKEHHA HAH CHABNHBATL KHCTE pyx. He npumensts ' npu
HECOOTBETCTBHH pajMepa;

¢  [IpuKOCHOBEHHS PEKOMCHHOBAHH! X NOBEPXHOCTH MEPHATKH, COOTBETCTBYIOmCH 3anicTHIO
(pepxHuit kpalt ManXKeTH);

e  Heobxoaumo 3aMeHHTH NEpuYaTKH nocle oOHapyxeHHf AcPeKTa, NpoXoNa, NOBPEAKACHHA,

3arpASHCHEA, NP NONANAHHH NOA NEPHATKY KHAKOCTH, & TAKKE NIPH NMOANICHHN JHNKOCTH;

Ecnu nospeaunack OZiHAa NepuaTXa, HEOOXOAHMO 3aMEHUTS 00¢;

B 3a8BHCHMOCTH OT XapaxKTepa BHIIOMHACMON MAHAIY/IAUNH, VN NOAACPHKAHHA ONTHMANLHOTO

YPOBHA 3ALLMTHI, IEPUATKH PEKOMCHAYETCA MEHATD Yepes Kaxasie 60-120 MunyT;

He MounTs 1 Gepeun OT BRary;

HeolxoanMo HAICBATh NEPHATKH TONBKO HA CYXHE PYKH;

H3berars Bo3aeHCTBHA NPAMBIX CONBCYHBLIX Jyyel;

B coctaB MEAMUMHCKOrO H3ACAHA BXOJHMT HATYPAIbHBIM KaydyXoBulif natexc, cnocoGruilt

BLIIBATH AIUIEPrHYECKYIO PEAKUMIO;

e  Onyapusaiolee BEIIECTBO MOXET BHI3BATH AUICPIHYCCKYIO PEaKUHio (MPHMEHHMO TOALKO K
ONMYAPCHHDLIM fICPHATKAM);

$8 Tlepuatxn He rapauTmpyioT 100% 3alMTH PyK OT NPOKONOB, NMOPE3OB H MOBpEXAeHH,

#  BLI3BAHHBIX BO3AHCTBHEM XHMHYECKHX BELIECTB;

e [Ipn BO3HMKHOBEHHM Ha KOXE QNICPTHYECKHX peakuMli NpH HCNONL3OBAHUH H3ACHHA

*  pexoMeHAYeTCs NPOKOHCYNLTHEPOBATHCA ¢ MEAHIHHCKHM PaGOTHHKOM.

¢ & & o
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3 VIHCTPYKUMS MO NPUMeEHEeHMI0 MeMLNHCKOIo nu3aenus

Mepea NpUMeEHEHVWEM MNepyaTOK HEeo6XO04MMO NpeABapUTENbHO MPOBECTU TUTMEHNYECKYHO
00paboTKy pyK (00paboTaTb PYKM KOXHbIM aHTUCENTUKOM WU BbIMbITb MX MbIIOM W BOAOW).
MepyaTKM HafeBatoT TOMLKO Ha CyXue pyKu.

UTobbl HaeTb NepyaTkn, HeOOXOAMMO BCKPbITb YNAKOBKY M B35iTb 06e MepyaTkn KOHYMKamu
Na/ibLieB NIEBOM PYKN U3HYTPU NIEBOM NepyaTKy Takum 06pa3oM, YTOObl KOHUMK GO0/bLLIOr0 Nanbua
HaxXo4unICa BHYTPWU MNpaBO NepyaTku, W [epXaTb WX BMECTe B BEPTUMKASIbLHOM MO/IOXEHWM.
Y6eauTbCs, UTO Nasiblbl KacaroTCA TOMbKO BHYTPEHHE MOBEPXHOCTM nepyaTtok. MpodeTb npasyto
PYKY B MaHXeTy MepyaTtku, yAepXuBas nepyatku NeBoil pyKoi. HaTarmeatb CIOXKEHHYHO nepyarky
[0 Tex Mop, NoKa npaeast pyKa He OKaXXeTCs B nepyaTke. OnyCcTUTb NasbLbl MPaBOM PyKK B nepyaTke
B MaHXXeTY IEBOI NepYaTKN W HaTAHYTb ee Ha PyKy. UeTbipbMs NanbLamy HaTSHYTb MaHXXEeTY NIEBOM
nepyaTKy NoBepx MaHXeTbl MeAMLMHCKOro xanata. 3aBecTV Nasiblbl /IEBOA PYKU B NepyaTke Mnop
C/IOXXEHHYIO MaHXeTy MepyaTKy M HaTAHYTb ee Ha MaHXeTy MeAMUMHCKOro Xxanata. HataHyTb
MaHXXeTy YeTbIpbMSi NasbLUaMi 1 OKOHYATeNIbHO NOMNPaBWUTL NepyaTkn, 06ecneynB NX KOMGOPTHOe
CNO/Mb30BaHME.

