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

“Medical diagnostic (examination) gloves disposable non-sterile “SAF&TY” natursl
latex”, in hardware versions:
1. Medical diagnostic (examination) gloves disposable non-sterile “SAF&TY™ natural latex smooth
powdered (beaded cuff), color: natural, size: XS, S, M, L, XL.
2. Medical diagnostic (examination) gloves disposable non-sterile “SAF&TY™ natural latex textured
powder free chlorinated (beaded cuff), color: natural, size: XS, S, M, L, XL.

1.2 Manufacturer (producer) of the medical device

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

(Address: Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan,
Malaysia).
{ * Address of the medical device mamufacture (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 medical personnel’s hands
during examination/treatment of patient or for other sanitary activities.

1.4 Scope of the medical device

. 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 6f 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 camry out medical researches, diagnostic, therapeutic, dental and
freatment 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.
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1.7 Operating conditions (application) of the medical device

Medical examination disposable gloves are used in medical or healthcare facilities indoorsin 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 infec-
tious substances, improves the efficiency of antibacterial protection in healthcare facility, protecting
the healthcare professional against possible infection during examination/ treatment of the patient,
and also contributes to reliable capture of medical instruments and increases safety of the work.

4, The gloves with smooth surface provide high touch sensitivity and the powder contributes to
¢asy 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, and the textured surface provides reliable capture and holding of
medical instruments.

1.9 Indications for use of the medical device =
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.

i 1.10 Contradictions for use of the medical device

Contradictions of the medical device are: ‘

1. The patient or healthcare professional has an allergic reaction to natural latex proteins;

2. The patient or healthcare professional has an allergic reaction to the powder (applicable only
to powdered medical devices),

. 1.11 Shelf life of the medical device

Jaee
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
Al



2 Warning and precautions

The device is intended for single use;

The medical device is non-sterile and does not provide for sterilization;

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;

o 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;

e  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;

e 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 cuff and pull it on the hand. Pull on the left glove cuff
over 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 off and hold it with the other hand. Then put fingers of the
free hand 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.

ri:-
AN
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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 ofu'ansport.
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%.

4.3 Disposal conditions of the medical device

1.  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. i

+

i § Cleaning and disinfection methods of the medical device

Examination gloves are disposable medical device. Reuse of the medical device is a gross
violation of application methods.

A
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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
Surface of the medical device.
1. Powdered gloves — modified corn starch is used.
2. Powder free gloves - chlorinated - gloves are treated once with chlorine.

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

an~  Sizes of the medical device. Depending on the size, table 1 gives the values of width, length
and thickness of the medical device.

Table 1 — Sizes of the medical device.

Size
Value name -
S M L XL
Width W (figure 1), mm <80 80+10 95+10 110£10 >110
~ Length 1 (figure 1), mm, min 220 230
. Thickness (in points, shown on
figure 2), mm, min
- stnooth surface 0.08 -
- textured surface 0.11
Thickness of rofled cuff, mm, max 2.50
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Figure 1- Points for width and length measurement of the glove

13¢

4828 ,

Figure 2 - Points for wall thickness measurement of the glove
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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 2.

Table 2 — Values of physical and mechanical parameters of the gloves.

DESCRIPTION SPECIFICATION
1. 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

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 ISO 2859-1. -

Table 3 — 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. 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:

2000 gloves, i.e. 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. 50 pairs in consumer package;

50 gloves, i.e. 25 pairs in consumer package;

40 gloves, i.e. 20 pairs in consumer package;

20 gloves, i.e. 10 pairs in consumer package;

10 gloves, i.e. 5 pairs in consumer package;

4 gloves, i.e. 2 pairs in consumer package. :
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9 List of national standards, spplied by manufacturer (producer) of the medical device

Table 4 - List of standards, applied by manufacturer:

Designation Name
_ Medical devices. Quality management systems.
ISO 13485:2016 Requirements for regulatory purposes.
) Medical devices -
ISO 14971:2007 Application of risk management to medical devices.
180 2855.1 Statistical methods. Sampling procedures for inspection by attributes. Part 1.

Sampling schemes indexed by acceptance quality limit for lot-by-lot inspection.

1SO 15223-1:2012

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

ASTM D 3578

Specification for rubber examination gloves.

ISO 10993-11:2006

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

Y
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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 the entire 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 the Authorized representative of the manufacturer

fv i,

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:

MEDICOSM Company Limited (MEDICOSM Co, Ltd.)

Russia, 194292, St. Petersburg, 1, 5-y Verkhniy pereulok, lit. J, office 207
Tel.: +7 (812) 309-80-86

www.medicosm.ru

e-mail: medicosm@medicosm.ru

i‘v'.i
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MepeBof C aHTMIACKOTO A3blKa HA PYCCKUIi A3bIK

HOTAPVNANBbHOE YAOCTOBEPEHWE

A, HOYHTI o H CUH, HoTapuyc, aeincTBytowmnii B r, KnaHre, Manaisms, HacTosILLMM YAOCTOBe-
psaio, yuto MHCTPYKUWMA MO NMPMMEHEHIO MEAVNUMHCKOIO M3AENNA: TIEP-
UATKN MEAVNUMHCKWE AMNATHOCTUYECKUME (CMOTPOBbLIE) OOHOPA3OBbIE
HECTEPWJ/IbHbLIE «SAF&TY» U3 HATYPAJIbHOTI O JIATEKCA, v npo4yune NpuoXKeHHble
[JOKYMEHTbI Obl/IM NpefocTaB/ieHbl MHe A1 IMYHOr0 03HAKOMJIEHUA, U A, HA OCHOBaHWK CBOEro
JINYHOIO OMbITa, Nofarakw, YTOo CoAepXKallasacsa B HAX UHDopMaUnsa SBNSETCA 4OCTOBEPHOW U Npu-
Hagnexut komnaHum «TOM FNOB CAH. BXA.» (TOP GLOVE SDN. BHD.) (HOMEP
KOMMAHWNIW 220483-T), 3apernctpmpoBaHHon no agpecy: J1oT 4969, xanaH TepaTau, baty 6,
Odd DkanaH Mepy, 41050 KnaHr, CenaHrop Aapyn ExcaH, Manansusa (Lot 4969, Jalan Teratai,
Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia).

