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bluesail+ Blue Sail Medical Co., Ltd.

Tel: 0086-533-7480107 Pax: 0086-533-7486199 Zip Code: 255414,
http://www .bluesall.cn emailisales"bluesall.cn

INSTRUCTION FOR USE FOR MEDICAL DEVICE:

Medical diagnostic (examination) disposable non-sterile gloves “A.D.M.”
vinyl smooth powder free with inner polyurethane coating

APPROVED BY:
Sales Manager Blue Sail Co., Ltd. Mr. Bin Li/

Initial issue ofoperational documentation (instructionfor usefor medical device.
«Medical diagnostic (examination) disposable non-sterile gloves "A.D.M. ”
vinyl smooth powderfree with inner polyurethane coating»): 10/07/2020.
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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.” vinyl smooth
powder free with inner polyurethane coating, in hardware versions: (beaded cuff), color: clear,
white, black, pale-yellow, blue, size: XS, S, M, L, XL.

1.2 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: Blue Sail Medical Co., Ltd. (No.21 Qingtian
Road, Qilu Chemical Industrial Area, 255414, Zibo, Shandong Province, P.R. China).

Address of the medical device manufacture (production): Blue Sail Medical Co., Ltd. (No.21
Qingtian Road, Qilu Chemical Industrial Area, 255414 Zibo, Shandong Province, PEOPLE'S
REPUBLIC OF CHINA)..

1.3 Purpose of the medical device

The gloves are intended for single use as protective barrier in the process of wearing on
healthcare professional’s hands during examination/treatment of patient.

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 of patient and healthcare
professional from cross-contamination.

1.5 Intended users of the medical device

Medical personnel, who carry out medical researches, diagnostic, therapeutic, dental and
treatment 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.

1.6 Application (operating) conditions of the medical device

Medical examination disposable gloves are used in medical or healthcare facilities indoors in a
dry place, away from direct sunlight, at temperature from 10°C to 30°C and relative humidity up to
80% in accordance with the instruction for use on medical device.

Gloves for external use only (the device is non-invasive).
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1.7 Operating principle of the medical device

The basis of examination disposable vinyl gloves limits the movement of infectious substances,
improves the efficiency of antibacterial protection in the healthcare facility, protecting the healthcare
professional against possible infection during examination/treatment of the patient and also contributes
to the reliable capture of medical instruments and increases the safety of the work.

1.8 Indications for use of the medical device

The indications for use of the medical device are the necessity to carry out medical researches,
diagnostic, therapeutic, dental and treatment procedures, sanitation and laboratory researches, as well
as handling contaminated medical materials/devices/surfaces.

1.9 Contradictions for use of the medical device

The contradiction of the medical device is the patient’s or healthcare professional’s allergic
reaction to residual process chemicals in the medical device.

1.10 Shelf life of the medical device

The established shelf life of examination disposable non-sterile vinyl gloves is 3 years.
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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 movement or squeeze the hands. Do not use in case of size mismatch;

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

cufo;

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
O 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 device contains plasticizers (DINP, DOTP), which can be unsafe for user;

Gloves contain residual process chemicals that may cause an allergic reaction;

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.

How to put the gloves on: Take a glove from the box. It is recommended to touch the bounded
surface of the glove corresponding to the wrist (upper edge of the cuff). Pull on the first glove. Take
the second glove with your bare hand, touching the bounded surface of the glove corresponding to the
wrist. To avoid touching the skin of the forearm with a gloved hand, rotate the outer surface of the
glove to be put on with folded fingers in the glove so that you could pull the glove over the other hand.
Having put the gloves on, it is required to touch only those objects provided for by the indications for
use and conditions of the use of the gloves. To avoid contamination, it is required to change gloves
before proceeding with the new procedure.

The used gloves should be put off carefully, avoiding splashing from the glove’s surfaces where
microbial contamination of hands and environment is possible.

How to take the gloves off: To take a glove off, it is required to pick it up at the level of the wrist
without touching the skin of the forearm and pull it off your hand, turning it inside out. Holding the
removed glove with the gloved hand, it is necessary to place the fingers of your bare hand between the
glove and wrist. Remove the second glove by rolling it down the hand and put into the first glove. Put
the gloves in the container designated 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 10°C to 30°C and relative humidity of air -
up to 80%.

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.

5 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.
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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 has a standard length. Rolled cuff.

Surface of the medical device. Gloves have a powder free surface - with inner polyurethane

coating.

Texture of the outer surface of the medical device. Gloves have a smooth surface.

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

medical device.

Table 1- Sizes ofthe medical device:

Value name
XS S
Width W (figure 1), mm <80 80+10
Length 1(figure 1), mm, min 220

Thickness (in points, shown on
figure 2), mm, min

Thickness of rolled cuff, mm, max
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Size
M L
95+10 10ilO
230
0.08
2.50

XL

>110



Figure 1- Points for width and length measurement of the glove

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 ofphysical and mechanical parameters o fthe gloves:

Description Specification
Before/ after accelerated aeine:

- elongation at break, %, min 350

- force at break, N, min 7.0

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. Inspection levels and acceptable quality level (AQL) of the gloves are

represented in table 3.

