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Medical device name and versions
Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves
Versions:

Clean+Safe® Non-Slerile Medical Nitrile Rubber Examination Gloves: powdered, textured surface, ENPI, sizes: XS,
S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, textured surface, ENI,
sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface,
hypoallergenic, EN2, sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface,
hypoallergenic, EN3, sizes: XS, S, M, L, XL, XXL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, polymer coated, finger-textured
surface, EN4, sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface, EN5,
sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface,
hypoallergenic, ENG, sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface,,
hypoallergenic, EN7, sizes: XS, S, M, L, XL;

Clean+Safe® High Risk Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured
surface, ENS, sizes: S, M, L, XL, XXL;

Clean+Safe® High Risk Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured -
surface, EN9, sizes; s, M, L, XL, XXL; jl

Clean+Safe® High Risk Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured
surface, ENIO, sizes: S, M, L, XL, XXL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface, ENII,
sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface, EN12,
sizes: XS, S, M, L, XL;

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured surface,
hypoallergenic, EN13, sizes: XS, S, M, L, XL,

Hereinafter referred to as gloves, devices, Clean+Safe® gloves, Clean+Safe® nitrile rubber 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
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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 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. I.

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

Cleant+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 single use non-
sterile devices.

Clean+Safe® nitrile rubber gloves are recommended for

- healthcare personnel 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 nitrile butadiene rubber (Acrylonitrile Butadiene Nitrile), 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 the external surface. There are various types of
surface modifications: surface may be powdered, powder-free, fully or fingertip-textured, as well as
modified by means of polymer treating (polymer coating on the inner surface) 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.
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5. Indications, contraindications, precautions and side effects associated with intended use of
medical device.

Indications

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

Contraindications

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

Precautions
Read instructions before use. Do not use after expiration date.

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.

Hand hygiene must be performed before putting on and after removing gloves. After handrubbing or
handwashing, let your hands dry completely before putting on gloves.

If gloves are contaminated with secretions, blood, etc. in order to avoid contamination of the hands
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, ifthey are damaged (or there is a suspicion that their integrity
is compromised) or there is indication for hand hygiene.

Powdered gloves are recommended for short-term manipulations (up to 10 minutes on average) to
minimize powder-induced skin irritation.

Side effects

Side effects that may occur during normal conditions of intended use: allergic reactions due to
intolerance to the materials of the device; non-allergic contact dermatitis due to the individual intolerance
to raw materials, including additives used in gloves production and dusting powder.
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1 Take out a glove from its original box.

2. Touch only restricted surface of the glove
corresponding to the wrist (at the top of the

cuff).

3. Puton 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.
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6. Once gloved, hands should not touch
surrounding objects the contact with which is
an indication for glove change.

7. After use pinch one glove at the wrist level to
remove it, without touching the skin ofthe
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 XL
Width, +5 5mm  gmm %mm o0 116 120
mm mm

4ot less than 235 mm
Length (mm),
Not less than 270 mm (with long cuff)

8. Performance and technical specifications

Physical properties: tensile strength, not less than 14 Mpa, elongation at break, not less than 500%,
force at break, not less than 6,0 H (before accelerated aging); tensile strength, not less than 14
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Mpa, elongation at break, not less than 400% , force at break not less than 6,0 H (after accelerated

aging).

9. Water tight test: Inspection level/AQL - GI/1.5.

10. Powder residue: not more than 10 mg/dm2 (for powdered gloves), not more than 2mg/glove (for
powder free gloves).

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, ISO 2859, 1SO 9001, 1SO 10993-1, ISO
10993-5, 1SO 10993-10, EN ISO 13485, EN I1SO 14971, ISO 15223-1, 1SO 21171, ASTM

D6319.

10. Scope of Supply

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves are packed in a multiple
(consumer) packaging - a cardboard box in the quantity of: 50 pcs (25 pairs). In addition,

Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves: powder-free, finger-textured
surface, EN5, sizes XS, S, M, L are packed in the quantity of 100 pcs. (50 pairs), XS size - 250 pcs. (125
pairs), XS-XL sizes- 200 pcs. (100 pairs);

11. The meaning of standard symbols, printed on the package:

Symbol

[Lbr]

/ hon\
/mein\

&

Description

Manufacturer

Lot number

Non-Sterile

Temperature range

Keep away from
sunlight

Consult instructions
for use

CE compliance mark
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Symbol

REF

Description

Manufacturing date

Keep away from
moisture

Product must not be
disposed of as
household waste

Do not reuse

Reference number (item
number)

GOST-R certification
mark



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 may 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 are used in healthcare facilities, ambulance vehicles, in field and home
conditions, to protect the hands of medical stuff 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 Nitrile Rubber Examination Gloves are single use non-sterile
devices.

