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1. Medical device name and versions
Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves
Versions:

1. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, single
chlorinated, textured surface, ELI, sizes; XS, S, M, L, XL;

2. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, double
chlorinated, textured surface, EL2, sizes: XS, S, M, L, XL;

3. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, single
chlorinated, textured surface, EL3, sizes: S, M, L, XL, XXL;

4. Clean+Safe® High Risk Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, single
chlorinated, textured surface, EL4, sizes: S, M, L, XL, XXL;

5. Clean+Safe® High Risk Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free,
double chlorinated, textured surface, ELS, sizes: S, M, L, XL, XXL;

6. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, polymer coated,
smooth, ELS6, sizes: XS, S, M, L, XL.

7. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, single
chlorinated, textured surface, EL7, sizes: XS, S, M, L, XL;

8. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, polymer coated,
textured surface, ELS, sizes: XS, S, M, L, XL;

9. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, single
chlorinated, textured surface, ELIO, sizes: XS, S, M, L, XL;

10. Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves: powder-free, double
chlorinated, textured surface, ELI 1, sizes: XS, S, M, L, XL

Hereinafter referred to as gloves, devices, Clean+Safe® gloves, Clean+Safe® natural rubber latex
gloves.

2. Information about medical device developer, manufacturer and authorized
representative

Developer
Perusahaan Getah Asas Sdn. Bhd., Malaysia.

Address: Lot 1365, Batu 17, Jalan Sungai Sembilang, Jeram, Kuala Selangor, Selangor Darul
Ehsan 45800, Malaysia

Tel.: +603 3264 0787, fax : +603 3264 0644
Manufacturer
Perusahaan Getah Asas Sdn. Bhd., Malaysia.

Address: Lot 1365, Batu 17, Jalan Sungai Sembilang, Jeram, Kuala Selangor, Selangor Darul
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Ehsan 45800, Malaysia
Tel. +603 3264 0787, fax +603 3264 0644
Authorized representative of the manufacturer

PROTECO, JSC

Legal address: 192102, St. Petersburg, Salova st. 57, build. 1, lit. .

Operational address: 196128, St. Petersburg, Varshavskaya st. 5, bldg. 2, office 401, Business
Center “Varshavsky”

Tel.: +7 (812) 635-88-90; E-mail: info@protecodent.ru

3. Intended use and operating principles of the medical device.

Clean+Safe® gloves are intended to provide two-sided barrier to protect both patients and
healthcare personnel from cross-contamination during medical research, diagnostic and
therapeutic procedures, or may be used for other sanitary purposes, as well as for use in
cosmetology. Gloves are non-sterile and single use devices.

Clean+Safe® natural rubber latex gloves are recommended for

- healthcare persormel in cosmetology clinics and healthcare facilities, such as hospitals,
maternity hospitals, clinics and doctors' offices (including private) and other healthcare
facilities.

individuals using the device for its intended purpose specified by the manufacturer.

4. Description and design of the medical device

Clean+Safe® gloves are made of natural rubber latex, have a beaded wrist cuff that snugs the
wrist; bead is rolled inside the glove and eliminates roll-ups and accumulation of infectious agents
between the bead and external surface. There are various types of surface modifications: powder-
free surface, smooth or fully textured surface, as well as versions of surface with polymer treating
(polymer coating on the inner surface - acrylic copolymer) or chlorination (single or double
chlorination). Polymer coating and chlorination prevent the sides of gloves from sticking together
and make the glove easier to remove.

5. Indications, contraindications, precautions and side effects associated with intended use
of medical device

Indications

Use in medical examination, diagnostic and therapeutic procedures, or for other sanitary
purposes. Use in cosmetology.

Contraindications

Contraindication for use of Clean+Safe® natural rubber latex gloves is individual intolerance
to raw materials. If irritation occurs, stop using the device and seek medical attention.

Precautions
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Read instructions before use. Do not use after expiration date. Do not use ifa glove is damaged!

Medical gloves are ready-to-use disposable devices and must not be reused. Gloves do not
guarantee 100 % hand protection against punctures and cuts.

Do not wear the same pair of gloves for the care of more than one patient. When wearing
gloves, change them during care of the same patient if moving from one body site to another one
with different bacterial flora.

Restrictions on use: Do not use for work with organic solvents.

Do not treat gloves with antiseptic and disinfectants during manipulations, as this adversely
affects their tightness and may increase permeability.

Hand hygiene must be performed before putting on and after removing gloves. After hand
rubbing let your hands dry completely before putting on gloves.

If gloves are contaminated with secretions, blood, etc. in order to avoid contamination ofhands
during their removal, use a swab (cloth) moistened with a solution of a disinfectant (or antiseptic)
to remove visible contaminants. Remove gloves; immerse them in a disinfectant solution and
dispose of them. Treat hands with an antiseptic.

Gloves should be removed immediately, if they are damaged (or there is a suspicion that their
integrity is compromised) or there is indication for hand hygiene.

Latex allergic individuals should consider using gloves made of an alternative material such
as nitrile rubber gloves.

Side effects
Side-effects that may occur during normal conditions of intended use:

- Non-allergic contact dermatitis, allergic contact dermatitis and immediate allergic
reactions - redness, urticaria, swelling, burning, itching, weeping vesicles and
ulcerations.

Latex allergy - allergic rhinitis, conjunctivitis, bronchial asthma, Quincke's edema
(including edema of the cavitas infraglottica) and anaphylactic shock.