Table 3 - Inspection levels and acceptable quality level (AQL):

Performance Inspection Acceptable quality level

level (AQL)
Physical dimension (width, length, thickness) S-2 4.0
Hermeticity G-1 2.5
Force and elongation at break S-2 4.0

10
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7 Adverse reactions
Manifestation of dermal hypersensitivity reactions, when using the device is possible,
8 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.

9 Manufacturer”™ 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 from the date of manufacture (3 years), upon

the condition of package integrity, observance of transportation, storage and operation conditions
in accordance with the instruction.

10 Data on Authorized representative of the manufacturer

Please contact the Authorized representative of the manufacturerfor any and all purposes,
related to circulation ofthe medical device on the territory ofthe 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.eom

11 Scope of delivery of the medical device

Gloves can be delivered in thefollowing scopes ofsupply:

* Dbulk 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;
e 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;

» 30 gloves, i.e. 15 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;

o 2 gloves, i.e. 1pair in consumer package.

11
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52 List of national standards, applied by manufacturer (producer) of the medical device

Table 4 - List ofstandards, applied by manufacturer:

Designation Name

1SO 13485:2016 Medical dgevices. Quality management systems.
Requirements for regulatory purposes.

Medical devices ~

IS0 149712007 Application of risk management to medical devices.

Statistical methods. Sampling procedures for inspection by attributes.
ISO 2859-1 Part 1 Sampling schemes indexed by acceptance quality limit for lot-by-lot
inspection.
1SO 15223-1:2012 Medical deyices. Symbols to be us_ed with medical device !abels, labelling,
and information to be supplied. Part 1 General requirements.

1 Biological evaluation of medical devices.
IS0 10993-1:2003 Part 1. Evaluation and testing.

Biological evaluation of medical devices. v

IS0 10993-10:2002 Part 10: Tests for irritation and delayed-type hypersensitivity.

Biological evaluation of medical devices.

ISO 10993-11:2006 Part 11: Tests for systemic toxicity. Nolgi

Single-use examination gloves.

15O 11193-2:2006 Part 2: Specification for gloves made from poly (vinyl chlorideMAn

12
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MepeBos, C aHIMIACKOTO 1 KU TaliCKOro S13bIKOB Ha PYCCKUIA A3bIK

CepTuukart

Kutaiicknii KOMUTET COAENCTBUSA PasBUTUIO MeXAYHapPOAHON TOProsn

KuTalicKnuin KOMUTET COAENCTBUSA PasBUTUIO MEXAYHAPOAHON TOProBAn SB/MSETCS
KuTtainckon mexxayHapo4HOW TOProBon nanaTou
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Kntancknini KOMUTET COAENCTBUA PasBUTUIO Me>KAYHapO4HOW TOProBau
KuTalickaa mexgyHapofHasa Toprosas nanata

00126741

CepTunukar

/QR Kog/
Ne21370082/003244

HACTOALLMM NMOATBEPXIOAETCSH, UTO nevatb komnaHun «BJIKO CIT MEAVKAJ]
KO., NTA.» (BLUE SAIL MEDICAL CO., LTD.) Ha npunoxeHHom AOKYMEHTE sBnsetcs
NOA/IMHHOMN.

/HaknagHas nevatb: CepTudmkauma™
KnTainCKnin KOMUTET COfeNCTBUSA
Pa3BUTUIO MEXAYHAPOAHOW Toprosav/

/Mevatb: CepTurkaums * KUtainckuii KOMMTET COLENCTBMA
PasBUTUIO MEXAYHapoLHOW TOProsun/ - 2 L.

KnTanckmin KOMUTET COAEncTBmMSA
pPasBUTUIO MEXAYHapO4HOW TOProBau

Mognuck ynosHOMOYEHHOTO nua:

/Moanuce/
Baii LLlaHbInaHb (Wei Shanshan)

[Hata: 04 aBrycta 2021 .

Be6-caifT /1 npoBepku AaHHOro cepmmdumkara: hitp:/mwwy.rzeepit.com/validate.html
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[Norotvn; Brito Cainn Meawkan Ko., /ra. (Blue Sail Medical Co., Ltd.)
6110 CINN+/ Ten.: 0086-533-7480107 dakc: 0086-533-7486199 MouToBbIN MHAEKC: 255414,
httD:/mww.bluesail.cn  e-mail: sales@bluesail.cn

MHCTPYKLUWA NO NMPUMEHEHUNIO
MEONUNHCKOIO N3OE/TNA:
MepyaTKN MeAMLMHCKNE AMarHoCTMYecKme (CMOTPOBbIE) 0HOPA30Bble
HecTepu/bHble «A.O.M.» BUHWMNOBbIE FNaKne HeonyApeHHble
C BHYTPEHHVM MO/IMYPETAHOBLIM MOKPbITUEM

YTBEPXAEHO:
MeHe/pKep Mo npogakam KOMMaHum
«BJTKO CANT Megukan Ko., JItg.» /Moanuce/  -H BuHb JIn (Mr. Bin Li)

/Mevatb: B/ CINT MEOUVKAN KO., NITA. * /Hepa36opumso/ - 2 LWiT.