UToObl CHATb MepyaTKy, BO3bMUTECH 3a MepyaTky B 06/1aCTV OCHOBaHMA Naf0HW NasbLamu
apyroi pyku. CTaHUTE nepyatky W yfepXXuBaliTe ee APYrov pyKoiW. 3aTeM MOMecTUTe nabupl
CBOOOAHON PYKM B MaHXeTy MepyaTkM Ha ApYro pyke W CTSHUTE ee aHa/lorMyHO MepBOiA.
BbiBEpHYB MepyaTKy HausHaHKy, WCMONb3yiTe ee B KayeCTBe MellKa ANs APYroi nepyatku.
MMomMecTuTe MepyaTKy B MpefHasHauYeHHYH 18 HUX eMKOCTb. 3aTeM MpoBeAuTe TUrMEeHWNYECKYHo
06paboTKy pyK.

rK..
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4 YcnosKa TPAHCIOPTHPOBKH, XPAHCHHS H YTHARISIHH MEARUHHCKOr0 HIACAHA
4.1 YcnoBus TPAHCHOPTHPOBKH MOARIHHCKONO HIACTHS

TpaHCROPTHPOBKE H3ACAHS MOXCT OCYIICCTRIANTLCH BCEMH BHIAMH TpPaHCNOpTa (MOpPCKoi,
QBTOMOGH/IbHEIH, KCIC3HOROPOXHBIN HAM BOSAYIUHLIY TPAHCHOPT) B COOTBETCTBHM ¢ MPaBHIAMH

TPAHCNOPTRPOBKH, ACHCTBYIOIMMHA IJIA AAHHOro Bhaa Tpaucnopra. [Ipy TpamCHOpTHpPOBKE He
AOKHE! HAPYIATHCK YCIOBRA XpaHEeHHS.

4.2 Ycnonus xpanenns MEANIHECKOro HIACARA

Hanenus HeoOXOAMMO XPaHHTH B CYXOM MCCTS, JAlIMIICHHOM OT BO3ACHCTBHA NPAMBIX
CONMHCYHBIX Ny4ell, HCTOUHHKOB TENJIA, BO3rOpaHus, YATPahHONETOROIO HITYyYEHHS, A TAKKE 030HA,
npu TeMnepartype oT 0°C 10 25°C 1 oTHOCHTENLHOH BAAKHOCTH Bo3yXa ot 65% no 85%.

Creayer GhTh OCTOPOXHRIMH C HINCTHAMH, XPAHAMMMHECSE NpH TeMnepaType Huxe 15°C, Tak
KAK NPH HEOCTOPOXKHOM obpamieHMH OHR MOTYT OWTh XCOCTKHMH H YYBCTBHTENBHBIMH K
aedpopmanun. Ilocne xpaneans npu Hu3xoH TEMIEpaType NEPUATKH NEPEA HCMONL3OBAHHCM
nomxHu 6ETH MporpeTsl A0 30°C no Beemy obbeMy Haaenns.

4.3 YcnoBuS YTHANIAUHE MEAHINHCKOI0 HIZCAHA

YTHIM3alMe HCTONBIOBAHHONO MEARUMHCKOro Maaenus PO somonusercs opranusanues,
OCYIIECTRINIOmEH MEAMIMHCKYIO ACATENLHOCTS, KAK OTXORM Kknacca B B cootsercreun ¢ CanlluH
2.1.3684-21 «CaHuTapHO-INMACMHONOrKYECKHEe TPeGOBAHHE K COACPNAHHIO TCppHTOpAN
TOPOACKHX M CEAbCKMX NocesicHul, Kk BOANBM OGLEKTAM, MUTEEBOK BOAC M NUTLEBOMY
BOZIOCHaOXeHUIO, aTMOchepHOMY BO3AYXY, MOYBAM, XHALIM MOMCUICHHSM, IKCIUTYATAIHH
NPOH3BOACTBEHHHIX, OOUICCTBCHHBIX NOMEINCHHH, OPraHH3ANMH M MNPOBE/ACHHIO CAHWTAPHO-
NPOTHBOMMHACMHYCCKHX (NpoduaaKTHYCCKEX) MeponpuSTHH» N yTBEPXKOCHHON HHCTPyKuMel
OpraHu3auun.