B CBMAETE/ILCTBO YEIO A, UOYHI KOH CWH, ckpennsito HacToAWMA AOKYMEHT CBOE
NOANUCBLI0 U NevaTbio BblLLeYNOMSHYTOro ouca B KnaHre cerofHs, 07 gekabpa 2021 roga.

/Mopgnucek/

YOYHI FOH C1H
oK HoTapuyc

KnaHr, CenaHrop
/Meyatb: HoTapuyc * HoyHr FOH CuH * KnaHr, CenaHrop/

PaspelueHne MeHepasibHOro MPOKypopa, PerncTpaumoHHblii Homep: PN/WKL/25/39/97 ot 09 §H-
BapsA 2020 r, gecTBUTENbHO A0 13 (heBpansa 2022 1, cornacHo 3akoHy 0 HoTapuycax 1959 .

/HaknagHaa neyatb: Hotapuyc * YoyHr FOH CuH * Knanr, CenaHrop/
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YTBEPXAEHO:
Fenepansnniii aAxpextop komnauuu «TOI I'IOB CAH. BXI1.»

(JNlor 4969, Nxanan Tepatau, Baty 6, O¢pd xanau Mepy,
41050 Knaur, Cenaurop JI.E., Manakana)
Ten.: + 603-3392 1992, sales@topglove.com.my

[lodnucs/ / Hoop Axunax 6t Caiiann (Noor Akilah bt Saidin) /

Meuats: TOII I'JIOB CIH. BXA, * 220483-T/

A

HHCTPYKIIHA ITO NPHMEHEHHIO
m MEJUIIHHCKOI'O W3AEJNA:

IlepuaTks MeAHNHNCKHE AHATHOCTRYECKHE (CMOTPOBbBIE)
oAHOpa3oBbie HecTepHAbHLIE «SAF&TY» H3 HaTypaabHOIO JaTeKkca

Allramn: YAOCTOBEPEHO
Moanncy/
Yoyur IOn Cun

Horapuyc
41050 KJIAHT, CEJIAHTOP

‘ 07 nexabpx 2021 r/

/Haxnannas neuats: Horapuyc * Yoyur IOn Cun * Knanr, Cenanrop/

IleproHavanbHEBLE BEUIYCK SKCIMYATALHOHHON ROKYMEHTALHH
{RHCTPYXIHH MO NPHMEHCHHIO MEAMUMHCKOro H3aennug): 01 anpens 2020

2020
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1.3 HasHayeHHe MeIULIMHCKOIO H3NENHI

1.4 O6aacTs NnpUMeHEHNS MEAHIEHCKOTO H3ACIHA

1.5 Bua koHTaKTa ¢ OpraHKIMOM JEJIORCKa

1.6 MNpenycMmoTpeliHbie NONB30BATENH MEMIMHCKONO HIACIHS

1.7 Ycenopua 2xcnnyaraliuy (IpuMeHeHNS) MEARIEHCKOTO H3ACIHA

1.8 Ilpuauun aeictaya MeAHIMHCKOTO H3/lemms
1,9 lNokasaxua Kk NPUMEHEHHIO MEAMIIHHCKOTO H3IC/IHS

1.10 IpoTuBonoKkasaHusA K NPHMCHCHUIO MEMITHHCKOIO RAACITUA

1.11 CpoK rogHOCTH MEANIMHCKOTO M3/C/HA

2 [IpenynpexneHns H MCPH IPEAOCTOPOXKHOCTH

3 UHcTpyxaums no NpHMCHCHHIO MECAMUMHCKOIO H3AENHA
4 YcnoBHR TPaHCNIOPTHPOBKH, XPaHEHASA H YTHNH3ALHK MCAKIKHCKOTO H3/IC/HA

4.1 YcnoBuA TPaHCNOPTHPOBKH MEAHIIMHCKOrO MAZCIHA

4.2 YcnoBHA XpaHCHHA MEIMUHHCKOr0 HI/IeTHA

4.3 YCAOBUA YTHAH3AIMY MEARITUHCKOrO W3ACHAN

5 MeToak! OYHCTKH A Ae3HHPEKINH MEARIMHCKONO HINSAUR
6 Texunueckoe ONHCAHUE MEARITHHCKOrO H3ACARs

W NN N NN A R R AR WWWW

6.1 Onncanue MEARLITHCKONO H3ACIHS

6.2 ®u3uyeckre XapakTePHCTHKH MEAHLIHHCKOIO H3AC/INS

6.2.]1 Ou3HKO-MEXaAHHYECKHE XaPAKTCPUCTHKN MEARLIMHCKON0 H3ACAHA

6.2.2 YpoBHE KOHTPONA U IPUEMIICMEIH YPOBCHE KQYeCTBA MEAHUMHCKOTO HIJCIHA ..uvvorsssssersssrsnanss

] §renenns 06 ynaxoBKe MEAHIHHCKOTO H3AENHS

8 CheieHHA 0 KOMIUIEKTHOCTH NOCTABKA MEANIHHCKONO HIACITUA

9 INepeuens MpUMEHAEMEIX TPOR3BOXHTENEM (H3TOTOBKTENEM) MCIMUKHCKOTO HIIC/IHA
BAIHOHANBHBIX CTAHAAPTOB.....

10 IToGounbie aelicTBUA......
11 O6cToaTenscTBa, OPH KOTOPEIX NOTPeOHTEND AOIKEH NPOKOHCY ALTHPOBATHCH
€ MEAKLMHCKHM pabOTHHKOM .