6. Order of application.

1 Take out a glove from its original box.
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2. Touch only restricted surface of the glove
corresponding to the wrist (at the top of the

cuff)

3. Put on the first glove.

4. Take the second glove with bare hand and
touch only restricted surface of glove
corresponding to wrist.

5. To avoid touching the skin of the forearm with
gloved hand, turn external surface of the glove
to be donned on the folded fingers of the
gloved hand, thus permitting to glove the
second hand.

6. Once gloved, hands should not touch
surrounding objects the contact with which is
an indication for gloves change.
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7. After use pinch one glove at the wrist level to
remove it, without touching the skin of the
forearm, and peel away from the hand, thus
allowing the glove to turn inside out.

8. Hold the removed glove in the gloved hand
and slide the fingers of the other hand between
the glove and the wrist. Remove the second
glove by rolling it down the hand and fold into
the first glove.

9. Dispose the removed gloves.

10. Then perform hand hygiene by rubbing them with hygienic antiseptic agents or by washing
them with soap and water.

7. Sizes.
Size XS S M L XL XXL
12
Width, £5 75mm 8 mm 95 mm 106 116 0
mm mm

Not less than 240 mm
Length (mm).
Not less than 290 mm (with long cuff)

8. Performance and technical specifications

Physical properties: tensile strength, not less than 18 Mpa, elongation at break, not less than 650%,
force at break, not less than 6,0 H (before accelerated aging); tensile strength, not less than 14
Mpa, elongation at break, not less than 500%, force at break not less than 6,0 H (after accelerated

aging).
Water tight test: Inspection level/AQL - GI/1.5.
Powder residue: not more than 2mg/glove.

Proteins extracted not more than 50 pg/dmz2.
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9. Standards of compliance with the essential requirements of MDD 93/42/EEC

EN 455-1, EN 455-2, EN 455-3, EN 455-4, EN 1041, 1SO 2859, 1SO 9001, ISO 10993-1, ISO
10993-5, 1SO 10993-10, EN ISO 13485, EN I1SO 14971, 1SO 15223-1, I1SO 21171, ASTM
D3578.

10. Scope of supply.

Medical devices “Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination
Gloves” (except models Clean+Safe® High Risk Non-Sterile Medical Natural Rubber Latex
Examination Gloves (EL3, EL4, EL5)) in the quantity of 50 pcs (25 pairs), 100 pcs. (50 pairs)
are packed in a multiple (consumer) packaging - a cardboard box. Clean+Safe® High Risk
Non-Sterile Medical Natural Rubber Latex Examination Gloves (EL3, EL4, EL5) in the

quantity of 50 pcs. (25 pairs) are packed in a multiple (consumer) packaging - a cardboard
box.
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12. Requirements for maintenance and repair
The devices are disposable and easy to use, do not require special skills and training. Do not
need service and repair.

13. Conditions of storage, operation and transportation

Storage. Devices should be stored in well-ventilated areas away from heat, direct sunlight,
direct exposure of lighting systems and electrical equipment. Packages must be protected from
contamination, dust, moisture and mechanical damage.

Storage conditions:
- temperature: 0 to +37 °C;
- relative humidity: 65-80 % (non-condensing);
atmospheric pressure: 755+20 mmHg.

Transportation. Gloves packed in shipping box should be transported by all types of covered
vehicles according to applicable regulations for the carriage of goods by this type of transport,
observing the precautions indicated on the shipping box.

Transportation conditions:
- temperature: 0 to +37 °C,;
- relative humidity: 65-80 % (non-condensing);
-atmospheric pressure: 755+20 mmHg.

Operation. Devices should be used in healthcare facilities, ambulance vehicles, in field and
home conditions, to protect the hands of medical personnel when using the product for its intended
purpose.

Operation conditions:
temperature: 0 to +37 °C;
- relative humidity: 65-80 % (non-condensing);
-atmospheric pressure: 755+20 mmHg.

14. Sterilization and disinfection
Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves are single use
non-sterile devices.

15. Disposal and discharge of medical device
Medical devices should be disposed of according to procedures established in healthcare

facilities and according to local, state, or federal regulations. Selection of methods for safe disposal
and destruction depends on the capacity and profile of the medical institution, availability of waste
disinfection/disposal facilities, strategy of waste neutralization/disposal adopted in certain
administrative area (incineration, landfilling, recycling).

Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves depending on
the degree of their epidemiological, toxicological and radiation hazards, are considered

epidemiologically hazardous medical waste: materials and instruments, items contaminated with
Instruction for Use
For the medical device Clean+Safe® Non-Sterile Medical Natural Rubber Latex Examination Gloves
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blood and/or other biological fluids. After use, Clean+Safe® Non-Sterile Medical Natural Rubber
Latex Examination Gloves should be placed in special pouches for medical wastes, differing in
color, depending on the hazard class of the waste (for example, yellow). After filling no more than
\a of the volume, bags should be tied with wraps and transported to the temporary storage site.
Specialized companies should carry out waste transportation from institutions to the place of
disposal

Consumer packaging, defective and unused products with expired shelf life are classified as
epidemiologically safe wastes similar to municipal solid waste (MSW).

Disposal of devices must be carried out in accordance with the requirements of legislation and
regulatory documents for product disposal adopted in the country of use of the medical device.

16. Warranty and shelf life
Manufacturer guarantees compliance of main parameters and technical characteristics ofthe

gloves for entire shelf life (3 years) provided that the terms of the package integrity, storage,
transportation and operation are observed according to the instruction.
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{MepeBofg c aHINMIACKOTO A3blKa HAa PYCCKMNI A3bIK]

20 okTs6ps 2020 .
«YTBEepPXAEeHO»

Inodnuchbl (nognuce)

K.K. XeHr (K.K. Heng)

[MOMOLLHMK FeHepasibHOro ANpeKTopa
«[lMepycaxaaH "'eTax Acac CaH. bxa.»
(Perusahaan Getah Asas Sdn. Bhd.)