15. Disposal and discharge of medical device
Medical device 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 Nitrile Rubber 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 blood and/or other biological fluids.
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After use Clean+Safe® Non-Sterile Medical Nitrile Rubber Examination Gloves are placed in special
medical waste bags with specific color marking for the hazard class (for example, yellow). After filling
no more than Y of their maximum volume, the bags are tied with zips and transported to a temporary
storage area. Transportation of wastes from healthcare institutions to the site of disposal is carried out by
specialized companies.

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 of the 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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[MepeBof C aHrAMIACKOro A3blKa Ha PYCCKUM A3bIK]

20 okTa6psa 2020 .
«YTBEepPXAeHO»

bloanucs! (noanuce)

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

IMOMOLLUHVK reHepasibHOro AupekTopa
«[MepycaxaaH Netax Acac CaH. bxa.»
(Perusahaan Getah Asas Sdn. Bhd.)

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

WHCTPYKLMSA MO NPUMEHEHUIO
Ha MeaULMHCKOe nsaenue

MepyaTKM MeAMLMHCKME AMarHocTUUeckne HecTepunbHble Clean+Safe®, HUTpUIOBbIE

Bepcua 2

[MevaTb: HOTAPUYC, C.C. PABUUYAHAPEH (S.S. RAVICHANDREN), KnaHr, Cenanrop [.3.]
Inodnuchl

Inodnucbl

[TucHeHast nevaTs: HOTAPUYC, C.C. PABNYAHOPEH, KnaHr, Cenarrop 4.3.]
[LWravn: C.C. PABNYAHOPEH, HOTAPUYC

Manaiisus, CenaHrop [.3., 41150 KnaHr, TamaH EHr AHH, JlopoHr Kacasapu 4B, Ne 1
(No. 1, Lorong Kasawari 4B, Taman Eng Ann, 41150 Klang, Selangor D.E., Malaysia)
JInuHbIn Homep (rpaxxgaHckumi) 25/73/2000]

0S.11.2020 .
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inodnucb! [MevaTs: HOTAPUYC, C.C. PABUYAHAPEH, KnaHr, CenaHrop 4.3.]
1. HaumeHoBaHUe MeANLMHCKOIro n3gennd, BapnaHTbl WCIMONTHEHNIA MeaANLUMNHCKOIo n3genna

MepuaTkn MeAULMHCKIME ANArHOCTUYECKIE HecTepUunbHble Clean+Safe®, HATPUOBbIE

BapuraHTbl UCNONHEHWA:

1 TlepyaTKM  MegUUMHCKUE  [LMArHOCTUYECKWe  HeCTeOWsbH Clean+Safe®, HuTpwnoBble:  ONYZAPEHHbIE.
TekcTypuposaHHble ENP1, pasmepbl: XS, S, M, L, XL;
2. Clean+Safe®, HWTpunoBble:  HeOMyApeHHbIe.
TeKcTypupoBaHHble ENI, pa3mepsbl: XS, S, M, L, XL;
3. Clean+Safe®, HUTpWIOBbIE:  HEONYZAPEHHbIE,
XS, S, M, L, XL;
4. Clean+Safe , HWTpWnoBbIe:  HeoMyApeHHbIe.

TEKCTYpUpOBaHHbIE Ha nanbLax, runoannepreHHsbie EN3, pasmepsl: XS, S, M, L, XL, XXL;

5. lMepuyaTku MeAMLMHCKME [uarHocTuyeckume HectepunbHole Clean+Safe , HUTpunoBble: HeonyfapeHHble, C
NONNMEPHLIM MOKPbLITUEM, TEKCTYPUPOBaHHbIe Ha nanbuax EN4, pasmepsl: XS, S, M, L, XL;

6. Mepuyatku MeAULMHCKME AMarHocTuyeckue HecTepunbHble Clean+Safe |, HWTpunoBble:  HeonyApeHHbIe,
TEKCTypupoBaHHble Ha nanbuax ENS5, pasmepsl: XS, S, M, L, XL;

7. TlepyaTkm  MefguUMHCKUE AuarHocTuyeckme HecTepunbHble Clean+Safe |, HWUTpWNOBble:  HEONYAPEHHbIE,
TEKCTYpUpOBaHHbIe Ha NanbLax, runoannepreHHole EN6G, pasmepsl: XS, S, M, L, XL;

8. lMepuatkn MeAMLMHCKME AMarHocTuyeckue HecTepunbHble Clean+Safe |, HWTpunoBble:  HeonyApeHHble,
TEKCTYpPUpPOBaHHbIE Ha nasbLax, runoannepreHHsle EN7, pasmepol: XS, S, M, L, XL;