12 'apaHTHY NPOU3BORHTENA

------

13 Ceeacnusg 06 YIoMHOMOICHHOM NPEACTABATENIEC MPOR3BOIHTENA
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1 CaencHing 0 MEAHIEBECKOM HIACARHE
1.1 HauMeHOBaRHE MCOHIHANHCKOr0 HINEAHR

«llepuaTku MeARUMHCKAE AHATHOCTHIECKEE (CMOTPOBLIE) OAROPAIOBLIC HECTEPHABLHLIC
«SAF&TY» 63 RATYPANLHOIO JAATEKCA», B BAPHAHTAX MCHOARCHNA:
1. IepuaTku MERHUAHCKHE AHATHOCTHUCCKHE (CMOTPOBHIC) OXHOPa3oBbie RecTepuababe «SAF&TY»
H3 HATYPAIbHOIO J4TEKCa INajKne onyApeHHEe (MamXeTa ¢ BAIMKOM), OBET: HATYPANbHLIA, pasMep:
XS,5,M, L, XL. .
2. INepuaTku MERHUAHCKAC AHAHOCTHYECKHE (CMOTPOBHIC) OAHOPA3OBEIE HECTEPHIbHBE «SAF&TY»
U3 HATYPAIBHONO JIATEKCA TEKCTYPHPOBAHHEIC HCOMYAPCHHbIE XIOPHPOBAHHEIC (MAHXETA ¢ BATHKOM),
IBET: HATYPANbHEI, pasmep: XS, S, M, L, XL.

1.2 lNponr3poauTensb (HIrOTOBHTEAD) MEAHIMHCKOrO HIACTHA

Ilpon3BoauTeNs (HITOTOBATENL) MeRunEACKore maeaus: Ton ['aos Can. Bxa.
(Aapec: Jlor 4969, Axanau Teparan, baty 6, Opd Hxanan Mepy, 41050 Knanr, Cenaurop
i{plpyn 9xcan, Manaiizus). '
. Aapec mpom3BoACTBA (M3TOTOB/eHHR) Meaumuuckore maeaun: Jlor 4969, xanan
Teparau, Baty 6, Odd [ixanan Mepy, 41050 Knanr, Cenanrop [lapyn Ixcan, Manaitsus.

1.3 Hasnavenne MEAHUHHCKOr0 H3ACAHS

TlepaaTkn NpeAHAIHAYCHH U1 OXHOPA30BOTO MCMO/EIOBAKAS B KAYCCTBE 3AIMTHOTO Gaphepa

HA pyKaX MEIMLHHCKOro paGOTHHKA BO BpeMA OCMOTPA/JICYCHHN NANHEHTA WIM JNd JAPYTHX
CAaHWTAPHLIX UeneH.

Jrans 1.4 O6aacTs npuMeneHAN MEAHIHHCKOr0 HIAEAUS

TlepuaTkn HCMONBIYIOTCA NPH MPOBEACHHH MENMIMHCKHX HCCNEZAOBaHHAN, MHArHOCTHYECKHX,
YSANeBTHYECKHX, CTOMATONOTHUCCKHX H JNeueGHEIX TpOUeAyp, CAHHPAPHEIX MEPONPHSTAN H

naGoparopusix pabor, a Takke paGor ¢ 3apaNEHHLIMM/IATPAIHCHHHIMH  MEIHIMACKHMH

MATEPRATAMHE/H3NENUAME/TIOBSPXHOCTAMY, 00eCneYrBasd THTHEHY PYK, & TAIOKe 3aMTY NauHeHTa U

MEIMIMHECKOro paboTHHKA OT BIAUMHOIO 3apakKeHus,

1.5 B KORTAKTA ¢ OPraHK3IMOM HeJI0BeKA

KpaTrkoBpeMeHHEIH KOHTAKT € HENOBPSKACHHBIMH KOXHBIMH TOKPOBAMH H CAH3HCTHIME
obonoukaMn OpraHA3Ma J€N0BeKa.

- 1.6 IlpegycmMoTpennbIe NOAbL30OBATETH MEAHUHHCKOrO HIZCAUS

MeaHuHHCKHH nepeoHaN, KOTOpHH MPOBOAMT MEAHIMHCKAS HCCICNOBAHHA, AUATHOCTHYICCKHE,
TEPANCBTHICCKHE, CTOMATONOTHUECKHEe K JeueGHBIE Npomenyphbl, CAHHTAPHBIC MCEPONPHATHA H
nabopatoprrle paboThl, & Takke paboTHl ¢ 3aPAKEHHBIMH/3ATPASHCHHEIMH  MEIBLMHCKAMH
MaTepHANaME/U3AENTHAMA/IOBEPXHOCTAMH B APYTHE AcitcTBud, Tpebylommue cobmonenns rpeGopannit
1O 3aLHUTE NALKERTa/MEANIUHCKOro paboTHHKA 0T nepexpecTHolt HnHpexuun.

. 3
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1.7 Ycnosug 3xcnayaTanus (NPHMEHEHHS) MEAHLHHCKOr0 H31eJIHS

MenuumHCKHe CMOTPOBBIE OZHOpPA3OBhIE NEPYaTKH MPHMEHAIOTCA B JiedeOHBIX MM NeueGHO-
NpoQHIAKTHYECKHX MEJHUHHCKHX YYPEXACHHAX B 3aKPHITOM NMOMELIEHHH B CYXOM MECTe, BAAIH OT
NpAMBIX CONHEYHBIX Jyyel, npu Temneparype oT 0°C mo 25°C ¥ OTHOCHTENBHOMK BIAXHOCTH OT 65%
10 85%, B COOTBETCTBHM C HHCTPYKLHEH Ha MEHIIHHCKOE H3IENIHE.