MepBoHaYa/bHbIN BbIMYCK 3KCMIyaTaUMOHHOR AOKYMEeHTauun (MIHCTPYKLMAV MO NPUMEHEHNIO
MeANLUMHCKOTO n3fenms «lMepyaTku MeALUHCKMe AnarHocTuYeckne (CMOTPOBbIE) OAHOPA30Bble
HecTepuibHble «A.O.M.» BUHU/IOBbIE TNALKNE HEOMYAPEHHbIE C BHY TPEHHUM MOANypeTaHOBbIM
NOKpbITUEM»): 10/07/2020 .
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1 CBegeHMa 0 MEAULIMHCKOM M3enuun
1.1 HanmeHoBaHe MegULINHCKOIo n3aenns

MepyaTkKM MeAULMHCKME AMArHOCTUYeCKne (CMOTPOBbLIE) OAHOPA30BblE HECTEPUIIbHbIE
«A.D.M.» BUHUNOBbIE FNaikne HEONYAPEHHbIE C BHYTPEHHMM MOMNYPETAHOBLIM MOKPbITUEM,
B BapuaHTax UCMOMHEHMS: MaHXXeTa C Ba/IMKOM, LIBET: MPO3pPayHblii, GeNbli, YePHbIA, GNeAHO-XKENTLIN,
rony6ou, pasmep: XS, S, M, L, XL.

1.2 MpousBoanTenb (M3roToBMTENb) MEANLIMHCKOIO U34eNns

MpounssoauTeNb (M3roTOBUTENb) MeAMLMHCKOro ngenus: «bnto Cainn Megumkan Ko., JItg.»
(Blue Sail Medical Co., Ltd.) Ne 21 LinHrtnan Poag, Kuny Kemukan VHgycTpuanbHas 30Ha, 255414,
3n6o, nposuHuMs LaHbayH, M.P. Kutain (No.21 Qingtian Road, Qilu Chemical Industrial Area,
255414, Zibo, Shandong Province, P.R. China).

Ajpec npon3BoacTBa (M3roToBNeHUs) MmeauumHcKoro usgevivs: «bno Cain Meaukan Ko.,
Nta» (Blue Sail Medical Co., Ltd.) Ne 21 LnHrtvaH Poag, Kuny Kemukan VHaycTpuanbHas 30Ha,
255414 3160, nposuHLs LLlaHbayH, KU TANCKAA HAPOAHASA PECMYE/IMKA (No.21 Qingtian
Road, Qilu Chemical Industrial Area, 255414 Zibo, Shandong Province, PEOPLE'S REPUBLIC OF
CHINA).

1.3 Ha3HayeHMe MeAULNHCKOro nsgenus

MepyaTKn npefHasHa4yeHbl 419 O4HOPA30BOro MCMNO/b30BaHNA B KayecTBe 3aLMTHOrO 6apbepa
Mpn HOLWIEHUN Ha PyKaX MeAULIMHCKOIO p8.60THVIKa BO BpPeEMA OCMOTpa/J'Iel-IeHI/IFI nauneHTa.

1.4 O6nactb NPUMEHEHMA MeANLMHCKOro n3aenus

MepuyaTKn WCMONb3YHOTCA MPK NPOBEAEHUM MEAULMHCKMX WCCNefoBaHuiA, AMarHOCTUYECKMX,
TepaneBTUYECKNX, CTOMATOMOrMUYECKUX 1 NeyebHbIX NpoLedyp, CaHWTapHbIX MeponpusaTUin 1
nabopaTtopHbiX paboT, a Takke paboT C  3apakeHHbIMW/3arps3HEHHbIMW  MeAULIMHCKUMU
MaTepuanamu/vaaenmsmm/noBepxXHOCTAMI, 06ecneunBasi TUrMeHy pyK, a Takke 3aluTy nauyeHTa
MEAMLIMHCKOr0 PaGOTHUKA OT B3aMHOTO 3apPaXKEHVS.

1.5 MpeaycMOTPeHHble NONb30BaTENN MEANLMHCKOIO N3Aenms

MeauLMHCKWIA NepcoHan, KOTOpPbIA NPOBOAUT MeAMLMHCKME MCCNEA0BaHUS, ANArHOCTUYECKME,
TepaneBTMYeCKMe, CTOMATONOrMYECKUe U neyebHble NPOLeaypbl, CaHWTapHble MeponpuATUs W
nabopaTopHble paboThl, a TakkKe pPaboTbl C 3aPaKEHHbLIMW/3ArPA3HEHHBLIMW  MEAVULIMHCKUMU
MaTepuanaMmu/msaenmsammu/noBepXHOCTAMU 1 Apyrue feiAcTeums, Tpedytowme cobntoaeHns TpeboBaHNiA
Mo 3alMTe NauyeHTa/MeanLMHCKOro paboTHMKA OT B3aMHOTO 3apaXKeHus.