[MeuaTs-. «MEPYCAXAAH FETAX ACAC CAH. BX[.» * «KOCCAH» (KOSSAN) * (89708-V)]

VHCTpYKUMS N0 MPUMEHEHWIO

Ha MeANLIMHCKOE n3aenne

MepyaTKM MeaULIMHCKME AnarHocTuyeckune HectepusbHble Clean+Safe®, U3 HaTypanbHOro
nartekca

Bepcusa 2

[MevaTs-. HOTAPUNYC, C.C. PABUWYAHAPEH (S.S. RAVICHANDREN), KnaHr, Cenaxrop A.9.]

Inodnuch/

Inodnucbl

[TucHenas neuats: HOTAPUYC, C.C. PABUYAHOPEH, KnaHr, CenaHrop A.9.]

[WTawvn-. C.C. PABWYAHOPEH, HOTAPNYC

Manai3us, CenaHrop [.3., 41150 KnaHr, TamaH EHr AHH, JTopoHr Kacasapu 4B, Ne 1
(No. 1, Lorong Kasawari 4B, Taman Eng Ann, 41150 Klang, Selangor D.E., Malaysia)

JInyHbI HoMep (rpaxxaaHckuia) 25/73/2000]
03.11.2020 .
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1. HammeHoBaHVe MeAVLMHCKOr0 MU3aenns, BapnaHTbl UCMOMHEHWI MeAULIMHCKOTO
n3aenns

MepyaTkn MeguUMHCKME [uarHoctuyeckue HectepunbHble Clean+Safe®, U3 HaTypanbHOro
narekca.

BapuaHTbl ncnosnHeHus:

1 TlepyaTkv MeOMLMHCKWE [OMArHOCTUYECKUe HeCTepusibHbIe CIean+Safe§i M3 HaTypa/lbHOro JlaTekca:
HeonyfpeHHble, OAHOKPATHOr0 X/I0pUPOBaHUSA, TeEKCTypupoBaHHble ELI, pasmepsl; XS, S, M, L, XL;

2. TlepyaTku MeLUUMHCKME [uarHocTuyeckme HecTepunbHble Clean+Safe , u3 HaTypasbHOro narekca:
HeonyApeHHbIe, A4BOMHOIO X/10pPMPOBaHWSA, TEKCTYprpoBaHHble EL2, pasmepbl: XS, S, M, L, XL;

3. lMepyaTku MegULIMHCKWE [uarHocTu4yeckme HecTepunbHble Clean+Safe , M3 HaTypasbHOro farekca:
HeonyfpeHHbIe, OAHOKPATHOI0 X/I0PUPOBaHNSA, TEKCTYpuUpoBaHHble EL3, pasmepsbl: S, M, L, XL, XXL;

4. TlepyaTKM MeMUMHCKME AmMarHocTuyeckue HectepusbHble Clean+Safe High Risk, v3 HaTypanibHOro
nartekca: HeonyapeHHble, OAHOKPATHOr0 X/I0PMpPOBaHns, TEKCTYpUpoBaHHble EL4, pa3mepbl: S, M, L, XL,
XXL;

5. TMepyaTkM MeguLMHCKME AmarHocTuyeckue HectepuibHble Clean+Safe High Risk, v3 HaTypanbHoro
nartekca: HeonyfApeHHble, ABOMHOrO X/10pMpOBaHMs, TeKCTypupoBaHHble EL5, pasmepbl: S, M, L, XL,
XXL;

6. [MepyaTky MegMUMHCKME [UArHOCTUYECKMe HecTepuibHble Clean+Safe , M3 HaTypa/bHOro natekca:
HeonyfpeHHbIe, C NONMMEPHbLIM MOKPbITUEM, TNagkue ELG6, pasvepbl: XS, S, M, L, XL;

7. TepyaTKM MeSULIMHCKME AMAarHOCTUYECKUE HecTepusibHble CIean+Safe®, M3 HaTypasbHOro JfaTeKkca:
HeonyfApeHHble, OLHOKPATHOI0 X/10PMPOBaHMA, TEKCTYpUPOBaHHble EL7, pasmepbl: XS, S, M, L, XL;

8. TlepyaTkM MeguLMHCKME AMarHocTUyeckue HectepunbHble Clean+Safe |, 13 HaTypasibHOro satekca:
HeomnyfpeHHble, C NMOMIMMEPHBIM MOKPLITVEM, TEKCTYpUpoBaHHble EL8, pasmepsl: XS, S, M, L, XL;

9. TepyaTKM MeAMLIMHCKME AmMarHocTu4eckme HecTepunbHble Clean+Safe , M3 HaTypanbHOro natekca:
HeonyfpeHHbIe, OLHOKPATHOr0 X/I0pUPOBaHUSA, TeKCTypupoBaHHble ELI O, pasmepbl: XS, S, M, L, XL;

10. lMepyaTKn MeAULIMHCKIME AMarHOCTMYecKme HecTepubHble Clean+Safe , U3 HaTypasibHOro narTekca:
HeonyApeHHbIe, BOMHOI0 X/10PUPOBaHNs, TeKCTypupoBaHHble ELI 1, pasmepbl: XS, S, M, L, XL

[Janee no TekcTy - nepuartku, usgenus, nepyatkm Cleant+Safe®, nepyatkm Cleant+Safe® u3
HaTypasIbHOro flaTekca.