ITepuaTkyu TONBKO WA HAPY>KHOIO NPHMEHEHHU (M3AE/IHE HE HHBAa3UBHOE).

1.8 IIpunuun aelicTBHE MeAHUHHCKOr0 H31eJIHA

OcHoBa CMOTPOBBLIX OIHOPa30BBIX MEPYaTOK H3 HATYPaIbHOrO JlaTeKca OrpaHHYMBaeT
nepeMelieHHe  HHQPEKUMOHHBIX  BewlecTB,  mnoBbimiaeT  3(p¢dexTHBHOCTL  OGecneyeHHs
aHTHOaKTepHAIBHON 3alUMTHI B MEOHLIHHCKOM YUYPEXACHHH, NPeloXpaHsis MeAHLHHCKOro paboTHHKa
OT BO3MOXHOTO 3apakeHHs MpPH OCMOTpE/NIEYCHHH NalHEeHTa, a Talkke CrnocoOCTBYeT HANeXHOMY
3aXBATY MEAULIMHCKHX HHCTPYMEHTOB H NOBhLILIAET Ge30nacHoCTh paboThl.

[lepyaTku ¢ rnagkoii MOBEPXHOCTBIO 0GECIEYHBAIOT BBICOKYIO TAKTHIBHYIO YyBCTBHTENBHOCTD,
a ONyApHBAlOLee BEIIECTBO CIOCOGCTBYET JIErKOMY HAJ€BAHHIO M CHATHIO MEPYaTOK, & TaKKe
NPENATCTBYET UX CKJIEMBaHHIO NIPH XPaHEHHH.

Heonyapennbie Xn0opHpoBaHHbIE NEpYATKH OAHOKPAaTHO NMOABepraloTcsa 06paboTke XJI0poM, YTO
NO3BONAET CrIaANTb NMOBEPXHOCTH MEAHLHHCKOTO M3MeNHS, CNOCOGCTBYS JErkoMy Haf€BaHHIO H
CHATHIO MNEpYaTOK, a TaKXKe NPEMATCTBYET MX CKICHBAHHIO MpPH XPaHEHHH, a TEKCTYPHpOBaHHas
NOBEPXHOCTD NMepYaToK ofecneynBaeT Halle)KHbIH 3aXBaT H yAepKaHHE MEIHIHHCKHX HHCTPYMEHTOB.

-

1.9 Ilokazauus K NPHMCHEHHIO MEAHLIIHHCKOr0 H3X&JIHA

[Toxa3aHHAMH K NPHMEHEHHIO MEAHUMHCKOro H3AENHA ABNAETCA HEOOXOAMMOCTH MPOBEACHHA
MEMLMHCKHX HCCIEN0BAHNH, AMArHOCTHYECKHX, TEPANEBTHYECKHX, CTOMATONIOrHYECKHX H neqe6HbIX
Npoueayp, CaHUTapHbIX MeponpusTHH u  nabopatopHbix pabor, a Takxke pabor ¢
3apaXKeHHbIMH/3arpA3HEHHBIMH MEAHLIHHCKHMH MaTepHalaMH/H3AENHAMH/TIOBEPXHOCTAMH.

’

1.10 IIpoTHBONOKA3AHHS K NPHMEHEHHIO MEAHUHHCKOIO0 H3EAHS

TIpomueonokazanuamu mMeOUYUHCKO20 U30ENUR RGNRIOMCA

1. Hanuune y nmaumeHTa HIM MeQHUMHCKOro paGoTHHKa amnepruvecko peakuuu k Genkam
HaTypanbHOro NaTekca;

2. Hanuuue y mnauHeHTa HIH MeOHUHHCKOro pabGoTHHMKa asiepruueckodf peakuuu Ha
OnyApHBaloLlee BELECTBO (MPHMEHHMO TOJIBKO K ONYAPEHHBLIM MEAHLIHHCKHM H3JCIHAM);

1.11 Cpok rogHocTH MeAHUHHCKOrO H3eaHs

YCTaHOBNEHHBIH CPOK TOJHOCTH CMOTPOBHLIX OAHOPA30BLIX HECTEPHIIBHLIX MEpYAaTOK H3
HaTypaJIbHOTO 1aTeKca COCTaBIAET 5 JIeT.

v 4
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2 TpeaynpexaeHns H Mephl NPEAOCTOPOXHOCTH

Hanenne npeanasHaicHO 41K OXHOPA3OBOIO NPAMEHEHAS,
MeRHUMHCKOS H3ACIHAC ABJIACTCA HECTEPHIBHBIM H CTEPHIH3ALAIO HE NPEIYCMATPHBACT;
Tonbko s HHANBALYATLHOTO IPEMCHEHHS;

Heobxoaumo obssaTembHo Kaxmeii pa3 NpPOBOZMTH, TMTHEHHuCCKyI0 o0paboTKy pyk nepen

HaZIcBaHHEM KK CMCHOH NMEPYATOK, 4 TAKXKE NOCAC CHATHA NEPHIATOK;

e  Heobxomumo moaGHpaTh MEPUATKM HYXKHOIO pa3Mepa — OHH HOKHE JIETKO HAXCBATHCA 'H HEe
AOKHB 3ATPYAHSATh JBIDKCHAHMS HAM CHABAMBATL KHCTH pyK. He npamenats npu
HECOOTBETCTBHH pa3Mepa;

e  [IpHKOCHOBEHMS PCKOMEHAOBSHH K MOBEPXHOCTH NCPYATKH, COOTBETCTBYIOMCH 3alfACTHIO
(Bepxunit xpali MaHXeTH);

e  Heobxomumo 3aMcHuTD nepuaTkH mocne obHapyxeHHS AedexTa, OpOKONa, DOBPEXACHHA,

3arpa3HCHHA, NPH NONAAAHHH NOM MEPYATKY XKHAKOCTH, 4 TAKXKE NPH NOSBNCHNH JIHIIKOCTH;