Hencnons3osanubic MEAMUMHCKHC MECPUATKH MIH NMEPYATKH C HCTEKIIHM CPOKOM TOAHOCTH
HEOOXOAMMO YTHMAH3HPOBATH Kak OTXOAM Knacca A B coorsercTBAH £ CanlluH 2.1.3684-21
«CaHHTapHO-INHACMHONOTHYCCKHE TpeDOBaHHA K COACPKANHIO TEPPHTOPHA TrOpOACKHX H
CONbLCKHX NOceneHH#, K BOAHBIM 00BEKTaM, NMHTHEBOH BOAC M MHUTHEBOMY BOROCHAGKCHHMIO,
arMocdepHOMY BO3AYXY, NMOYBAM, XHABLIM MOMEINEHUAM, IKCIUTYaTAUHH NPOH3BOACTBEHHLIX,
ODILCCTBCHHBIX MOMCIICHHN, OPraHH3alUMH H NPOBEACHHIO CAHUTAPHO-IPOTHBOMMHACMHYECKHX
(npodmnakTHUECKHX) MEPONPHATHIA» H YTBEPKACHHOA HHCTPYKUHCH OpraHH3alMH.

S MeToas: 0UNCTKH # Ae3HHPEKTHE MEARUHECKOT0 H3AETHA
CMoTpoBble MepHaTKH NPEACTARNMOT Co00#f MemMUHMHCKOe M3fleaMe OZHOPA3IOBOIO

ucnonsdosanua. [IOBTOPHOE HCNONE30BAHHE MEAMUMHCKONO M3ACKHHS ABAAETCH  rpyOsiM
HapyLUICHHEM METOIOB NPHMEHCHHA.

[ WA
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6 TexHMYecKoe onucaHne MeULLMHCKOro N3gennsa
6.1 OnucaHne megMLMHCKOIo N3genns

dopma MeAMLUMHCKOro u3genvs. MeauUMHCKME CMOTPOBbIE MepuaTKU MMEKT MpsMble
Ma/blbl, MOAXOAAT Ha /NOGYD pyKy (HeaHaTOMMYeckue). MaHxeTa nepyaTKn MOXKET ObiTb
YA/IMHEHHOV NN UMETb CTaHAAPTHYO AnVHY. Kpali MaHXeTbl 3aKaTaH B BEHUMK.

[MoBEPXHOCTb MEAULMHCKOIO U3AeNNS.

1. OnyapeHHble NepyaTKm - UCMob3yeTcs MOAUKMNLIMPOBAHHbIN KYKYPY3HbI Kpaxman.

2. HeonyppeHHble nepyaTku:

2.1. XnopvpoBaHHble (NepyaTKn 04HOKPATHO NoABeprarTcs 06paboTKe XI0POM C BHYTPEHHEN
W BHELLHEN CTOPOHbI);

2.2. [1BOMHOro xnopupoBaHua (nepyaTky fBa pasa MofsepratoTcs 06paboTke XI0poM C
BHYTPEHHEN 1 BHELLHE CTOPOHbI).

daKkTypa BHELLHEl MOBEPXHOCTY MeAULMHCKOro u3genus. [lepuyaTku MOryT WMETb
rNafIKyto UM TEKCTYPUPOBAHHYH MOBEPXHOCT.

PasMepbl MeMLMHCKOIO M3Aenus. B 3aBMCUMOCTM OT BapuaHTa MCMOSHEHUS 1 pa3Mepa, B
Tabnmuax 1,2 ykasaHbl 3HAYEHUS LUMPWHbI, [/IHbI U TONLLMHBLI MEAULMHCKOTO U3Menus.

Tabnmuya 1- Pa3mepbl MeANLMHCKOro usgenms 1, 2,3 BapMaHTOB MUCMONHEHNS.