1.6 Ycnous npuMeHeHus (3Kcnayataummn) MeAULMHCKOTO U3Aenns

MeaMUMHCKMEe CMOTPOBbIE OAHOPA30Bble MepPYaTKU MPUMEHSAKOTCS B /IeYeOHbIX WK nevebHo-
NMPOUNAKTUYECKMX MELULMHCKUX YUPEXAEHUAX B 3aKPbITOM MOMELLEHUM B CyXOM MECTe, BAa/M OT
NPAMbIX COMHEYHbIX Nyyeid, npu Temnepatype oT 10°C go 30°C M OTHOCMTENbHON BNaXKHOCTU [0
80%, B COOTBETCTBUM C MHCTPYKLMEN HA MEANLIMHCKOE U3aenue.

MepyaTKy TOMBKO [/19 HAPYXXHOTO NPUMEHEHWS (M34enne He MHBa3UBHOR).
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1.7 MpuHLMN JeACTBUA MEANLUHCKOIO U3aeNns

OcHoBa CMOTPOBbIX OAHOPA30BbIX BWHWIOBLIX MEPYATOK OrpaHUYMBaEeT MepeMeLleHue
VH(EKLMOHHbLIX BELLECTB, NOBbILLAET IPPEKTUBHOCTb aHTUBAKTEPUA/IbHON 3alUThl B MEAVULMHCKOM
yUpeXxaeHuu, 3awpmias MemUmMHCKOro paboTHMKa OT BOSMOXKHOMO 3apadkKeHusi Npu 0CMOTpe/NieveHnn
MaumeHTa, a TakKe CMOCOOGCTBYET HafeXHOMY 3axBaTy MEAULMHCKUX WHCTPYMEHTOB W MOBbMMaeT
6e30MacHOCTb paboTbl.

1.8 loka3aHusa K NPUMEHEHWNIO MEeLULIMHCKOIO U3aeNns

MoKasaHMAMN K NMPUMEHEHWNIO MEAULMHCKOIO M3AeNns ABMSETCA He06XO0AMMOCTbL MPOBeLEeHWS
MeAVLUMHCKMX UCCNeA0BaHWi, AnarHoCTUYECKMX, TepaneBTUUYECKMX, CTOMATOIOMMYECKUX U NeYebHbIX
npoueayp, CaHUTapHbIX  MeponpusaTUiA M nabopaTopHbIX  paboT, a Takke paboT C
3apaXKeHHbIMWU/3arpA3HEHHbIMY MeAULUHCKUMU MaTepuanamu/vsgeimammn/noBepxHoCTAMMU.

1.9 TMpoTmBOMNOKa3aHUA K MPUMEHEHNIO MeAULIMHCKOTO U3fennsa

MpoTuBONOKazaHNEM MEAVMLUMHCKOrO U3fenus  SABASETCA  Haavuve Yy nauueHta  wim
MeAVLUMHCKOro paboTHMKA anfiepruyeckor peakumMm Ha OCTaTKM TEXHOMOMMYECKUX XUMUYECKUX
BELLIECTB B MEAULIMHCKOM U3LENNN.

1.10 CpoOK rogHocT¥ MeULNHCKOro n3genus

YCTaHOB/MEHHbIA CPOK TOAHOCTM CMOTPOBbIX OAHOPA30BbIX HECTEPU/bHBIX BMHW/OBbIX
MepyaToK cocTaB/seT 3 rofa.
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2 MpeaynpexaeHns U Mepbl NPeaoCTOPOXKHOCTU

W3gnenve npegHasHayeHo 419 04HOPa30BOro NpUMeHeHUs;

TONbKO AN19 MHAMBUAYaNbHOTO NPUMEHEHNS;

HeobxoaumMo 0653aTeNlbHO KaXAbli pa3 MPOBOAWTb TUIMEHWMYECKYHO 06paboTKy pyK nepeq
HaZeBaHWEM WM CMEHOI NepyaTok, a TakxKe Moc/e CHATUA NepyaTok;

Heobxoaumo noabupaTb nepyaTky HY>XXHOTO pasMepa — OHW A0/DKHbI NIerko HafeBaTbCA U He
[OO/MKHbI  3aTPYAHATL  OBWXKEHWA WAW  CAaBiMBaTb KUCTUM  pyK. He npuMeHaTb npu
HeCOOTBETCTBMUN pa3mMepa;

MPMKOCHOBEHMSI PEKOMEHOBaHbl K MOBEPXHOCTU MepyaTKyM, COOTBETCTBYHOLLEN 3ansiCTbio
(BEpXHUIA Kpail MaHXeTbl);

HeobxoamMmo 3aMeHWUTb MepyaTku Mocre O6HapyXXeHus [feekTa, NPOKONa, MNOBPEXAeHMS,
3arpsA3HeHns, Npy nonagaHnm nog nepyarTky XXUAKOCTH, a TakKe Npu NosBNEHUM NIMNKOCTY;
Ecnn noBpegmnack ofHa nepyarka, He0b6XoAMMO 3aMeHUTb 00e;

B 3aBUCMMOCTI OT XapaKTepa BbINOMHAEMON MaHUMYyNAUMK, AN NOALEPKAHWUSA OMTUMaNbHOrO
YPOBHSA 3aLLMTbl, MepUaTKN PEKOMeHAYETCA MeHATL Yepes Kaxable 60-120 MUHYT;

He mouunTb 1 Gepeydb OT Bnarw;

Heobxoanmo HagesaTb NepyaTku TO/IbKO Ha CyXue pyKu;

N36eraTb BO3AEACTBUA NPSMbIX COMTHEYHbIX NyYei;

N3penve cogepxut nnactugmkaropbl (AVNH®, JOT®), koTopble MOryT 6bITb Hebe30MacHbI
A/19 NONb30BaTeNd;

MepyaTkn copepXxaT OCTaTKM TEXHONIOTMYECKMX XMMUYECKUX BELLEeCTB, CrMOCOOHble BbI3BaTb
a/INEPrnyecKyto peakLmio;

MepuaTkn He rapaHTUpytoT 100% 3awmTbl PyK OT MPOKOSIOB, MOPE30B W MOBPEXAEHUN,
BbI3BaHHbIX BO3/ENCTBMEM XMMNYECKMX BELLECTB.