9. [lepyaTkn MefULMHCKUE OUAarHOCTUYECKME HecTepusibHble Clean+Safe® High Risk, HUTpunoBble: HEONYApPeHHbIe,
TEKCTypupoBaHHble Ha nanbuax ENS, pasmepsl: S, M, L, XL, XXL;

10. MepuaTku MeAuLMHCKME AmMarHocTuyeckue HectepuibHble Clean+Safe High Risk, HUTpunoBble: HeonyApeHHbIe,
TEKCTYpupoBaHHble Ha nanbuax EN9, pasmepsl: S, M, L, XL, XXL;

11. TlepyaTKn MegMLMHCKME fuarHocTuyeckne HectepunbHble Clean+Safe® High Risk, HATpunoBble: HeonyApeHHbIe,
TeKCTypupoBaHHble Ha nansuax EN10, pasmepbl: S, M, L, XL, XXL;

12. Tepyatkn MeQULMHCKME [MarHocTuyeckne HecTepunbHble COldearS3dfe®, HUTPUNOBbIE:  HEOMYy[PEHHbIE.
TEKCTYpupoBaHHble Ha nansuax EN11 pasmepsl: XS, S, M, L, XL;

13. MepyaTku MEeANUMHCKNE AMarHocTuyeckue HectepunbHble Oldaan-B83ffE®, HUTPUNOBbLIE:  HEOMyApPEeHHbIe,
TEKCTYpUpoBaHHble Ha nanbuax EN12, pasmepsl: XS, S, M, L, XL;

14. MepuyaTkyn  MeAULMHCKME [uarHocTUyeckme HectepuibHble OldearE38E®, HUTPUIOBbIE:  HEOoMy/[peHHbIe.
TEKCTYpPMpPOBaHHbIe Ha nanbuax, runoannepreHHole EN13, pasmepsi: XS, S, M, L, XL;

[Janee no TekCTy - nepyatku, usgenus, nepyatku Clean+Safe®, nepuatku Clean+Safe® HUTpWnoBbIe.

2. CBefileHuA o pa3pa60Tqv|Ke N N3roTtoBuTenie MeguLUMNHCKOro n3penna, ynosIHOMO4YeHHOM
npegcraBuTesie N3ATOTOBUTEJIA

PaspaboTunk
«[MepycaxaaH etax Acac CaH. bxg.», Manainsus

Anpec: YyacTtok 1365, baty 17, kanaH CyHraii CembunaHr, r. Jxepam, Kyana CenaHrop, CenaHrop
Hapyn 3caH 45800, Mananisus (Lot 1365, Batu 17, Jalan Sungai Sembilang, Jeram, Kuala Selangor,
Selangor Darul Ehsan 45800, Malaysia)

Ten.. +603 3264 0787, (hakc: +603 3264 0644
N3roToBuTtenb

«[MepycaxaaH Metax Acac CaH. bxg.», Manaiizus

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



Agpec: YyacTtok 1365, baty 17, kanaH CyHraii CembunaHr, r. bxepam, Kyana CenaHrop, CenaHrop
[Hapyn 3caH 45800, Manaiians

Ten.: 4603 3264 0787, thakc: +603 3264 0644
Y NONHOMOYEHHbIW MpeAcTaBUTe/lb U3TOTOBUTENS
AO «MPOTEKO»

KOp. agpec: 192102, r. CaHkT-IeTepbypr, yn. Canosa, 4. 57, kopn. 1, imt. U

dakTnyecknin agpec: 196128, r. CaHkT-leTepbypr, yn. Bapliasckas, 4. 5, kopn. 2, ojuc 401, BL|
«BapLuaBCcKuin»

TenethoH: +7 (812) 635-88-90; an. nouta: info@prolecodent.ru

3. HasHaueHue MeAULUHCKOro U3Aenns U NPUHLUNbI AeAcTBUS

Mepuatkn Clean+Safe® npefHa3HauyeHbl Ans UCMONb30BaHUS B KAYeCTBE ABYXCTOPOHHErO Gapbepa Ans
3alLY bl KaK MauyeHTa, Tak U NepcoHana oT PasfMYHON KOHTaMMHALIMM NPU NPOBEAEHNI MEANLIMHCKMX
MCCNeoBaHIA, AMarHOCTUYECKIX U TepaneBTUYECKMX NPOLEAYp Wan ANs APYTMX CaHUTapHbIX LieNe, a
Takke ANS  WCMOMb30BaHUS B KOCMETONOTMW.  W3aennsi  HecTepusibHble, [ANsS  OAHOPa30BOro
CMO/b30BaHMS.