Pasmep
HavmeHoBaHMe nokasatens
XS S M L XL
LLinpnHa W (pucyHOK 1), MM <80 80+ 10 95+ 10 110+£10 >110
[nviHa 1(pucyHok 1), MM, He MeHee 220 230
TonwwHa (B TOUKax, yKasaHHbIX Ha
PUCYHKE 2), MM, He MeHee:
- rnagKas NOBepXHOCTb 0,08
- TEKCTYpUpOBaHHas
MOBEPXHOCTb 0,11
TonwuHa BeHYMKa, MM, He 6onee 2,50

Tabnua 2 - Pasmepbl MeANLIMHCKOTO M3aenns 4 BapuaHTa UCMONHEHUS.

Pasmep
HanmeHoBaHMWe nokasaTens
XS S M L XL
LLInpnHa W (pucyHOK 1), MM <80 80+ 10 95+ 10 ~ 110+ 10 >110
[nvHa 1(pucyHok 1), MM, He MeHee 300 + 10
TosnwmHa (B ToUkax, yKasaHHbIX Ha
PUCYHKe 2), MM, He MeHee:
- Nanbla 0,19
- NIafloHN 0,21
TonwmHa BeHYrKa, MM, He 60see 2,50
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Pucysox 1 — Toukst ans u3MepeHna WHPHHL H Piucytox 2 — TOUKH K3MEPEHRA TOAUHELI
ANHUHBL NEPUATKH CTEHKH NIEPYATKH

6.2 Dnr3utieckHe XAPAKTEPHCTHKE MEAWIWHCKOTO HIIC/IAS
6.2.1 ®u3Hxo-MeXaHHUECKHE XAPAKTEPHCTHKE MEARINHCKOT0 HIACAHS
B Tabmmue 3 npeacTaBicHb QPHINKO-MEXARHYECKHE TOKA3ATENH MEAHIUHHCKOTO H3ACHA.

Tabruya 3 — Inauenus puito-MexanuvecKux noxasamenei nepLamex.

’ OINMCAHHE CNELMOHKALHS
1. KOPECHHOTO

- yCHNHE npu pasphuiBe, H, ne Menee 7,0

- YOIMHEHHE NIPH pa3sphiBe, %, He MeHee 650

2. Jlocne YCKOPeHHOTO CTapeHHS:

- ycuJIHe npH pasphiee, H, ne McHee 6,0

- YANHHCHHE NIPH paspeiBe, %, He MEHee 500

10
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6.2.2 YpoBnH KOHTPONR ¥ BPHCMICMIH YPOBEHD Ka%eCTEA MCARUEACKOT0 KIACAHS

B nendx KOHTpOJIs Ka4eCTBa MEAHLMHCKHEE NEPMaTKH OTCHPalOT H NPOBCPAIOT B COOTBETCTBHM

co crannaprom ISO 2859-1.

Tabnruya 4 —- Yposnu xoumpoas u donycmumeisi yposend xavecmsa (AQL).

XAPAKTEPUCTHKA YPOBEHBb KOHTPOJIA AQL
PasmepHt (nBpHHA, AANKA, TOMTHHA) S-2 4,0
T epMETHIHOCTD G-1 2,5
Ycunue H yaTHHeHHe B MOMEHT pa3phisa (10 B S-2 4,0
NOCie YCKOPEHHOTO CTAPCHHS)
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7 Cregenns 00 ynakopKe MEARINECKOr0 HIACAHA

YnaxoBka o0ecTieYHBaeT JAIATY OT BO3ACHCTBHAS MEXAHHYECKUX H KIMMATHICCKHX (PaKTOpOB
BO BpEMA TPAHCIIOPTHPOBKH U XpaHEeHHA.

IoTpebaTennckas ynaxoska. IlepuaTkd ynaxoBbIBaIOTCA B KOPOOKH H3 IUIOTHOIO K2pTOHa
nuGo nonusTHAEH Bicokoro pamneaus. Ilotpeburensckas ynmakoska ofecmeunBaeT 3AmETY
NepyaTOK OT BHEIIHE0 MEXRHHUECKOTO NOBPSKICHHA,

TpascnopTHAas ynmaxoBka. IlepuaTku B MOTPeOHTENBCKON YNAKOBKE YNAKOBHBAIOTCH B
KopobkH 13 ropprposanHOro KaproHa. Kapronubie KopoGkH AOCTATOIHO IpoIHEle K 0fecneqHBaoT
COXPaHHOCTD H3ENHI BO BpeMS TPAHCNOPTHPOBKH K XPaHEHMA,