Mpn BO3HMKHOBEHWN Ha KOXe aNepruyeckMx peakuuin nNpu  UCMob30BaHUM  U3AeNs,
PEKOMEH/YEeTCA NPOKOHCYNbTUPOBATLCH C MEAULIMHCKUM PabOTHUKOM.
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3 VIHCTpYKLMS N0 NPUMEHEHWIO MeANLMHCKOTO U3enns

Mepen MCNOMb30BaHMEM NepyaToK He06X0AMMO NpPeABapUTeNlbHO MPOBECTU TUMMEHWUYECKYHO
06paboTKy pyK (06paboTaTb PYKM KOXHbIM AHTUCENTUKOM WM BbMMbITb MX MbIIOM W BOAON).
MepyaTKy HaZeBatoT TOMbKO Ha CyXue pyKu.

Kak HageBaTb nepuaTku: M3Bneub nepuatky 13 KOPOOGKM. PeKOMeHAYeTCs KacaTbCsi OrpaHuyeHHOM
MOBEPXHOCTM MepyaTKi, COOTBETCTBYHOLLEW 3ansaCTbio (BEPXHUIA Kpaili MaHXeTbl). HaTsHyTb nepsyto
nepuatky. /3Bnedb BTOPYH MepyaTKy Fo/ioi PYKOi, Kacasick OrpaHUYeHHON NOBEPXHOCTY MepUaTKy,
COOTBETCTBYIOLLE/ 3anscTbio. BO M3GexaHWe KacaHWsi KOXW Mpefnsedybs PyKoik B MepuaTke,
MOBEPHYTb HapPY>KHYIO MOBEPXHOCTb NepUaTky, KOTOPYH MPeACTOUT HafeTb, COXEHHLIMW Ma/bLaMy
PYKU B MepuyaTke TakMM 06pasoM, UTo6bl CAenaTb BO3MOXHbLIM HaTsrMBaHve MepuaTkyi Ha BTOPYHO
PYKy. HafeB nepuaTtku, CrnefyeT MpUKacaTbCsi WCK/IOUWTENBHO K mpeaMeTam, MpeayCMOTPEHHbIM
MOKa3aHVAMI K MPUMEHEHUIO 1 YCMOBUSIMIA UCTIONb30BaHMS NMEpuaTok. Bo 13GexaHue 3apakeHus,
rnepes TeM Kak NPUCTYMNWTb K HOBOI NPOLEAYpe, CNeAyeT CMEHWUTb MEPUATKU.

CHMMaTb MCMO/b30BaHHbIE MepYaTKy CNefyeT OCTOPOXHO, 13beras pa3dpbi3rBaHus ¢ NOBEPXHOCTEN
repyaTKu, NP KOTOPOM BO3MOXHO MUKPOBHOE 3arpsi3HeHVe PyK N OKPYXKatoLLel cpefpi.

Kak cHMMaTb mepyaTku: UToObl CHATb NepuaTtky, CiedyeT NoALenuTh ee Ha YPOBHE 3amscThbsl, He
Kacasicb KOXW Mpefarsieubs, U CTSHYTb C PYKMW, BbIBOPAuMBas €€ Hau3HaHKy. Y[epXXuBasi CHSTYHO
MepuaTKy pyKOin B nepyaTke, creayeT MOMECTUTb Masblibl TOMOV PYyKM MeXAy nepyaTkon u
3anscTbeM. CHSATb BTOPYIO NepuaTKy, ckaTas ee Mo pyke, U BNOXWTbL B NePBYI0 nepyaTky. Momectute
rnepyaTky B NpeaHasHauYeHHYH0 /11 HUX eMKOCTb. 3aTeM MpPoBeANTe FMIMeHNYECcKYo 06paboTKy pykK.
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4 YCcnoBusi TPAHCMOPTMPOBKU, XPaHEHVS! U YTUAN3ALMA MEAVULIMHCKOIO U3aenns
4J1 YcnoBust TPAHCNOPTUPOBKM MeAULIMHCKOTO M3aeNmnst

TpaHCNopTVPOBKA M3AENNS MOXET OCYLUECTBSATLCS BCEMM BugamMy TpaHcropTa (MOPCKOA,
aBTOMOGW/bHBIN, YKENe3HOA0POXKHBIA WM BO3AYLUHbIA TPaHCMOPT) B COOTBETCTBMM C MpaBU/iaMm
TPaHCMOPTVPOBKM, [AEACTBYIOWWMMM ANS AaHHOrO BWAa TpaHcnopTa. Mpy TPaHCMOPTMPOBKE He
[0/MKHbI HAPYLLIATLCS YCNIOBUS XPaHEHUS.