Ecni noBpeamnach oaHa NEPYATKa, HCOOXOIUMO 3aMEHHTD 00¢;

B 3aBHCHMOCTH OT XapaKkTepa BHIIOMHACNON MAHHMYNAUMH, JUIX MOAACPKAHAA ONTHMANLHOIO

YPOBHS 3aIOHTHI, NEPUATKH PEKOMECHAYCTCS MCHATD uepe3 Kaxane 60-120 munyT;

He MounTs 1 6epeys ot Bnarn;

HeobxonumMo HaneBaTh NepHaTKH TONBKO HA CYXHE PYKH;

H3berats BO3AcHCTBHA NPAMBIX CONHEYABIX MyveH;

B cocTan MeAMUMMCKOrO H3AeNMA BXOAHT HATYPANbHBIH KayYyKOBHIH HBaTeKc, CMOCOGHHIR

BBI3BATh ANICPrHYUCCKYIO PEAKIHIO, -

e  Onyapnsaolliee BEMICCTBO MOXCET BLIIBATD AUICPTHYCCKYIO PEAKIHIO (MPHMCHHMO TONBKO K
Oy APEHHEIM NEPYATKAM);

¢ [lepyarku He rapanTHpytoT 100% 3aUMTH PYK OT HpPOKONOB, TOPE30B H nonpmennﬁ

¢ BLI3BaHHBIX BO3ACHCTBMEM XHMHYECKHX BELLECTB;

e [lpy BOJHHKHOBCHMH HA KOXE ANICPIHYECKHX peakiuif OpH MCNONB30BAHMHM W3NEIHS

PEKOMEHRYCTCS NPOKOHCYABTHPOBATHCA ¢ MEIHIHHCKIM pabOTHHKOM.

® 0 o o
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3 Hacrpyxnus no npuMeHeHH0 MEANIHHCKOTO HIRCIRN

Ilepex npaMCHCHHEM NeEPHATOK HEOGXOMMMO TNpPEABAPKTENBHO NPOBECTH TMIHEHHYECKYIO
obpabotxy pyk (ofpaboTarhb pyKH KOXKHBIM GHTHCCNTHKOM WM BEIMBITE HX MEUIOM M BOZOH).
INepuaTku HAACBAIOT TOABKO HA CYXHE PYKH.

Y1obw RazeTs nepuaTkH, HEOOGXOAMMO BCKPHITH YNAKOBKY H B3ATh 00€ NMEpPUaTKH XOHYMKAMHA

NANLICB JeBOH PYKH W3HYTPR NieBoif nepuarku Taxnm obpasom, 4robnl Komdmx Gosbmoro namsua
HaXOMHIICA BHYTPH MNPABOH MNepUaTKH, M HCPXKATH HX BMCCTC B BCPTHKANBHOM INONOMXEHHM.
Y6emuTes, YTO NAbUb! KacalOTCA TONBKO BHYTpeHHeH IOBEPXHOCTH mepuarok. IlponeTs npasyio
PYKY B MaHXETY NepUaTkH, yAepXuBad NCpYaTKH jiepolt pyxoli. HaTarusath CRoxesHyio nepyarky A0
TeX NOp, NMOXa Npasas pyka HE OKAXKETCA B nepuarke. OnycTHTSL NANBIK NPaBoli pyku B NEPUATEE B
MAHXSTY JICBOH NMEpUaTKR B HATAHYTH €€ Ha pyKy. UeTsipbMa nansuaMM HATSHYTh MAHKCTY JeBOH
NCPYATKH MOBEPX MAMNXCTH MCAHIHHCKONO Xanara. 3apecTH NanbUul Aepoft pykH B nepuatke moa
CHOXCHHYIO MaHXETY NEPUATKH H HATAHYTH €€ Ha MaHXKeTy MeJHIHHCKXOro xanara. Hatamnyts
MRIDKETY “CTHIPbMS NATBLAMH H OKOHYATCIBHO MONPABHTH Nepuarky, ofecneuns WX KoMpoprioe
HCIONBIOBAHUE,
_ Yrobh cHATH NepyaTKy, BOILMHTECH 33 NEPUATKY B O0NACTH OCHOBAHHA JIAJOHH NANBLIAME
Apyrofi pyxu, Crasure nepyatky u yaepxusaiite ee apyro#i pykoif. 3areM NOMECTHTE NANBILI
ceofonHoit pyxy B MAHXETY NEPUATKH HA JAPYTOil pyKe M CTXHHTE e aHANOTH4HO nepBoif. Brsepuys
nepyarky HaW3HAHKY, HCMONL3YHTE e¢ B KauecTRe Mewka ans apyro#t mepyarku. Ilomecture
NePYaTKH B BPEAHAIHAYMCHHYIO /IS HHX EMKOCTD. 3aTeM MPOREAKTE MHIHEHHYECKYIO 06paGoTky pyk.

e
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4 YcnoBrs TPAHCIIOPTHPOBKH, XPAHEHHS H YTHIHIAUHH MEAHIHHCKOrO H3ACINS

4.1 YenoBus TPARCIIOPTHPOBKH MEARIRHCKOI0 HIJC/IHS

TpancnopTHpOBKA H3ACNBE MOXKCT OCYIICCTRISTRCA BCEMM BRIAMR TpaHcmopra (Mopcxofi,
aBTOMOCH/IBHLIN, XKCJICIHOAOPOXKHLY HNH BOAYINHHE TPAHCOOPT) B COOTBETCTBHH ¢ NMpaBHIAMH
TPAHCTIOPTHPOBKH, AeHCTBYIOIIAMM i ARHHOrO BUAa TpaHcnopra, IIpm TpaHCIOPTHPOBKE He
JOJXHBI HAPYILATHCA YCIOBHA XPAHEHRA,