8 Coegenns 0 KOMIWICKTHOCTH NOCTABKH MEARIHHCKOIO RN
s Ilepvamxu mozym nocmaerimocs 6 CAEOYIOUUX KOMMREKMAYURX!

ynakoBeiBaHKe HaBanoM — 2000 nepuarok, 1000 nap B noTpeGHTENECKOR YNaKOBKE;
400 mepuarok, To ecThb 200 nap B NoTpeOHTENBCKOH! yHaKOBKeE;
200 nepuarok, To ectb 100 map B noTpeGuTensCKkoli yakosxke;
100 nepuarok, To ects 5) nap B NOTPeOHTENBLCKOH yNakoBKe;
50 nepuatok, To ecTh 25 nap B DOTpeOHTENLCKOM yNaKOBKE;
40 nepyaTok, To ects 20 nap B NOTPeSHTEALCKOM YNIAKOBKE;
30 nepuaTok, To ¢cTh 15 nap B noTpeGHUTENBCKON YNAKOBKE;
20 nepuarok, To ecTs 10 nap 8 moTpebATeNLCcKoit ynakoBke;
10 mepuarox, To ecTs 5 nap B notpeGuTenEckoll yakoske;

4 mepuaTKH, TO €CTh 2 NApH B NOTPEOUTENECKOMN YHIAKOBKE.

J
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9 [lepeyeHb NpPUMEHsSIEMbIX NPOKU3BOAUTENEM (M3TOTOBUTENEM) MEAULUHCKOTO N3aenus

HauMOHaJ/IbHbIX CTaHAapTOB

Tabnmua 5 - MepeyeHb NPUMEHSIEMbIX NPOM3BOAMTENeM (M3roTOBUTENEM) CTaHAaP TOB:

O603HayeHne

ISO 13485:2016

ISO 14971:2007

ISO 2859-1

ISO 15223-1:2012

ASTM D 3578

ISO 10993-1:2003

18010993-10:2002

ISO 10993-11:2006

ISO 11193-1:2008

HavmeHoBaHuMe

N3penus meanumHckme. CUCTeMbI YNpaBneHUs KauecTBOM.
Tpe6oBaHMs K PeryimpoBaHuto.

MeanuuHCKne n3genns -

NPYMeHeHne MeHePKMeHTa PUCKOB K MEAULVMHCKUM U3LENNAM.
Cratuctuyeckme metogsl. Mpoueaypb! BbIGOPOUHOr0 KOHTPO/S NO
aNbTepHaTUBHOMY Npu3HakKy. YacTb 1. [naHbl BbIGOPOYHOIO KOHTPO/S
nocnegoBaTe/bHbIX MapTUiA HA OCHOBE NMPUEMIEMOTO YPOBHS Ka4ecTBa.

YcTpoiicTea MeamumHcKne. CMMBOSIbI, UCMO/b3YeMble Ha Ap/ibIKax
MEANLMHCKNX YCTPONCTB NPU MapKMPOBKE W B NMPeA0CTaBNSAEMOiA
MHopmMaumm. Yactb 1. O6ume TpeboBaHMs.

CneunguKaLms Ha pe3MHOBbIE AUMAarHOCTUYECKME NepyaTKu.

W3nenns meguumHekme. OLgHKa 61MoIorMyYeckoro aeiicTems
MeAVNLMHCKINX u3aenmid. Yactb 1. OueHKa 1 1ccneaoBaHus.

N3nennsa meamumnHckme. OLeHKa 61MonorMyeckoro AencTems
MeAMUUHCKNX n3genunia. Yactb 10. ccnegoBaHns pasapaxkarowero
N CEHCUBNNN3NPYIOLLIErO AeCTBUS.

OueHKa 610M0rMYecKoro AeicTBmna MeANLUUHCKNX U3AENNA.
UacTtb 11. NccnenoBaHms 06LLLETOKCUYECKOTO AECTBUS.

MNepyaTKn MeanLMHCKNE anarHoCcTUYecKne ogHopasoBbIe.
YacTb 1 Cneumdrkauma Ha nepyaTkm U3 KayyyKoBoro fiatekca nnm
pacTBopa.
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10 ITo6ounsie acitcTeng
Bo3MOXHEI IPOAB/ICHHA HA KOKE A'UICPrAYCCKHX PEaKmdii NPH HCIIONL3OBAHAH H3NERNN.