4.2 YcnoBua XpaHeHUA MeLULMHCKOI0 13fenms

N3penus HeobXoaMMO XpaHUTb B CyXOM MecCTe, 3alULIEHHOM OT BO3AENCTBUA MPSMbIX
COMHEYHbIX /TyYeil, ICTOYHMKOB Tenna, BO3ropaHus, YnbTPatMoneToBOro U3Ny4YeHns, a TakxKe 030Ha,
npu Temnepatype oT 10RC a0 30RC 1 0THOCUTENbHOW BNaXKHOCTW BO3ayXa Ao 80%.

4.3 YCcnoBusi yTUNM3auumn MeuLMHCKOro N3aens

YTunusauusa MeavmumMHCKOro msgenns B PP BbINOMHAETCA OpraHu3aumen, OCyLLeCTBASIOLLEN
MeAVLMHCKYI0 [eATeNbHOCTb, KakK oTxoAbl kKnacca b B coortBetcTBuM ¢ CaHluH 2.1.3684-21
«CaHNTapHO-3NNAEMMONOrNYeCK/e TPe60BaHUA K COAEPXXaHWIO TEPPUTOPUIA TOPOACKUX U CeNbCKUX
noceneHnii, K BOAHbIM 00beKTaM, MUTLEBOW BOAE W MUTLEBOMY BOLOCHAOXEHWMIO, aTMOCHEPHOMY
BO34yXy, MOYBaM, >KWIbIM TMOMELLEHMAM, 3KCryaTaumn MpPOU3BOACTBEHHBIX, O6LLECTBEHHbIX
MOMeLLEHNIA, opraHu3saLmm n npoBeAeHNo CaHUTAPHO-NPOTMBOANNAEMUNYECKUX
(NporNaKTUYECKNX) MEPONPUATUIA» 1 YTBEPXKAEHHON MHCTPYKLMEN OpraHM3aumu.

5 MeToapbl 1 CPeAcTBa O4UCTKM, Ae3VHDEKLMN MeAULMHCKOrO NU3aens

CMOTpOBble  MepyaTKn  MNPeACTaBNsOT  COGOM  MeAMLMHCKOe  M3fenve  OHOPA30BOro
CMo/b30BaHUs. MOBTOPHOE NCMOMb30BaHNE MEANLIMHCKOIO M3Aenus SABASeTCs rpy6biM HapyLLeHNeM
METO/10B MPUMEHEHUSI.
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6 TexHMn4YecKoe onvcaHne MeMUUHCKOro n3aenns
6.1 OnucaHne MeNUMHCKOro u3genusa

dopmMa MeaULMHCKOro u3denus. MeauUyHCKME CMOTPOBble MEepYaTKM MMEHT npsiMble
nasbLbl, NOAXOAAT Ha No6Y0 PyKy (HeaHaToMuueckue). MaHXXeTa NnepyaTKn CTaHAAPTHON AMMHbI.
Kpali MaHXXeTbl 3aKaTaH B BEHUVIK.

MoBEPXHOCTb MEAULIMHCKOro n3aenusi. MepyaTku UMET HEONyAPeHHYH MOBEPXHOCTb - C
BHYTPEHHUM MO/INYPETAHOBbLIM MOKPbLITUEM.

daKTypa BHELUHEA MOBEPXHOCTM MEAULMHCKOro wn3genus. [llepuyaTku MMEKT TNafKyHo
MOBEPXHOCTb.

Pa3mepbl. B 3aBMCMMOCTM OT pasMepa, B Tabnmue 1 yKasaHbl 3HAYEHUS LUMPUHBI, A7IMHbI 1
TOMLLWHbI MEAULIMHCKOTO M3aenus.

Tabmua 1- Pa3vepbl MeAULMHCKOTO U3Lenns:

Pasmep
HanmeHoBaHMe nokasaTens
XS S M L XL
LLinpnHa W (pUCyHOK 1), MM <80 80+10 95+10 110410 >110
I
OnnHal (pucyHok 1), MM, 290 230
He MeHee

TonwpmHa (B ToUKax, yKasaHHbIX 0.08

Ha PUCYHKe 2), MM, He MeHee ’
TonuimMHa BEHUMKa, MM, He 6onee 2,50
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PUCyHOK 1~ ToYKWN Ans U3MepeHUs LUNPUHBI U A/IMHBI NepYaTKn

PUCYHOK 2 - TOUKM M3MEPEHVS TOMLLMHBI CTEHKU NepyaTKu
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6.2 PU3MYeCKMe XapaKTePUCTUKU MeANLMHCKOIo N3aenns
6.2.1 PU3NKO-MeXaHNYECKME XapaKTEPUCTUKN MeANLMHCKOI0 U3aenmsa
B Tabnumue 2 npeacTaBneHbl (U3NKO-MeXaHUYeCKNe nokasaTenm MegULMHCKOro U3feus.