Mepuatky Clean+Safe® HUTPUNOBbIE PEKOMEH/I0BAHbI C/IEAYHOLMM NOTPeGUTENSM:

MEAMLUMHCKAM  pabOTHUMKAM B KOCMETO/MIOTMYECKMX — KAMHMKAX U MEAULMHCKMX
YUPEXAEHUSX, TaKUX KaK G0/MbHULbI, POAU/bHbIE JOMA, MOSMKIVHUKA 1 KaBUHETbI Bpaye,
B TOM YWC/IE U YaCTHbIe, APYr1e MeAULIMHCKNE YUPEXAEHMS

(QM3NYECKUM  NMLAM, MPUMEHSIOLMM  M3[eNe MO Ha3HAYeHWto,  OnpeaeneHHOMY
N3roTOBUTENEM.

4. OnuncaHne MegULUMNHCKOI0 U3esins, KOHCTPYKLUUA

Mepuatkm  Clean+Safe® HWUTPUIOBbIE  M3rOTOBMEHbI W3 OYTaAMEH-HUTPWUIBHOTO  Kayuyka
(Acrylonitrile Butadiene Nitrile), no kpaiwd MaHXeTbl WMeKT BaIMK, NPU MOMOLUM KOTOPOro
obecneumBaeTcsi (PMKcaUWs MepyaTKM Ha 3anacTbe. Ba/MK CKpyyeH BOBHYTPb MepyaTku, uTO
MPenATCTBYET CKAaTblBAHWIKO MEpPYaTKM U UCKIHOYAeT BEPOATHOCTb CKar/MBaHUS 3/1IEMEHTOB C
MH(EKUMOHHO ONAacHOCTbIO MeXAy Ba/IMKOM W Hapy>KHOW MOBEPXHOCTbO.  M3genns  mnmeroT
pas/iMyHble BUAbl OTAENKWN: OMNYAPEHHYIO MOBEPXHOCTb, MOBEPXHOCTb 63 OnyApvBaHMWS, TEKCTYPHbIiA
PUCYHOK, HaHEeCeHHbI MO BCeli MOBEPXHOCTM MepyaTKM WM TOMbKO Ha nasblaX, a Takke
MOAM(MKaLMIO MOBEPXHOCTU C MOMOLUB0 06paboTKM nonnMepamu (MOMMEPHOE MOKPLITUE HA
BHYTPEHHEn MOBEPXHOCTM) WM  XNOpUpoBaHUA (O4HOKpaTHOE WM  [BOMHOE  X/I0pPMpOBaHue).
O6paboTka Monvmepamyi 1 X10pUPOBaHUE CMOCO6CTBYIOT MPeAOTBPALLEHUIO CMMMAHWUSA CTEHOK W
06ecneunBatoT fIerkoe CHATNE MU3AENNA C PYKMN.

5. lMokasaHusl, NpPOTUBOMOKa3aHWs, Mepbl MNPeAOCTOPOXKHOCTU, NO060YHbIE 3DPEKThI,
CBSI3aHHbIE C MPUMEHEHNEM MeAMLIMHCKOrO U3AeNNs Mo HazHauYeHUo

[MoKa3aHus

cnonb3oBaHve MpU  MPOBEAEHUM  MEAVLMHCKUX — WUCCNeAOoBaHWiA,  AMarHOCTUYECKUX U
TepaneBTUYecKMX NPoLeayp UAv Ans ApYrmx CaHUTapHbIX LEnei. Vicnonb3oBaHne B KOCMETOMON N,

[MpoTrBONOKa3aHMA
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MpoTmBonokasaHwem And  npuMeHeHns nepyatok  Clean+Safe®  HUTPUNOBLIX — ABNSAETCH
VHAMBUAYaNbHAsA HENepeHOCMMOCTb KOMMOHEHTOB CbipbA M3genua. [pu MoABNeHUW pasfpakeHus
MpeKpaTUTb UCMONb30BaTb U3Le/Nne N 06paTUTLCA 33 KOHCY/bTalMeld K Bpayy.

Mepb! NPeAoCTOPOXKHOCTM

Mepen aKcnnyaTauyeli 03HAKOMUTLCS C UHCTPYKLWEl No NPUMEHEHNIO. He 1crnonb3oBaTh NepyaTku
C UCTEKLLIM CPOKOM FOAHOCTW. He 1Cronb30BaTh, eCv nepyaTka noBpexaeHal

3anpeLleHo 1CMonb3oBaHMe OAHOM M TOW e Napbl OAHOPA30BbIX MEpPYaToOK MpPU MPOBEAEHUM
MEANLMHCKUX MaHUMYNSAUMiA HeCKONbKMM naupeHTam. CreflyeT CMeHUTb NepyaTki npy BbIMOHEHUN
MEAMLMHCKUX  MaHUNynsuwiA Yy OAHOrO MauMeHTa B PasMyHbiX aHAaTOMUYECKUX 06MacTsx,
OT/IMYAIOLLIMXCA MO COCTaBY MUKPOQ/IOPSI.