11 OfcToRTenneTBA, NPH KOTOPLIX NOTPEOATERAE AOIKEH NIPOKOHCYNLTHPOBATLCH
€ MeAHIHHCKEM paloTHAKOM

[Tanmenty pexoMeHAyeTCH NPOKOHCYNBTHPOBATECH C MEAMIHHCKHM paGoTHHKOM ‘npH
BOZHHKHOBEHHMH Ha KOXE ANICPrUueCKAX peakuyaii IPH ACHOIB30BAHRY H3AC/HS,

12 'apaRTHH NPOH3IBOARTENN

[TponseoauTeNh  (H3rOTOBHTENb) TapaHTHPYCT COXPAHHOCTH BCEX NapaMeTpoB H
XapakTepPUCTHK METHIMHCKOrO H3JENHS ¢ Y9eTOM NPHeMACMOro yposus xadecrsa (AQL), a Taxxke
KaYecTBO MEAHIAHCKHX NEPHATOK B TCHCHHE BCEr0 CPOKA FORHOCTH (5 JieT) ¢ AATHI H3TOTOBNCHHA,
OpH YCNOBHH UENOCTHOCTH YNAKOBKK, COOGMIOACHHA YCHOBHHA TPaHCNOPTHPOBKH, XPAHCHHA H
IKCILTYATALHH B COOTBETCTBHH ¢ HHCTPYKIHCH.

b 13 CBeaenns of YnoanomMoueHEOM KPEACTABHTE/C NPOH3BOAHTEIN

ITo acem eonpocam, cersannbim ¢ obpausersuem MeOUYUHCKo20 usdeaus na meppumopuu PO,
Heo0X00uMO 0OPAWAMBCR K YRORHOMOUEHHOMY NPeOCMABUMERIO NPOUIBOOUMERR:
Obuiectno ¢ orpanuvenHoli orpercrBennocTs0 «au-3JI» (000 «Han-3JI»)
Poccus, 194044, r, Cankr-Tlerepbypr, yn. Menaeneesckas, aoM 9, murepa B, mom. 10-H, xomn. 7
Ten.: +7 (812) 309-92-66
e-mail: GL3099266@gmail.com
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[epeBof, ¢ aHIIACKOTO A3biKa Ha PYCCKUIA S13bIK BbINOHEH MePeBoAUYMKOM OpaHCKOV
AnacTacyeii FOpbeBHOIA. MoATBEPX A0, UTO BbINOMHEHHbIA MHOI NEpeBoj, SBNSETCS
MPaBU/IbHbIM, TOUHbIM 1 MOMHBIM.

Poccuitckas ®defepauus
CaHkT-leTepbypr

TpuHaguaToro gekabps ABe TbiCAYM LBajLaTh NEPBOro roga
A, KpacHmkoB AHApeli AHaTONbEBMY, BPEMEHHO WCMONHSHOLLMIA

HOTapuyca HoTapuanbHOro okpyra CaHkT-IMetepbypr O3eHc Hatanbu
CBUIETENbCTBYHO MOA/MHHOCTL  MOANMCKM  nepeBofunka  OpaHCKOiA

FOpbeBHbI.

lMognuck caenaHa B MOeM NpU</TCTBUM.
JIn4HOCTb NognmcaBLLEro LOKYMEHT YCTaHOB/IEHa.

3aperncTpupoBaHo B peectpe:  78/80-H/78-2021-

ny#<""r|naqe|/|o 3a COBSPLLIEHI/IG HoTapuanbHoro aevicteus: 500 py6. 00 Kor.

A.A. KpacHvkos

TOro B HaCTOALLEM [OKYMEHTE:
23 (oBaguaTb TpuW) mcta

Bp.n.o. HoTapuyca A.A. KpacHu1koB
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Poccuiicxan deaepauns
Canxr-lIlereplypr
HlecTuaanatoro gexalps ABe ThiCAYM ABANURTHL NEPBOIo TOAR

A, A3enc Hatanes AunaroaneBHa, HoTapuyc HoTapuansHoro okpyra Camkr-IlerepOypr,
CBHACTENALCTRYIO BEPHOCT KOMHH C NPEACTABNCHHOrO MHE JOKYMEHTA.

3aperucTpHpoBaHO B peectpe: Ne 78/80-u/78-2021-14-2058,

Ynnaueno 3a conepuieHne HOTaAphansHOro aAciictana: 1500 py6. 00 xon.
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