Tabnmua 2 - 3HaueHUst (hU3MKO-MexaHUYeCKMxX nokKasaTenein nepuaTokK:

OnuncaHue Cneyngukaumns
Jlo/nocne yCKOpeHHOro CTapeHus:
- YANHeHVe npu paspbiee, %, He MeHee 350

- ycunue npu paspbise, H, He MeHee 7,0
6.2.2 YPOBHUN KOHTPOASA 1 NPUEMIEMbII YPOBEHb KavyecTBa MeAULMHCKOro M3aenus
B uensax KOHTpoNs KayecTsa, MeAUUMHCKME MepyaTKyM OTOMParOT M NPoBEPSOT B COOTBETCTBUM
co ctaHgapTom ISO 2859-1. YpoBHM KOHTPONS U AONYCTUMbIA ypoBeHb KadecTBa (AQL) nepuyaTok

npuBefieHbI B Tabnuue 3.

Tabnmua 3 - YPOBHW KOHTPONS 1 JONYCTUMbIAYpoBeHb KavecTsa (AQL):

Yoosene Aoy e
du3nyeckune pasmeps! (LUMPUHA, ANVHA, TONLLMHA) S-2 4,0
"epMeTUYHOCTb G-1 2,5
Ycunve v yaiMHeHne B MOMEHT paspbisa S-2 4,0
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7 T1o604YHbIe 3hheKTbI
BO3MOXHbI NPOSBIEHNS HA KOXKE anfieprmyecknx peakumin mpy Ncnoib3oBaHUA M3aenms.

8 0O6cToATeNLCTBA, MPU KOTOPbIX NOTPEOUTENb A0/HKEH MPOKOHCYIbTUPOBATLCA C
MeAVNLMHCKMM paboTHUKOM

MaunyeHTy pPeKoMeHAyeTCsl MPOKOHCYNMbTUPOBATbCS C  MEAWULMHCKAM  PabOTHUKOM  Mpu
BO3HVKHOBEHMM Ha KOXE anneprmyeckmnx peakLuii npu ncnonb3oBaHUM U3genms.

9 [apaHTUKM NPOM3BOAUTENS

Mpon3soauTenb (M3roTOBUTENb) FapaHTVPYeT COXPaHHOCTb BCEX MapamMeTpoB W XapaKTepUCTMK
MEAULMHCKOIrO M3[enns C YYyeToM MpPUEMIEMOr0 YpoBHs KauecTBa (AQL), a TakkKe KauyecTso
MEAULMHCKUX MepyaToK B TeUYeHMe BCEro Cpoka FoAHOCTU (3 roga) C AaThl WM3TOTOBMEHUS, Mpu
YCMOBUM  LIENIOCTHOCTM  YMaKOBKW, COG/IOAEHWS1  YCNIOBUIA  TPAHCTMOPTUPOBKM,  XPaHeHUs 1
3KCN/yaTalyun B COOTBETCTBUM C UHCTPYKLMENA.

10 CsefeHusi 06 yro/THOMOYEHHOM MPeACTaBUTESNE NPOV3BOAUTENS

Mo BCcem BOMpocaMm, CBSi3aHHbIM C 06palleHeM MeaNLMHCKOrO U3Aenust Ha TeppuTopun Pd,
Heo6xoAMMOo 06paLaThCst KYNONHOMOYEHHOMY NPeACTaBUTeNt0 NPOU3BOANTENS:

O6LLeCTBO € OrpaHNYeHHOM 0TBETCTBEHHOCTbLIO «[KK-3/1» (OO0 «[pKn-3J1»)

Poccus, 194044, r. CaHkT-INeTepbypr, yn. MeHgeneesckas, gom 9, nutepa B, nom. 10-H, komu. 7
Ten.:+7 (812)309-92-66

e-mail: GL3099266@gmail.com

11 KOoMMNeKTHOCTb NOCTaBKU MEAULIMHCKOIO 1U3fenms
lMepyaTKM MOTYT NOCTAaBNATLCA B CNEAYHOLLMX KOMMEKTauuax:

ynakoBbIBaHMe HaBasioMm - 2000 nepuyatok, 1000 nap B NOTPeOUTENbCKOW YNaKOBKE;
400 nepyaTok, To ecTb 200 Nap B NOTPEOUTENLCKON YNaKOBKE;
200 nepuaTok, To ecTb 100 nap B NOTPeOUTENLCKOIN YNAKOBKE;
100 nepyaToK, TO ecTb 50 Nap B NOTPe6UTENLCKON YNaKOBKE;
50 nepuyatokK, To ecTb 25 Nap B NOTPeGUTENLCKON YNAaKOBKE;
40 nepyaTok, TO ecTb 20 nap B NOTPEOUTENLCKOW YMAKOBKE;
30 nepyatok, To ecTb 15 nap B NOTPeOUTENIbCKOM YNaKOBKE;
20 nepyaTok, To ecTb 10 Nap B NOTPeOUTENIbCKOM YNaKOBKE;
10 nepyaTok, TO eCTb 5 Nap B NOTPeOUTENLCKON YNaKOBKE;

4 nepuyarku, TO eCTb 2 Napbl B NOTPeGUTENLCKOM YNaKOBKE;