Mepen MCMOMb30BaHKEM 1 MOC/E MCMOMb30BaHKS NMepYaTOK NMPOBOAWTCS FMIMEHNYECKas 06paboTKa
pyK. MepyaTKu HafleBarOT TOMIbKO MOC/E NMOTHOFO BbIChbIXaHWS CPeACTBA AN1st TUIMEHNYECKO 06paboTKM
Ha KOXe pyK.

Moy 3arpsisHeHUM NEepYaToK BbIAENEHUSMI, KPOBLIO M T.M. BO M3GEXaHMEe 3arps3HeHUs pyK B
MPOLLECCe WX CHATWS CNeflyeT TamroHOM (candeTKoit), CMOUYEHHbIM PACTBOPOM AE3UHMULMPYHOLLErO
cpeacTBa (MMM aHTMCENTUKA), y6paTb BUAMMblE 3arpsisHeHUs. CHSITb MepuyaTku, MorpysuTb WX B
pacTBOP CPEACTBA, 3aTeM YTWUIN3MPOBaTb. Pykn 06paboTaTh aHTUCENTUKOM.

MepyaTknM [OMKHbI ObITb CHSATbI Cpasy MOBPEXAeHUs (MMM BO3HWUKHOBEHUS TMOAO3PEHUS Ha
HapyLLEHME X LieNIOCTHOCTH), a TAKXKe eC/IM €CTb MOKa3aHWs /11 NPOBEAEHNS TUTVEHbI PYK.

OnyapeHHble nepyaTKy PEKOMEH/YETCS UCMO/b30BaTh /11 KPAaTKOBPEMEHHbIX MaHUnynsuuii (oo 10
MUHYT B CpeaHeM). B 3ToM cnyyae pasgpaxkeHue oT Myapbl Ha KOXe ByAeT MUHUMANbHO.

Nob6oYHble 36DPEKTHI

Mo60ouHble 3(hheKTbl, KOTOPble MOFYT MPUCYTCTBOBATb BC/EACTBUE MCMONb30BAHUS MEAWLIMHCKOTO
M30enns Mo HasHAUYEHWMIO: aneprimyeckme peakLyn BCReACTBYE HENepeHOCUMOCTY MaTepuanioB W3Aenns;
HeannepruyeckniA  KOHTaKTHbIA  [epMaTUT  BCMEACTBME  WHAMBWAYaNbHOW  HEmnepeHOCUMOCTY
KOMMOHEHTOB ChbIpbsi M3[enus, BKNoYas A06aBKW, UCMOMb3yeMble B MPOLIECCE NMPOM3BO/ACTBA NEpUaTok,
1 MOPOLLIOK NS OMyAPUBaHUS.
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Inodnucb! [MeyaTs-. HOTAPUYC, C.C. PABUYAHAPEH, KnaHr, CenaHrop 4.3.]

6. lMopAagoK NpUMeHeHUA

1 [locTaTtb nepyaTKy 13 yrnakoBKMw.

2. TMpukacatbCsA TONLKO K TO YacTy nepyaTku,
KoTopas 6yAeT HaX0oAUTLCA Ha 3ansicTbe
(BEPXHWIA Kpalh MaHXETbI).

3. Hapgetb nepsyto nepyarky.

4. B3aTb BTOPYIO NepyaTKy pyKoii 6e3 nepyaTku
Y NpMKacaTbCs K TOW YacTu nepyaTku, KoTopas
OyeT HaX0AMTbCA Ha 3ansCTbE.

5. UTto6bl n36exxaTb NPUKOCHOBEHWS PYKM C
HaZIeTON NepyaTKomM K KOXe npeanieybs,
BbIBEPHYTb Hapy>XXHYH MOBEPXHOCTL NMepyaTKu
TaK, YT0Obl HAZIETb €€ Ha COTHYTble MasibLibl
PYKW B NepyaTke, 3TO NO3BOMNT HAAETb
BTOPYIO MepyaTky.
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6. [locne TOro Kak nepyaTtkn HageTbl, Hefb3s
npuKacaTbCA K Nt06bIM 06BbEKTaM BHELLHEN
Cpefbl, KOHTaKT C KOTOPbIMWU AB/IAETCA
nokasaHnem Asid CMEHbI NepyaTok.

7. Tlocne ncnonb3oBaHWA 3axXBaTUTb NMasibLaMu
OHY NepyaTky Ha YpPOBHe 3anscTbs, YTOObI
CHATb ee, He 0TParnBasch K Koxe
npeanseybs, 1 CTATMBaTb €€ C PyKM Tak,
4TOObI MepyaTKa BbIBEPHY/IACh HaM3HAHKY.