2. CBefgHUS1 0 pa3paboTUMKe U N3roTOBUTENE MEAULIMHCKOrO U3Aenns,
YMNO/IHOMOYEHHOM NpPeACTaBUTeNE U3FOTOBUTENIS

Pa3paboTumk

<<.epycakaaH leTax Acac CaH. bxa.», Manainsus

Anpec; Yuactok 1365, baty 17, OxanaH CyHraii Cem6unaHr, r. Qxepam, Kyana CenaHrop,
CenaHrop fapyn 3caH 45800, Manainsus (Lot 1365, Batu 17, Jalan Sungai Sembilang, Jeram,
Kuala Selangor, Selangor Darul Ehsan 45800, Malaysia)

Ten.: +603 3264 0787, pakc: +603 3264 0644
M3rotoBuTesnb
«[epycaxaaH etax Acac CaH. bxa.», Manaisuns

Apnpec: Yuactok 1365, bary 17, MxanaH CyHrait CembunaHr, r. xepam, Kyana CenaHrop,
CenaHrop fapyn 3caH 45800, Manaiiaus
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Inodnucbl [MevaTs: HOTAPUYC, C.C. PABUYAHLAPEH, Knanr, Cenavrop 4.3.]
Ten.: +603 3264 0787, pakc: +603 3264 0644
YNONHOMOYEHHbIV NPeACTaBUTENb U3FOTOBUTENS
AO «MPOTEKO»

HOp. agpec: 192102, r. CaHkT-MeTepbypr, yn. Canosa, 4. 57, KOpH. 1, (nT. U

dakTnyecknit agpec: 196128, r. CaHkt-MNeTepbypr, yn. Bapwasckas, A. 5, KOpH. 2, odwmc 401,
BL, «BapluaBcKmnii»

TenedpoH: +7 (812) 635-88-90; an. nouta: info@protecodent.ru
3. HasHaudeHve MegULMHCKOI0 U3Ae/nsa U NMPUHLMMbI 4eNCTBUSA

MepuaTkm Cleant+Safe® npefHa3HayeHbl A/19 WCMO/b30BaHUA B KauyeCTBe [BYXCTOPOHHEro
bapbepa 419 3aWMTbl Kak MauWeHTa, Tak M MepcoHasia OT Pas/IMYHOM KOHTamuHaumn npu
NPOBeAEeHNUN MeANLMHCKUX UCCef0BaHUiA, AMArHOCTUYECKMX W TepaneBTUYeCcKMX npouenyp
WM oNs Opyrux caHUTapHbIX Lenei, a Takke A1 UCnonb3oBaHWA B KOCMeTonoruu. Mspenus
HecTepusbHbIe, 4719 04HOPA30BOr0 UCMNOb30BaHUA.

MepuaTkn Clean+Safe® 13 HaTypa/bHOrO fnaTekca PEKOMEHAOBaHbl — CreAyHLWnUm
noTpeduTensm:

MEANLMHCKM pPaboTHMKAM B KOCMETOJIOTMYECKMX KAMHUKAX W MeAMLMHCKNX
yupexaeHusx, Taknx Kak 60MbHWLbI, POAWbHbIE A0MA, NOMAMNKANHUKNA U KaBUHETI
Bpayeil, B TOM YMC/e W YacTHbIE, APpYrne MeANLUHCKIE YUPEXAEHNS;

CbVIBI/I‘-IeCKVIM nngam, nNpuMeHAKLWMM n3pgenne no Ha3HavyeHuto, onpeaeneHHoMy
M3roTOBUTENEM.

4. OnucaHne MeANLIMHCKOrO U3aenmns, KOHCTPYKLMS

MepuaTkm Clean+Safe® M3rotoB/ieHbl U3 laTekca HaTypasibHOrO Kay4dyka, no Kpaw MaHXeTbl
VMEIT BaJIK, NPV NOMOLLM KOTOPOro obecrneymBaeTca omkcaums nepyaTkm Ha 3ansactobe. Banuk
CKpy4YeH BOBHYTPb Mepyatky, 4TO MPenAaTCTBYET CKaTbIBAHWIO MNepyaTkn W WUCKIHYaeT
BEPOATHOETb CKamnjvBaHUS 3/1EMEHTOB C WH(EKLUMOHHON OMacHOCTbI0 MeXAy Ba/IMKoM WU
HapyXXHOW MOBEPXHOCTbO. W3aennsi UMeKT pasnnyHble BWUAbI OTAENKW: MOBEPXHOCTL 6e3
onyfpvBaHusA, TafKylo MNOBEPXHOCTb WM TEKCTYPHbIA PUCYHOK, HaHECeHHbIN Mo BCei
MOBEPXHOCTM MepyaTkn, a Takke MoAMGMKALMIO MOBEPXHOCTM C MOMOWbI0 06paboTkM
nonvmMepamy (NOSIMMEPHOE MOKPbITUE HA BHYTPEHHEN NMOBEPXHOCTU - aKpWUIOBbIA COMOIMMEP)
WA XN0pMpOBaHust (OHOKPATHOE WM ABOWHOE XnopupoBaHue). O6paboTka nonmmepamun K
XN0pMpoBaHne CrnocobCTBYIOT MPefOTBPALLEHUIO CMMAHNUSA CTEHOK U 06ecrnevmBaroT fierkoe
CHATUE U3LEeNUSA C PYKK.