4.2 YcnoBus XpaneHs MeTHIHACKOTO WO IRS

H3gennus HeoOXOAMMO XpaHWTR B CYXOM MECTE, 3AUMIICHHOM OT BO3ACHCTBHA MPAMBIX
COMHEUHBIX Nyuel, ICTOYHHKOB TeIUIa, BOTOPaHHd, YIETPahHONETOBOTO HITYYCHNHA, & TAKXKE 030HA,
npu TeMnepatype ot 0°C g0 25°C B 0OTHOCHTENbHOMH BIAXHOCTH Bo3gyxa oT 65% mo 85%.

4.3 YcnoBHS yTHAHIAUNHE MCAHIHECKONO A3ACTAS
T YTHnH3amMA HCMIONB3IOBAHHONO MEAMIMHCKOrO H3ZENMHK B PO BHNONHACTCK OpraHusanmei,
OCyIecTRAfIOmeN MEAULHHCKYIO ASATeNbHOCTH, KaK OTX0AN knacca B B coorpercreud ¢ CanlluH
2.1.3684-21 «Caunrapro-3maacMHONOrHYCCKHE TPeOOBAHHA K COACPXAHMK  TeppHTOpHH
TOPOACKHX H CENBCKHX MNOCENCHRH, K BOAHBIM OOBCKTAM, NUTHEBOH BOAE H MHTHEBOMY
BoAocHabxkeHHIo, aTMocQEepHOMY BO3AYXy, MOYBAM, JKHABIM NOMEINCHHAM, ISKCIUTYATAUMH
NPOHIBOACTBEHAEIX, OOMECTBEMHBIX NOMelleHHH, OPraHH3AUNE H NPOBCACHHIO CAHHTAPHO-
HPOTHBONHAEMHYECKHX (NPODHIAKTHYECKHX) MEPONpHATHH» M YTBEpARACHHOM HHCTpyKumef
Oprasu3auHH,

Heucnons3oBansbie MEANIMHCKHE NEPYATKH HAH MEPYATKH C HCTCKIMHM CPOKOM TOZHOCTH
HCOGXOMHMO YTHIH3WPOBATh KAK OTXOAM kiaacca A B coorsercreuH ¢ CanlluH 2.1.3684-2]
«CanHTapHO-3NMHAEMHOJIOTHYECKHE TpeOOBaRuA K COACPXKAaHUIO TCPPHTOPHI FOPOACKHX H CERLCKUX
nocesennii, K BOAHKNM OOBEKTaM, NHTHEBON BOAC M NHTHEBOMY BOAOCHAGXKEHHIO, aTMOCPEpPHOMY
BO3AYXY, NOYBaM, XHJIBM NOMEIUCHHAM, SKCIUTyaTallHH MPOHMIBOACTBCHHEIX, OOIMECTREHHBIX
NOMEIeHAH,  OpraHM3aUHK H MPOBEICHHIO CAHHTAPHO-TIPOTHROINHUACMUYCCKHX

(npodunaxTHUECKUX) MEPONPHATHH» H YTBEPRACHHEOH AHCTPYKINEH OpraHu3alvy,

5 MerToabi 09HCTKE H A¢3HHPECKURE MEAHRHHCKOIO H3ALAHS

CMOTPOBEIC MEPYATKH NPEACTABAMOT coboMi MeAnuHMHCKOe H3AENME OMHOPa3OBOro
ucnonsioBaius. [ToBTOpHOE HCIONB30BAHHE MEIHITHHCKOTO H3AEAHA ABASETCE IPYONIM HapyleHHEM

WOB NPpHMCHCHHA.
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6 TexnuuecKoe oNMUCAHNE METHIHBCKOTO H3ACABS
6.1 Onucanne MeAHUHACKOro H3ACARN

Dopma MeAHNHHCKONO H3AeHAN. MeJHIMACKHE CMOTPOBHE MEPYATKA HMMEKT NPAMLIC
OANLOH, OOAXONAT HA mobylo pyky (HeamaTommdeckHe). Mamkera nepHaTKH MOXeT OHTH
YAUIHHEHHOH WIH HMETh CTAHAAPTHYIO JumAY. Kpail MaR&keTH 3aKaTad B BEHYHK.

ToBepXHOCTE MEAHUMECKONO H3NCIHS.

1. OnyapeHHBIE ICPIATKA - HCHONb3YSTCA MOAHOHIHPOBAHHEIN KyKypy3HEIH KpaXMan;

2. HeomyapeHHble NepyaTKH — XJIOPHPOBAHHHIE - NEPYATKH ONHOKPATHO HNOABEPraloTcs
obpaboTke xa0pomM.

PakTypa BremnAeil NOBEPXHOCTH MEAHUHHCKOTO K3ZeNN. [lepuaTky MOTYT HMETh IIaAKYIO
HTIH TEKCTYPHPOBAHKYIO NIOBEPXHOCTD,
14 -

PaiMepbl MeIRUMHCKOro H3Aenns, B 3asacuMocTE OT pasmepa, B Tabmune 1 ykasamm
3HAYCHHUS INNPAHBE, JUIMHB X TOMHMUHE! MCAMIMACKOTO H3ACKAA.