8. [lepaTb CHSTYIO MepyaTKy B pyKe C HafleToi
MepyaTKoi, NOABECTM MasbLibl PyKW, C
KOTOPOVA CHsITa MepyaTtka, BHYTPb - Mexay
BTOPOIA NepyaTKon 1 3ansacTbeM. CHATb
BTOPY!O NepUaTKy, CKaTbiBasi €e C PyKu, 1
BMOXWTb B MEPBYHO NepyaTky.

9. YTUAM3MPOBATb CHATbIE MEPYATKM.

10. CobntogaTb rurveHy pykK rnyTeMm rurMeHUYeckon aHTUCENTUKN WM MbITbSt PYK C MbLIOM.
7. Pa3mepbl

Pasmep XS S M L XL XXL
LLnpuHa, 5 75 MM 85 mm %Swmv 106 MM 116 MM 120 MM

He meHee 235 Mm
OnnHa(mm) . .
He meHee 270 MM (C YA/IMHEHHOW MaHXXETON)

8. PYHKUMOHaNbHbIE N TEXHUYECKNE XapPaKTEPUCTUKN

Pur3nyeckmne XapakTepuUCTUKN: MPOYHOCTb Ha PacTsKeHue, He meHee 14 Mlla, ygnuHeHwe npu
paspbiBe, He MeHee 500 %, cuna npu paspbiBe, He MeHee 6,0 H (10 YCKOPEHHOro cTapeHus); NPOYHOCTb
Ha pacTsXeHue, He MeHee 14 MIa, ya/iMHeHne npu pa3pbiBe, He MeHee 400 %, cuna npu paspbise, He
MeHee 6,0 H (nocne YyCKOpeHHOro cTapeHus).
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BogoHenpoHuLaemMocTb, ypoBeHb KOHTPons/AQL - GV1.5.
CofepkaHue nopowka: He 6onee 10 mr/gm™ (Ana onyapeHHbIX nepyaTok), He 6onee 2 Mr/mepyarka
(8na HeonyapeHHbIX NepyaTok).

9. CTaHpapTbl, NpMMeHSAeMble ANA NOATBEPXAEHUS COOTBETCTBUA OCHOBHbIM TpeboBaHUAM
OvipekTnBbl 93/42/EEC 0 MeANLNHCKUX U3LeNnax

EN 455-1; EN 455-2; EN 455-3; EN 455-4; EN 1041; 1SO 2859; 1SO 9001; ISO 10993-1; 1SO
10993-5; ISO 10993-10; EN ISO 13485; EN 1SO 14971, ISO 15223-1; I1SO 21171; ASTM D6319.

10. KomMnaeKT noctaBKuU

MeaunumHckme nsgenus «lepyaTkn MeAVUMHCKME AuarHocTuyeckne HectepunbHble Clean+Safe®,
HUTPW/IOBbIE» YrMakoBaHbl B TPYnnoByto (NOTPeOUTENbCKYH) YNAaKOBKY - KapTOHHYH KOPOOKY B
Konmuectse: 50 wr. (25 nap). Kpowme Toro,

MepyaTkn  MeAMUMHCKWE — AuarHoctuyeckue  HecTepusibHble  Clean+Safe®,  HUTpuUoBble:
HeonyApeHHble, TeKCTypupoBaHHble Ha nanbuax ENS, pasmepbl XS, S, M, L - no 100 wr. (50 nap),
pasmep XS - no 250 wr. (125 nap), pasmepbl XS-XL - no 200 wr. (100 nap).

11. PacwmnpoBKa CUMBO/IOB, MPUMEHSIEMbIX B MAapKUPOBKE YNaKOBKM

Cunmson Pacwundposka CnmBon PacwudgppoBka
MN3rotoBuTENb WH [laTa 13roToBnieHns
LOT Kog naptum
He cTepunbHO bepeyb OT Bnaru
He pa3peLueHo K
TemnepaTypHbIii A1Mana3oH yTunu3auum B
06bI4HOM NOpsALKe
He gonyckaTb BO34enCTBmS 3anpeT Ha NOBTOPHOE
COJIHEYHOrO CBeTa NpYMeHeHme
(Y O6paTUTLCA K UHCTPYKLMK REF Howmep no katasnory
[ I/I MO NPUMEHEHMIO (apTvikyn)
3HaK COOTBETCTBMSA NP
CoortBeTcTBYE " [eKnapupoBaHnm
C€ eBpOnecKUM HopMam COOTBETCTBUA B

cucteme N'OCT P
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12. Tpe6oBaHMA K TEXHUUYECKOMY 06CNY>KMBAHUIO N PEMOHTY MeAULMHCKOrO 13aenms

W3pgennsa npocTbl B MPUMEHEHWW, CnyXaT [An8 OLHOKPATHOro MpUMeHeHWus, He TpE6yIOT
CI'IELWI&I'II::HOVI noaroToBkn un ocoboi KBaI'Il/ICbVIKaLWIVI nosnb3oBarens. B TexHnyeckom 06Cfly)KVIBaHVIVI
N PEMOHTE HE HYXXOakOTCA.