5. MokasaHusi, MPOTUBOMOKA3aHWUs!, Mepbl MPeAOCTOPOXHOCTM, NOGOUHbIe 3HEKTHI,
CBSI3aHHbIe C MPUMEHEHVEM MEAULIMHCKOTO M3Me/NsS N0 Ha3HAYeHNo

[Toka3zaHus
icnonb3oBaHne npu  NPOBEAEHUN MeAULMHCKMX UCCNed0BaHWUiA, [AWarHOCTUYECKUX W

TepaneBTUYECKMX NpoLeayp WM Ansa APYrUX CaHUTapHbIX Ueneid. lMcnonb3oBaHue B
KOCMEeTO/OruMm.

[poTrBONOKa3aHua
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MpoTuBONOKa3aHMeM [/ NpuMeHeHnst nepuyaTok Clean+Safe® 13 HaTypa/ibHOrO naTekca
SIBMISIETC MHAMBUAYaA/IbHAsS HENepeHOCUMOCTb KOMMOHEHTOB Cbipbsi U3aenus. Mpu nosiBieHun
pasfpaxeHns NPeKpaTuTb 1CMNOMb30BaTb U3Aenne U 06PaTUTLCS 3a KOHCY bTalyeld K Bpady.

Mepbl NPe0CTOPOXHOCTH

Mepen akcnnyaTauueli 03HAKOMUTLCS C MHCTPYKLMEA MO npuMeHeHWUto. He 1cnonb3oBaTh
nepyaTky C MCTEKLLMM CPOKOM FOAHOCTU. He MCMoNb3oBaTb, /N nepyaTka noBpexaeHa!

MeaMLMHCKME nepyaTKu ABMAKOTCA rOTOBLIMU U3AENUAMU OLHOPA30BOro NPUMEHEHUA U He
nopgsiexat NOBTOPHOMY WCNO/Mb30BaHUK. lepyaTku He rapaHTupyroT 100% 3awmTbl pyK OT
MPOKO/I0B ¥ NOPE30B.

3anpeLeHo 1Cnonb30BaHne OAHON 1 TOI Xe Mapbl 0AHOPA30BbLIX NepPUYaToK NpPY NPOBEAEHUN
MEAMLMHCKAX MaHUMYyNsuuiA HecKONMbKUM nauueHTam. CrieflyeT CMEHUTb NepuaTtku Mpu
BbINO/IHEHUM MEAULMHCKAX MaHUNYNAUMiA Yy OHOTO MalMeHTa B Pas/iMyHbIX aHaTOMUYECKMX
061acTAX, OT/IMYALOLLMXCS MO COcTaBy MUKPOK/IOpbI.

OrpaHu4yeHns Ha WCNOMAb30BaHME: He UCMNoNb30BaTh A1 pa6OTbI C OpraHn4yecknmmn
pacTBopuTeENAMHU.

MepuaTkn BO BPEMSI BbIMOIHEHUS MaHWUNYNALUMA He pPeKoMeHayeTcsl o06pabaTbiBaTb
aHTUCENTUYECKUMMN U AE3NHIULMPYIOWMUMN CPeACTBAMM, Tak KaK 9TO OTPULATENLHO BAMSIET Ha
NX TEPMETUYHOCTb 1 MOXET NPUBECTU K YCUEHWIO NMPOHULIAEMOCTH.

Mepes MCNONb30BaHWEM W MOC/e WCMO/b30BaHUA MEepPYaToK MPOBOAMUTCA TUrMEeHUYecKas
obpaboTka pyk. [lepyaTku HageBalOT TONbKO MOCMe MOJIHOTO BbICbIXaHUA CpeacTBa A/is
TMIMEHNYECKON 06PaboTKM Ha KOXE PYK.

Mpu 3arpsa3HEHNM NepYaToK BbIAEEHUAMU, KPOBbLIO 1 T.N. BO M36eXaHWe 3arpsisHeHnst pyK B
npoLecce MX  CHATUA  creayeT  TaMNOHOM  (CanpeTKoil), CMOYEHHbIM  PacTBOPOM
[e3nHuumpyolero cpeactsa (MM aHTUCENTMKA), yopaTb BUAMMbIE 3arps3HeHns. CHATb
nepyatku, norpysnTb MX B pacTBOp CPeAcTBa, 3aTeM YTuAn3upoBaTb. Pyku 06paboTatb
aHTUCENTUKOM.

MepuaTkn JOMKHbI BbITb CHSATbI CPa3y NOBPEXAEHUS (MMM BO3HUKHOBEHWSI NOJO3PEHNS Ha
HapyLLeHWe X LeNIOCTHOCTK), a TAKKe eC/N eCTb NMOKa3aHWs [/1s NPOBEAEHUS TUTUEHBI PYK.

Ana notpebuteneil, UMeKOWMX ainepruyeckyrd peakuuto Ha HaTypasibHbIA - Kayuyk,
PEKOMEHAYETCA  WCMOMb30BaTb MepyaTky M3 aflbTEPHATWMBHbLIX MaTepuasioB, Hanpumep
HUTPWUNBHOTO Kayuyka.

Mo604HbIE 3theKTbI

Mo6GouHble 3thdhekTbl, KOTOPblE MOrYT MPUCYTCTBOBATb BCNEACTBME  MCMO/b30BaHUS
MEAMLMHCKOTO U3AeNUsi MO HAa3HAYEHWIO:

Heanneprnyeckunii KOHTaKTHbIW AePMaTUT, a/lfIeprnyecknii KOHTaKTHbIA AepMaTuT u

annepruyeckne peakuuu HEMe[sIeHHOro TWna - MOKPacHEeHWE, KpanuBHULA,
OTEYHOCTb, XOKEHWEe, 3y, MOKHYL|ME MNy3blpbK W U3bA3BMEHUS B MeCcTax
NopaxeHus.
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NlaTekcHas anneprus - annepruyecknii PUHUT, KOHBIOHKTUBWT, GPOHXMasIbHAS
acTMa, oTek KBWHKe (B TOM uiuc/ie U OTeK NOACBA304YHOTO MPOCTPAHCTBA FOpTaHu) 1
aHahnNaKTUYECKNIA LLIOK.