Tabruya 1 — Pazmepsi MEOUYUHCKO20 U30CAUR:

Pasmep
HauMenoBanne NOKA3aATENR
XS S M - L XL

Inpuna W (prcyHOK 1), MM <80 80+10 95+10 110£10 2110
Jnena | (puacyHok 1), MM, He MeHee 220 230
Tonmpmna (B TOuKax, YKalaHHEIX Ha

pPHCYHKE 2), MM, HC MCHES
- TEKCTYPHPOBAHHAX 0’1 y ¢
OBEPXROCTh ’
Tomuuna BeHunKa, MM, He Gonee 2,50
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Pucynok 1 — TOYKH IS HIMEPEHHS WIHPHHEL A JUTAHB NEPIATKH

m

489

3325 j
13+£3

Pucynok 2 — TOYKH H3MEPEHNAA TONMUAHE] CTCHKH NEPYATKH
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6.2 Dn3uvecKne XAPAKTCPHCTHKH MEIHIHHECKOr0 HIACHN
6.2.1 DusuKo-MEXAHHYECKHE XAPAKTEPHCTHKHE MEAHIHHCKON0 HIREIHS
B tabmune 2 npeacraBneHb PHIHKO-MEXAHHYECKHNE MOKASATCNH MEAHUHHCKOTO HIACIHA.

Tabauya 2 — Inauenun Pusuxo-MexauuvecKux noxasamenesi nepuamox.

OINHCAHHE CI[EJ.IH@HKAIIH?I
1. HOT'O HHA;
- yCHIHE npE paspeise, H, He meree 7,0
- YIJIRHEHHE [IPH paspuiBe, %, HE MEHee 650
2. 1o Ha;
- ycRIge pH pa3spsise, H, He MeHee 6,0
- YANUHEHUE NPH pa3peise, %, He MEHEE 500

6.2.2 YpoBHH KOHTPOAA N IPHEMEMEIH YPOBEHD KAMCCTBE MEAHIHHCKOTO HIRE/INS

' B uensx KOHTPONS KAYECTRA MCAMIMHCKHE NEPYATKH OTOHpAIOT H NMPOBEPSAIOT B COOTBETCTBHR
co crangaprom ISO 2859-1.

i
. -5

" Ta6auya 3 - Ypoenu xonmpons u donycmumsiii yposens xavecmea (AQL).

XAPAKTEPUCTHKA YPOBEHL KOHTPOJIA AQL
PasMeph (LUHpHHA, LTHHA, TOMIUHA) S-2 4,0
TepMeTHYHOCTD G-1 2,5
Ycunue ¥ yYANUHEHHE B MOMEHT pa3phina (10 H S-2 h 4,0
NoC/Ie YCKOPEHHOIO CTapeHHs)

10
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7 Caencnng of ynaxosxe MeAHIBACKON0 HIACAHN

YnakoBka 00ecneyHBaeT 3aIETY OT BO3ACHCTBHA MEXAHHYECKHX H KIHMATHYECKHX (akropos
BO BPeMs TPRHCIIOPTHPOBKH H XPAHEHHA.

Tlorpeburennexasn ynakoska. [lepuaTkn ynakoBHBalOTC B KOPOOKH H3 IUIOTHOTO KapToHa.
IoTpeOuTentckas ynaxkopka oO0ecHeuHMBACT 3alMTY NEPYATOK OT BHEWIHETO MEXAHHYECKOro
DOBPEXACHUS.

TpaucnopTuag ynaxopka. [lepuaTkn B nOTpeOHTENLCKOH YNMAKOBKE YNAKOBHIBAIOTCK B
KopobkR u3 rodpupoBaHHoro xaprona. Kaprontiie KopoOKn AOCTATOTHO NPOYHLIC W o0cCneynBaloT
COXPaHHOCTH H3AeNHHE BO BpeMs TPAHCIIOPTHPOBKH H XPaHCHHA.

8 Ceenenns 0 KOMILIEKTHOCTH NOCTABKH MEARIHECKOTO H3ACINHA
Hepuamxu mozym nocmagasmvCs 8 CREOYIOugux KOMMIEKMAYUAX:

2000 nepuarok, To ecTs 1000 nap B noTpeGrTeNIBCKOR YHaKOBKE;
400 nepaatox, To ects 200 nap B noTpebuTeasckol ynakosxke;
200 aepuarok, To ects 100 nap 8 noTpeGuTenLCKOd YNakoske,;
100 nepuarok, To ecTh SO nap B noTpebuTENLCKOH YNAKOBKE;

50 nepuarox, To ecTh 25 nap B NOTpeOUTENLCKON YRAKOBKE;

40 nepuaToK, T0 ecTh 20 nap B NOTPeOHTEILCKOH YNIAKOBKE;

20 nepuarok, To ecTb 10 nap B NOTPeOATENBCKOI YIAKOBKE,;

10 nepuatok, TO ecTh 5 nap B noTpeGHTENLCKOMH ynakoske;

4 nepyaTKH, TO €CTh 2 Naphl B noTpebuTennckolt ynaxosxe.

ih.

P1ge¥

® & @& @& & ¢ & 9 o
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9 ITepeyens NpHMeHAEMEIX PORIBOANTEIEM (HITOTOBRTEICM) MEAHIHHCKOT0 HIICIHS

HANHOHANLHEIX CTAHAAPTOB

Tabauya 4 - Iepeyent npuMerIeMvix NPouIBOOUMEReM Cmandapmos:

ISO 14971:2007

ObGoanavuenne Haumenonauue
ISO 13485:2016 Hanenus Meaaumnckre. CHCTEME yIPAaBICHHA KAYECTBOM.
' TpeGoBaHHS K PEryIMPOBAHMIO.
MeauuuHCKHE HIREINA ~

NMPUMCHCHHC MCHCKMOHTA PHCKOB K MCAHIHHCKHM HIACTHAM.

ISO 2859-1

Craticruyeckne Meroanl [Ipoueayprl BHIGOPOMHOIO KOKTPONK No
ankTePHATHBHOMY NpusHaky. YacTs 1. [Inanu spiGopovsOro xoHTpOAs
NOC/CAOBATCALHEIX NapTHi HA OCHOBE NMPHEMAEMOr0 YPOBHA Ka9CCTBa.