13. YcnoBusi XxpaHeHUs, TPAHCMNOPTUPOBAHMSA M 3KCNyaTaLum

XpaHeHve: M3genns fOMKHbI XPaHUTLCS B XOPOLLO MPOBETPUBAEMbIX MOMELLEHMSX BAaan OT
MCTOYHUKOB TEMna, COMHEYHbIX Ny4eil, MPSIMOro BO3AECTBUS MCTOYHMKOB CBETA W 3MEKTPUYECKOrO
060pYI0BaHMS. YNAaKOBKM HE06X0AUMO MPefoXPaHaTh OT 3arpsi3HeHMs, 3arbLUeHNs, HAMOKaHMS 1 OT
paspbiBa.

YcnoBust XpaHeHUs:
- Temnepatypa- ot Ogo +37 °C,;
OTHOCUTE/IbHas BNaXKHOCTb BO3ayXa - 65-80 % 6e3 KoOHAeHcaLmmn Brarv
aTMocepHoe faBneHune: 755+20 MM pT. CT.

TpaHcnopTMpoBaHue: TpaHCMOPTMPOBaHME MepYaToK, YMaKOBaHHbIX B TPAHCMOPTHYK Tapy,
[O/MKHO OCYLLECTBNATLCA BCEMU BWAAMM  KPbITbIX TPAHCMOPTHLIX CPEACTB C  COBMOfEHVEM
MpPeoCTOPOXKHOCTEN, YKa3aHHbIX Ha TPAHCTOPTHOM Tape, U B COOTBETCTBUM C MpPaBMIaMn MePeBO3KM
rPy30B, AEVCTBYIOLIVMMM Ha TPaHCMOpTe AaHHOrO BiAaA.

Ycnosus TpaHCNOPTMPOBaHMA:
Temnepartypa- ot 0 40+37 °C
OTHOCUTE/IbHasA BNaXKHOCTb BO3dyxa - 65-80 % 6e3 KOHAeHcaumn Bnaru
aTMocepHoe faBneHune: 755+20 MM pT. CT.

Skcnnyataums: M3gennst NpUMEHSIIOTCS B MEAWLMHCKUX  YUPEXAEHWSIX, B MOABMXKHbIX
TPaHCMOPTHbIX CPEACTBAX, B MOMEBLIX W AOMALLHMX YC/OBUSIX, B YCMOBUSX, TPEOYHOLIMX 3aLUTbI PyK
MeAVLMHCKOro PaboTHMKA NPU UCMONb30BaHWM U3AENMUS MO Ha3HAUEHMUIO.

Ycnosusa skcnnyaTauum:

- Temnepatypa- o1 0 go +37 &
- OTHOCWUTENbHasA BNaXHOCTb BO3ayxa - 65-80 % 6e3 koHAeHcauun Brarun
aTMoc(epHoe fasnieHue: 755+20 MM pT. CT.
14. Ctepunusaums, gesmHpekuns

MepyaTkKM  MEAWLIMHCKME  AMArHOCTUYEeCKMe  HecTepunbHble  Clean+Safe®,  HUTpUNOBbIE:
HeCTepPU/bHbI, NpeHasHaueHbl A1 OAHOKPATHOIrO NMPUMEHEHNS.

15. [laHHble N8 YTUAU3ALMN WU YHUUTOXEHUS MEAULMHCKOTO U3aenus

MeguuuHCKe  M3aenus  AOMKHbI - YTUAM3MPOBATLCS B COOTBETCTBUM C  MEAMLMHCKMMM
npoueaypaMu, MNPUHATBIMA B MEAUUMHCKUX YUPEeXAEHUSX, U MECTHbIMW, TOCYAAPCTBEHHLIMW W
(hefilepanibHbIMM HOpMaTVBamu. Bblbop MeTOA0B 6e30MacHON YTUAM3aLUN U YHUHTOXEHWUS U3LeNNIA
3aBMCUT OT MOLLHOCTM W NPOUNA  MeAUUMHCKOA OpraHusauun, Haamyums YCTaHOBOK MO
06€e33apaXMBaHNI0/06e3BPEXMBAHNIO  OTXOA0B, CMOCO6a 06E3BPEXMBAHUA/YHUUTOXEHMS OTXOA0B,
MPUHATOrO Ha aAMUHUCTPATUBHON TEPPUTOPUN (CXKMUFaHKe, BbIBO3 Ha NOMUIOHBbI, YTUAN3ALMS).