6. lMopAfoK npuMeHeHUA

[locTaTb nepyaTky 13 ynakoBKMu.

2. TMpukacatbCs TOMILKO K TOW 4acTW nepyatku,
koTopas OyaeT HaxOAMTbCA Ha 3ansiCTbe
(BEPXHWIA Kpali MaHXeTbl).

3. HapeTb nepByto nepyaTky.

4. B3sTb BTOPYIO NepuaTky pykoi 6e3 nepyatku
W NpuKacaTbCs K TOW YacTu nepuaTtku, KoTopas
6yeT HaXOAMTLCS Ha 3ansCTbeE.

5. UT006bI n36exaTb NPUKOCHOBEHUA PYKMN C
Ha,eTON NepyaTKoi K KOXe npeanieybs,
BbIBEPHYTb HAPYXHYI MOBEPXHOCTb NepyaTku
TaK, YToObl HAZETb e Ha COrHyTble Na/bLbl
PYKV B Mepuatke, 3TO NO3BONUT HAZETb
BTOPYIO Nepyartky.
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6. locne TOro Kak nepyaTkn HadeTbl, HEMb3s
npuKacaTbCs K N06bIM 06 bEKTaM BHELLHEN
cpefbl, KOHTAKT C KOTOPbIMU ABNSETCS
nokKasaHneM A51si CMeHbl NepyaTok.

7. Tocne UCNoNb30BaHMA 3aXBaTUTb NasbLamm
OfHY NepyaTKy Ha YpOBHE 3ansiCTbs, YTOObI
CHATb €e, He 0TparvBasicb K Koxe
npeanneybs, U CTAMVBaTb ee C PyKu Tak,
4TOObI NepyaTKa BbIBEPHYNACh HaW3HAHKY.

8. [lepxaTb CHATYIO nepyaTtKy B pyKe C HageToi
nepyaTkoi, NoABeCTU NasbLbl PYyKK, C
KOTOPOI CHSTa nmepyaTtka, BHYTPb - MeXay
BTOPOW NepyaTkoi 1 3ansictbem. CHATb
BTOPYIO Nepyatky, CKaTbiBas ee C pyku,
B/IOXWTb B NEPBYIO NepyaTtky.

9. YTWNn3mpoBaTb CHAATbIE NepYaTKu.

10. Co6noaatb rMrueHy pyK nyTeM rMrMeHNYeckoin aHTUCENTUKN U MbITbS PYK C MbIIOM.

7. Pa3mepbl
Pasmep XS S M L XL XXL
lWnpunHa, +5 75 MM gSmm 95 mMm 106 Mm 116 MM 120 MM
He meHee 240 Mm
AnunHa (Mm) . . 8 @
He meHee 290 MM (C YA4/IMHEHHOI MaHXETOWN) :
YHKU,

MOHa/IbHbIE N TEXHNYECKNE XapPaKTEPUCTUKN

dun3nyeckme xapakTepuUCTUKN: MPOYHOCTb Ha pacTsxeHue, He MeHee 18 MMa, yannHeHue
npw paspbiBe, He MeHee 650 %, cuna npu paspbise, He MeHee 6,0 H (4O YCKOPEHHOro cTapeHus);
MPOYHOCTb Ha pacTsXeHune, He meHee 14 MIla, yanuHeHue npu paspbise, He meHee 500 %, cuna
npu paspbIiBe, He MeHee 6,0 H (nocne YyCKOPeHHOro cTapeHus).
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BogoHenpoHMuaemocTb: YpoBeHb KOHTpons/AQL - G1/1.5.
CofepxaHue rnopolLuka: He 6osiee 2 Mr/nepyarka.
YpoBeHb 3KcTparupyemoro 6enka, He 6onee 50 MKr/gm”,

9. CraHpapTbl, MNpuUMeHdAemble [ANA MOATBEPXAEHUSA COOTBETCTBUA OCHOBHbLIM
TpeboBaHMaM AnpekTusbl 93/42/EEC 0 MeANUVHCKUX U3LENNAX

EN 455-1; EN 455-2; EN 455-3; EN 455-4; EN 1041; ISO 2859; ISO 9001; ISO 10993-1,;
ISO 10993-5; ISO 10993-10; EN ISO 13485; EN ISO 14971; ISO 15223-1; ISO 21171; ASTM
D3578.

10. KoMmnnekT NocTaBKu

MeguumnHckne u3genust  «MepyaTkm  MeAULMHCKME AMAarHOCTUYECKME HeCTepW/ibHble
Clean-1-Safe®, ©3 HaTypanbHOro nartekca» (KpOMe BapWaHTOB WCMOSIHEHUSA  MepyaTok
MeOULMHCKMX AuarHoctmyecknx HectepunbHbix CleantSafe® High Risk (EL3, EL4, EL5)) B
konmuectBe 50 wT. (25 nap), 100 wT. (50 nap) ynakoBaHbl B rpynnoByk (MOTPEOGUTENLCKYHO)
ynakoBKy - KapTOHHYH KOpPOOKy. BapuaHTbl WCMNOMHEHUA NepyaTok MeLULMHCKUX
AnarHoctuyeckmx HectepunbHbix Cleant+Safe® High Risk (EL3, EL4, EL5) ynakoBaHbl B
rpynnoByto (MOTPebUTENIbCKYI0) YNakoBKY - KapTOHHYH KOpPO6Ky B KonuyectBe 50 wr. (25
nap).