ISO 15223-1:2012

Yerpoiicrsa MeaunmHckue. CHMBOJEL, HCNONB3YEMbIE HA SPIHKAX
MEAUUHMACKAX YCTPORCTS MPH MapKHPOBKE H B MPEOCTABASEMOM
HHbopMaurn. Yacts 1. O6umue Tpebonauns,

ASTM D 3578

CuenudHKaLMA Ha PEIUHOBLIE AHATHOCTHYECKHE NEPYATKH,

ISO 10993-11:2006

Onenka Guonornueckoro AeHCTRHA MEARIHECKYX H3AenHil.
Yacrs 1 1. Uccnenopanug ofmerokcadeckoro ACHCTBNS,

12
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10 Mob6ouHble gelicTBUSA
B03MOXHbI MPOABEHNS HA KOXKe a/lfIeprmyecKnx peakumnin Npu ncnonb3oBaHUN U3aenus.

11 O6CcT0ATEeNbCTBA, NPU KOTOPbIX NOTPEO6UTESb JO0/HKEH NMPOKOHCY/IbTUPOBATbLCA
C MEJULMHCKNUM pPaboTHMKOM

MaumeHTy pPEKOMEHAYeTCS  MPOKOHCY/IbTMPOBATLCS € MEAWLUMHCKUM  PaboTHUKOM  Mpu
BO3HMKHOBEHMM Ha KOXKe a/lfieprimyecknx peakLumii Npy Ucnonb3oBaHUN n3genus.

12 TapaHTUKM npons3BoAuTENSA

MpounssoguTens (M3roToBUTESb) rapaHTUPYET COXPaHHOCTb BCEX MapaMeTpoB M XapaKTepUCTUK
MEAULIMHCKOTO U34eNnA € y4eTOM MPUEMIEMOro YpPoBHA KadecTBa (AQL), a TakXke Ka4yecTBO
MeANLMHCKUMX NepyaToK B TeyeHMe BCEro cpoka rogHoctu (5 f1eT) ¢ fatbl U3roTOB/IEHUSA, NPU YCNOBUN
Le/IOCTHOCTU  YNaKoBKW, COGMIOAEHUS YCNOBUIA TPaHCMOPTUPOBKN, XPaHeHUs U aKcnjyaTaumm B
COOTBETCTBUWN C MHCTPYKLMNENR.

13 CBefeHns 06 ¥YNoNHOMOYEHHOM MpeacTaBUTeNe NPon3BoANTENS bl

Mo BceM Bonpocam, CBAi3aHHbIM C oOpalieHueM MeAWLMHCKOro u3genns Ha TeppuTopun PO,
HeobxoAMMO 06paLlaThca K YNONHOMOYEHHOMY NPeACTaBnTEN0 NPOU3BOANTENA:

O6uLecTBO C OFrpaHMYeHHOM 0TBETCTBEHHOCTbIO «MEAMKOCM» (OO0 «MEAVNKOCM»)

Poccus, 194292, r. CaHKT-MeTepbypr, nepeynok 5-in BepxHuid, gom 1, nuT. XK, nom. 207

Ten.;+7 (812) 309-80-86

Jyww.medicosm.ru n
ermail: medicosm@medicosm.ru

h,™**
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MepeBof, C aHIMIMIACKOI0 A3blKa Ha PYCCKMIA S3bIK BbINOHEH NepeBoAYnKOM OpaHCKoii
AHacTacrein KOpbeBHOM. MNoaTBepXaato, YTO BbIMO/IHEHHbLIA MHOW MepeBO AB/SETCA
NpaBWIbHbLIM, TOYHBIM Y NOJTHBIM.

Poccuiickas dPepepauns
CaHKT-IMeTepbypr

TpuHaguaroro fekabps 4ge TbicAYM ABafLaTh NEPBOro rofa.
A, KpacHVWKoB AHApeit AHATO/bEBUY, BPEMEHHO WCMO/THAIOLLMIA 06

HOTapuyca HoTapuanbHoro okpyra CaHkT-INeTepbypr [A3eHc Hatanbn AH
CBUAETENbCTBYIO  MOA/MHHOCTL  MOAMUCKU  nepeBofyMKa  OpaHCKoW

HOpbeBHbI.

Mognuck caenaHa B MOeM MPUCYTCTBUN.
JInyHOCTb NognmMcaBLLEro JOKYMEHT YCTaHOB/IEHA.

to B peectpe: Ns 78/80-n/78-2021-

ylnaveHo 3a c6BeBLUbIe HoTapuanbHoro AelicTems: 500 py6. ONTM.

A.A. KpacHnkos

TOro B HaCTOSILLIEM JOKYMEHTE:
23 (oBaguatb TpW) nmMcTa

Bp.n.o. HoTapuyca A.A. KpacHukoB
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Poccuitckas Pepepauyms
CaHKT-lNeTepbypr
LecTHaguaToro gekabps ABe TbicAYM ABajUaTb MepBOro ropa

A, A3eHc Hatanbs AHaTONbeBHAa, HOTAapuyCc HoTapuasnibHOro okpyra CaHkT-IeTepbypr,
CBUETENbCTBYHO BEPHOCTb KOMWWU C MPeACcTaB/ieHHOro MHe JOKYMEHTa.

3apeructpmpoBaHo B peectpe: Ne 78/80-H/78-202M4-2054.

YnnayeHo 3a COBepLUeHMe HoTapuanbHoro geiictema: 1450 py6. 00 kon.

H.A.[3eHC

NToro B Hacrtodauwem
AOKYMeHTe _"Mnl|cTo«
HoTapwuyc,

.
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