MeaunumHckme nsgenns «lMepyaTky MeaMUMHCKME AnMarHocTuyeckmne HectepunbHble Cleant+Safe®,
HUTPW/IOBbIE» B  3aBUCMMOCTM OT CTEMeHW WX 3NUAEMUOSIOTMYECKOR, TOKCUKOMOMMYECKON U
pafMaUyoHHOM OMacHOCTU OTHOCATCA K 3MWAEMUONIONMYECKM OMacHbIM  MEeLULMHCKUM  OTXOLaM:
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MaTepuasibl M MHCTPYMEHTbI, MpeaMeTbl, 3arpsi3HeHHbIE KPOBbIO W/WAW APYrMMK  BUOMOrMYECKMN
XXUIKOCTAMM.

Mocne WCNOMb30BaHWUS MeAWLIMHCKME un3aennst «MepyaTku  MeAWLMHCKUE  [MarHOCTUYECKIE
HecTepunbHble Clean+Safe®, HWTPUNOBblE» MOMELLAOT B CMeLMabHble NaKeTbl A1 MEANLMHCKMX
OTXOZ0B, Pa3/MYaloLLMecs MO LBETY B 3aBMCMMOCTM OT Kfacca OMacHOCTM OTXOAOB (Hanpumep,
XenToro upeta). locne 3anonHeHUs He 6onee 4YeM Ha Y uyacT 06bemMa MakeTbl 3aBs3bIBAOT C
CNO/Mb30BAHMEM CTSXKEK W TPaHCMOPTUPYKOT K MECTY BPEMEHHOTO XpaHeHus. TpaHCropTUPOBKa
Mycopa M3 YUPEXAEHWIA K MECTY YTUNN3aLIMI OCYLLLECTBISIETCA CMNELMANN3MPOBaHHBIMM KOMMAHUSMM.

MoTpebuTenbckas ynakoBka, GpakoBaHHble M3LENA U HEWUCMONb30BaHHbIE U3LENNUS C UCTEKLIMM
CPOKOM TOAHOCTM OTHOCATCS K 3MUAEMUONIOrMYECcKN 6e30MacHbIM  0TX04aM, MPUOIVIKEHHbIM MO
cocTaBy K TBepAbIM 6bIToBbIM 0TX0f4am (TBO).

YTUnmsaums  u3fenniA  [JOMKHA  OCYLUECTBASATLCS B COOTBETCTBUM € TpeGoBaHMSMU
3aKOHOATENbCTBA W HOPMATUBHbIX AOKYMEHTOB MO YTUAM3ALMM MPOAYKUMWU, MPUHATLIX B CTpaHe
MPYMEHEHNS MEAVLIMHCKOTO U3fenus.

16. MapaHTUiiHble 06513aTe/IbCTBA M CPOK FOAHOCTM

MN3roToBUTENb TapaHTUPYeT COXPaHHOCTb BCEX MAapaMETPOB M XapaKTepPUCTUK MEepyaToK B
TEUeHVe BCEro Cpoka roAHOCTV: 3 rofa NP YCMOBUM LIEMOCTHOCTM YMaKoBKW, COGMIOAEHNS YCNOBWIA
XpaHeHWs!, TPAHCMOPTUPOBKM W 3KCMN/yaTaluy B COOTBETCTBUMN C MHCTPYKLIMEN.

CTtpaHnya 9 uns3 9
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noAnuch

Poccuiickaa d®epepaymns
Mopog Mocksa
[ecsaToro HoA6pS ABe ThiCAYM ABajLaTOro roga

A, AkumoB [1e6 Bbopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO MOAMMHHOCTb
nognucy nepesogunka CTaHeBoin EBreHnmn AnekcaHpoBHbI.
Moanuck caenaHa B MOEM MPUCY TCTBUN.

JInyHoCTb noAnucasLLero JOKYMEHT yCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: /1? 77/09 ~H/77- 2020~ /N /C /f

B3bIiCkaHO rocyaapcTBeHHOW nouwwbl (no Tapudy): 100 pyo6.
YnnayeHo 3a oKasaHvie ycnyr npaBoBOro 1 TexHnyeckoro xapakrepa: 300 py6.

n13ANNChb 6. AKNHOB

lepboBas neuvatb
HoTapuyca r.MoCKBbl

Akumosa [ .b.

MpoLIHYpOBaHO, NPOHYMEPOBAHO
1 CKPEN/o nevyaTbho jiucm(-a.-oe).

HoTapwuyc:

Poccuiickasn OeflepaMvw

1 0 H0f| 2020 lopopaMocKDa

_fc«a

1, AkumoB Tne6 bupucoBuy. HoTapuyc ropoge MOoCKBbI
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