11. PacundgpoBka  CMMBO/IOB, NPUMEHSAEMbIX B MapKMUpPOBKE  TPYynmnoBou
(NOTPebUTENLCKOM) YyNakKoBKK
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CumBon Pacwugposka Cumson Pacwugposka

3HaK COOTBETCTBUA Npu

C C CooTBeTCTBYE AEKNapypoBaHum
eBponeiickuM Hopmam COOTBETCTBWS B CUCTEME
roOCTP

12. TpeboBaHNS K TEXHUYECKOMY 00C/TYXKMBAHWIO U PEMOHTY MEAULIMHCKOIO U3AeNns

N3penusi nNpocTbl B NPUMEHEHUW, CAyXaT A/ OAHOKPATHOTO NMPUMEHEHUS, He TpebytoT
cneuuanbHoli MOArOTOBKM WM 0coboii  KBanndukaumy nonb3oBatens. B TeXHMYECKOM
06CNYXMBaHNMN 1 PEMOHTE HE HYX/IAKTCS.

13. YcnoBusi XxpaHeHusl, TPaHCMNopPTMPOBaHMS 1 9KCnIyaTalum

XpaHeHue: N3aenus A0MKHbI XPaHUTLCA B XOPOLLO NPOBETPMBAEMbIX MOMELLEHUSAX BAaMN
OT WCTOYHWMKOB Tenna, COMHEYHbIX Jyyeil, NPsAMOro BO3AEACTBUS WCTOYHMKOB CBETa W
3NIEKTPUYECKOTO 060pY0BaHMSA. YNAKOBKW HEOGXOAMMO MPeoXpaHsaTh OT 3arpsisHeHuS,
3anblfeHns, HAMOKaHUs 1 OT PaspbIBa.

ycnoBusa xpaHeHus:
- Temnepatypa- ot Ogo +37 °C
OTHOCWTe/fIbHaa BIAXHOCTb BO3ayxa - 65-80 % 6e3 koHAeHcauuy Bnarv
aTMocdoepHoe aasneHune: 755+20 Mm pT. CT.

TpaHcnopTupoBaHue: TpaHCMOPTUPOBaHME MEepyYaToK, YNakoBaHHbIX B TPAHCMOPTHYHO
Tapy, A0/XHO OCYLLECTBNSTLCS BCEMU BUAAMMU KPbITbIX TPAHCMOPTHBLIX CPEACTB C COO/MAEHNEM
NPefoCTOPOXHOCTEN, YyKa3aHHbIX Ha TPAHCMOPTHOW Tape, W B COOTBETCTBUW C MpaBW/IaMM
nepeBO3kM rpy30B, Ae/CTBYOLWMMI Ha TPAHCMOPTe AaHHOrO Buaa.

YCnoBusi TpaHCNopTUPOBaHUS:
- TemnepaTtypa- ot 0 go +37 °C
OTHOCUTENbHAs BNaXHOCTb BO3ayXa- 65-80 % 6e3 KOHAeHcaL MK Bnaru
aTtMocgpepHoe aasneHve: 755+20 MM pT. CT.

akcnnyataums: M3genns NpUMEHSIIOTCS B MEAWLMHCKUX YUPEXAEHUSIX, B MOABWKHbIX
TPAHCMOPTHbIX CPeACTBaX, B MOMEBbIX M [OMALUHWUX YCMOBUSX, B YCMOBUSX, TPeGYHOLNX
3alUTbl PYK MEANLIMHCKOTO paboTHUKA NPU UCNONb30BaHWN U3AENUS N0 HA3HAUEHWIO.

ycnosusa akcnnayarauum:
Temnepatypa - ot 0 go +37 °C;
OTHOCUTE/IbHas BNaXHOCTb Bo3dyxa - 65-80 % 6e3 koHAeHcauuy Bnaru,
aTMocdoepHoe aasrieHue: 755+20 mm pT. CT.

14. Ctepununsauus, aesnHgekumns

MepyaTkn MeAWULMHCKME AMarHOCTUYeckue HectepunbHble CleantSafe®, u3 HaTypanbHOro
naTtekca: HeCcTepw/bHbl, NPegHa3HayeHbl 419 O4HOKPATHOIO NPUMEHeHNUs.

15. laHHble ANS YTUNN3ALMM UM YHUUTOXEHMS MEAULIMHCKOIO U3e/NS

MeANLUMHCKNE WU3AENUS [O/MKHbI YTUAM3MPOBATLCS B COOTBETCTBUM C MPOLEAypamMm,
NPUHATBIMA B MEAWLMHCKMX  YUPEXAEHWUsSX, W MeCTHbIMW, T[OCYAapCTBEHHbIMUA  WN
thefepa/ibHbIMM  HOpMaTMBaMU. Bblbop MeToAoB 6e30MacHOi yTUAM3aUMKW U YHUUTOXEHUS
W3Aenunid 3aBUCUT OT MOLLHOCTU 1 NPOtnns MeMLMHCKON OpraHM3aLum, Hanmnyusa ycTaHoBOK Mo
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06e33apaxmnBaHnio/o6e3BpeXxmnBaHnNil0  O0TXO40B, crnocoba  06e3BpeXVBaHNA/YHUUTOXEHMS
OTXOA0B, MPUHATOr0 Ha aAMUHUCTPATVBHOW TEPPUTOPUU (CXWUraHWe, BbIBO3 Ha MOSIUTOHbI,
yTunM3auums).