2 nepyaTku, To ecTb 1 napa B NOTPeOUTENLCKON YNaKOBKe.
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12 TepeyeHb NPUMEHSIEMbIX NPOM3BOAUTENEM (M3rOTOBMTENEM) MEANLMHCKOIO N3aenns

HalMOHaNbHbIX CTaHAAPTOB

Tabnvua 4 - MNepeyeHb NPUMEHSEMbIX NPOU3BOAUTENEM CTaHAaP TOB:

O603HaueHme

ISO 13485:2016

ISO 14971:2007

ISO 2859-1

ISO 15223-1:2012

ISO 10993-1:2003

ISO 10993-10:2002

180 10993-11:2006

ISO 11193-2:2006

HanmeHoBaHMe

W3penvsa megnupmHcekne. CUCTEMBI YNpaBieHUs Ka4YeCTBOM.
TpeboBaHUA K perynmpoBaHuio.

MeauumHeKme nsgenus -
NpUMeHeHUa MEHEPKMEHTA PUCKOB K MeAULIMHCKUM U3LEeNNAM.

CratucTnyeckre Metofbl. MpoLeaypbl BbIGOPOYHOro KOHTPOSA MO
a/ibTEPHATUBHOMY Mpu3HaKy. YacTb 1. IMnaHbl BbIGOPOYHOTO KOHTPOSIA
rnocnefoBaTe/bHbIX NapTUil Ha OCHOBE LOMYCTUMOr0 YPOBHS KayecTsa.

W3penns meguupHekve. CUMBONbI, NPUMEHSIEMbIE MPY MapKUPOBAHUN Ha
MeLNLMHCKNX U3LeNnsX, STUKETKaX 1 B COMPOBOAMTE/IbHON AOKYMEHTaLMN.
YacTtb 1L OCHOBHble TpeboBaHuS.

W3penunsa meguumHckme. OLEHKa 610N0rMYeckKoro AeicTems
MEeAULMHCKMX 13aenuii. Yactb 1. OueHKa U uccneaoBaHms.

W3genna meguumHckme. OueHKa 61Mo1ornyeckoro aercTens
MeANLMHCKMX n3genunid. Yactb 10. iccnefoBaHns pasapaxatoLero
1 CEHCMOMN3NPYIOLLETO AENCTBUS.

OueHKa 610N0rMYecKoro AecTBns MeanUMHCKNX N3OeNUNA.
YacTb 11. MiccnenoBaHUs 06LLETOKCUYECKOTO AEACTBUS.

MepuyaTKn MeauULMHCKME AnarHoCTUYeCKMe 0HOPA30BbIE.
YacTb 2. CrieypmkaLms Ha nepyaTku U3 NoNUBUHMAXIOPUIA.

-KoHeu, nepeBoaa JOKyMeHTa-
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MepeBog, C aHI/IMIACKOTO 1 KUTAICKOTO $3bIKOB HA PYCCKWIA $3blK  BbIMO/HEH
nepesog4MkKoM OpaHCKoin AHacTacveit KOpbeBHON. MoATBEPX a0, UTO BbIMOMHEHHBbI
MHOIi NepeBo/, SBNSETCS NPaBUIbHbLIM, TOUHBIM Y MOMHbIM.

Lv. O-s, M a

Poccuiickas Pepepauus
CaHkT-leTepbypr
[eBATHaLaTOro aBrycra e TbicA4M ABajLUaTh NeEPBOro roga.

A, A3eHc AnekcaHap [eoprmeBnyd, BPEMEHHO WCMOMHAOWMIA 06s3aHbI
HoTapuyca HoTapuasibHOro okpyra CaHkT-IeTepbypr [3eHc Hatanby AHaTONbEB
CBUAETENbCTBYIO  MOL/MHHOCTL  MoAnucK  nepeBoguvka OpaHCkolM — AHacTacuu
FOpbeBHb!.

MMognwuck caenaHa B MOEM MPUCYTCTBUK.  *
JInyHocTb NoAnucasLLIero JOKYMEHT YCTaHOB/IEHa.

BAHO B peectpe: M 78/80-1/78-2021- |4 4

oro aeficreus: 500 py6, 00 xom.
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Hroro B HacTosmeM AOKYMEHTE:
29 Th AEBATH) IHCTOB
Bp.H.0. HOTapHYyca AT H3enc
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Poccuiickaa degepaums
CaHkT-lNeTepbypr
JeBAaTHajLaToro asrycra fiBe TbiCAYM ABajLaTb NepBOro roja
A, O3eHc AnekcaHap [Feopruesny, BpeMEHHO WUCMOMHAKOWMIA 0683aHHOCTM HOTapuyca
HoTapuanbHOro okpyra CaHkT-IMeTepbypr [3eHc HatasbyM AHATO/MbEBHbI , CBUAETENLCTBYHO
BEPHOCTb KOMWUW C NPefCcTaB/IeHHOr0 MHE AOKYMEHTa.
3apeructpupoBaHo B peectpe: Ne 78/80-H/78-2021-11-218.

yn 3eHMe HoTapmanbHpro genictams: 1450 py6. 00 kon.
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MNToro B HacToALWeMm
LOKYyMeHTe 9 Nnuctbl
HoTapuyc

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