MeguunHckue wusgenua  «fepyaTkM  MeAUUUHCKME  AMArHOCTUYECKUE HECTepusibHble
Clean+Safe, 3 HaTypanbHOro natekca» B 3aBUCUMOCTU OT CTEMEHWU WX 3NUAEMUOSIOTUYECKOMN,
TOKCUKO/IOTMYECKON U pafnalMOHHON ONacHOCTM OTHOCATCA K 3NUAEMMWOSIOTMYECKN OnacHbIM
MeAULMHCKUM OTX0faM: martepuasibl U UHCTPYMEHTbI, NPeAMeTbl, 3arpsi3HeHHbIE KPOBbLIO W/nnu
APYrUMU BMONMOTUYECKUMU XUAKOCTAMU. PeKOMEeHAyeTcs NOMECTUTb MeAWULMHCKME W3Oenms
«lepyaTkn MeOWLMHCKME AMarHoctuyeckume HectepunbHble Cleant+Safe®, u3 HaTtypanbHOro
natekca» nocfie WCMnoNb30BaHMsA B CreynasbHble nakeTbl AN MeOUUMHCKMX OTXOA0B,
pasfnmyarorymecst no LBeTy B 3aBUCMMOCTU OT K/lacca OrnacHOCTW OTXOA0B (HanpuMep, XenToro
uBeta). rocne 3anofiHeHuMss He 6onee 4Yem Ha % u4acTh o6beMa NakeTbl 3aBs3aTb C
NCMNONb30BaHMEM  CTAXEK W TpaHCnopTupoBaTb K  MeCTy  BPEMEHHOrO  XpaHeHwus.
TpaHCNOPTUPOBKA Mycopa W3  Y4YpeXAEeHWA K MeCTy YTWIM3auunm  OCYLIECTBSETCS
crneunan3mpoBaHHbIMN KOMMNAHUSAMMU.

MoTpebuTenbCckas ynakoBka, OpakOBaHHbIE W3NS W HEWNCMOMb30BaHHbIE U3Aenus C
NCTEKWMUM CPOKOM TO[HOCTM OTHOCATCS K 3NMAEMWUONOTNYeckn 6e3onacHbIM 0TX0AaMm,
NPUGAMKEHHBIM MO COCTaBy K TBepAbIM GbITOBbIM 0TX0AaMm (TBO).

YTUnu3aums u3genuii - Ao/KHa  OCYLIECTBAATbCS B COOTBETCTBUM C  TPeGOBaHUAMM
3aKOHOAATENIbCTBA 1 HOPMATUBHBLIX [OKYMEHTOB MO YTUAM3AUMM MPOAYKLUMW, NPUHATBLIX B
CTpaHe NPUMeHeHUs MeAULMHCKOTO N3aenus.

16. MapaHTUiiHble 06583aTeNbCTBA U CPOK FOAHOCTM

N3roToBUTENb TaPaHTUPYET COXPAHHOCTb BCEX MapaMeTPOB 1 XapakTepUCTUK NepuaTok B
TEUeHWe BCEro Cpoka rofgHOCTW (3 roAa) Mpu YC/OBUM LIENIOCTHOCTW YNakoBKW, COG/OAEHMS
YCNOBWIA XpaHEHs!, TPAHCMOPTUPOBKMN 1 IKCM/TyaTalui B COOTBETCTBUM C UHCTPYKLIMEN.

CtpaHunya 9 n3 9
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MepeBoj AAHHOTO TeKCcTa BbIMOMHEH NepeBoaYnkKoM CTaHeBoii EBreHueit AnekcaHgpoBHOM

noanunch

Poccuiickas degepaums
"opoa Mocksa
[JecsaToro Hoabpsa fBe ThicauM ABafLaToro roga

[ Axu,moe ne6 Bopucosumd, HOoTapuyc ropoga MOCKBHI,
nognucu nepesogunka CTaHeBoil EBreHnn AnekcaHpOoBHbI.
Moanuce caenaHa B MOEM MPUCYTCTBUN.

JTnyHoCcTbH NoAgnucasLLEero JOKYMEHT yCTaHOoBNEHA.

CBMAeTEeNnbCTBYH MNOANNHHOCTDb

3aperucTpupoBaHo BpeecTpe: No 77/09 - H/77 - 2020 - //-

B3biCKaHO rocygapCcTBeHHOR nowanHel (no Tapudgy): 100py6.
YnnayeHo 3a okasaHue ycnyr npasoBOro W TexHu4yeckoro xapakTepa: 300 py6.

nnanunr.KkK .b. AkKumos //T/

Fep6oBas neyaTb i
HoTapuyca r.MoCKBbl j

AkumoBa IN.b. 1

MpowHypoBaHO, MPOHYMEPOBAHO
u ckpenneHo neyaTbido CS nucT(-a.-08).

HoTapuyc:

10 Hos 2000 Poccviicxas demepays
Fopoa Mook
raob

. AkunmoB [ne6b bopucoBuy, HoTapuyc ropog* MOCKBbI
CBMAETENbCTBYK BEPHOCTb KONWK C NpejcTaaneHHOro MHE A0KYMEHTB

JijiefHCipHppMHO B pebHiips: N» TTI09-HITT-2020 Pl
Li?\BlbtcraHO To\appcrepHHoii (Liwbinbl (Mo Tapudy)
linaHptib.ja oka9((Hve ycnyftoatoBom un q onjJ
TOKHWYE6KOro KapakTc!™:. U Obl\
lﬁﬂ
K vy =A<
. A
* ‘n
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