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

Medical diagnostic (examination) disposable non-sterile gloves “BENOVY**, in hardware
versions:
1 Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ nitrile finger textured
powder free chlorinated (beaded cuf!), color; white, black, blue, violet blue, green, pink, size: XS, S,
M, L, XL. Scries; 35-IC. Type 185830.
2. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ nitrile finger textured
powder free chlorinated (beaded cuff), color: white, black, blue, size: XS, S, M, L, XL. Series: 4-1C.
Type 185830.
3. Medical diagnostic (examination) disposable gloves “BENOVY” non-sterile nitrile finger textured
powder free chlorinated (beaded cuff), color: white, black, blue, size: XS, S, M, L, XL. Series: 5-IC.
Type 185830.
4. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ nitrile finger textured
powder free chlorinated (extended beaded cuff), color: white, blue, size: XS, S, M, L, XL. Series: 6-
IC. Type 185830.
5. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™” nitrile with full-
surface prominent diamond texture for better grip powder free chlorinated (beaded cuff), color:
orange, black, light green, blue, size: XS, S, M, L. XL. Series: 65-1C. Type 185830.
6. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY™ nitrile with full-
surface prominent diamond texture for better grip High Density powder free chlorinated (beaded
cuff), color: orange, black, light green, blue, size: XS, S, M, L, XL. Series: 83-1C. Type 185830.
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1.2 Manufacturer (producer) of the medical device
Manufacturer (producer) ofthe medical device:

Hycare International Co., Ltd.
1197, Moo 3, Asia Highway, Khuanlang, Hat Yai Songkhla, 90110, Thailand

Address ofthe medical device manufacture:

1197, Moo 3, Asia Hi*way, Khuanlang, Hat Yai Songkhla, 90110, Thailand

1.3 Purpose of the medical device

The gloves are intended for single use as protective barrier on healthcare professional's hands
during examination/treatnient of patient or for other medical goals.

1.4 Scope of the medical device

Gloves are used during medical researches, diagnostic, therapeutic, dental and treatment
procedures, sanitation and laboratory researches, as well as handling cont~inated medical
materials/devices/surfaces, providing hand hygiene, as also protection of patient and healthcare
professional from cross-contamination.

15 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 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 ORC to 25°C and relative humidity from
65% up to 85% in accordance with the instruction for use on medical device.

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

YCARE

MIEWtMIOMM. COi.ID

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



1.7 lodioitions for use of the medical device

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

1.8 Contradictions for use of the medical device

The presence of an allergic reaction to residual process chemicals in the medical device in a
patient or a healthcare professional.

1.9 Operating principle of the medical device

The basis of nitrile examination disposable gloves limits movement of infectious substances,
increases the efficacy of antimicrobial protection in medical facility, protecting the healthcare
professional against possible infection during examination/treatment of the patient and other
sanitation activities, as well as contributes to reliable capture of medical instruments and increases
safety of the work.
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1.10 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:

1) Take a glove from the box. It is recommended to touch die bounded surface of the glove
corresponding to the wrist (upper edge of the cuff).

2)  Pull on the first glove.

3) Take the second glove with your bare hand, touching the bounded surface of the glove
corresponding to the wrist.

4) 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.

5) Having put the gloves on, it is required to touch only those objects provided for by the in-
dications for use and conditions of the use of the gloves.

6) 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:

1) To take a glove off, 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.

2) 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.

3) Discard tlie gloves and wash your hands thoroughly.
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111 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;
It is necessary to choose the gloves depending on the type of the performed manipulations;
Touching is permissible only to the bounded surface of the glove corresponding to the wrist
(upper edge of the cuff);
It is necessary to change the gloves in case of any defect, puncture, damage, contamination,
fluid contact with skin under the glove, as well as stickiness. If one glove is damaged, change
both ones;
Depending on the type of the performed manipulation, to keep an optimal level of protection, it
] is recommended to change gloves every 60-120 minutes;

] Do not wet and keep away from moisture;
It is necessary to put the gloves on dry hands only;

] Avoid exposure to direct sunlight;
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.

1.12 Shelflife of the medical device

The established shelf life of the examination disposable non-sterile nitrile gloves is 5 years.
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2 Transportation, storage and disposal conditions of the medical device
2.1 Transportation conditions of the medical device

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

2.2 Storage conditions of the medical device

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

Products should be handled with caution when they are stored at temperatures below 15°C, as
during careless handling, they can be stiff and sensitive to deformation. After storage at a low
temperature, gloves should be warmed up to 30°C before use throughout all product volume.

2.3 Disposal conditions of the medical device
J Disposal of the medical device “Medical diagnostic (examination) disposable non-sterile gloves
"BENOVY”” in the Russian Federation is carried out by the medical organization as class B waste in
accordance with SanPiN 2.1.7.2790-10 “Sanitary-epidemiological requirements for medical waste
management” and approved guideline of the organization.

3 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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4.2 Physical specification of the medical device

4.2.1 Physical and mechanical performance of the medical device

Physical and mechanical parameters of the medical device are represented in tables 2 and 3.

Table 2 - Values of physical and mechanical parameters of the medical device before
accelerated aging:

Value of physical and mechanical parameters before accelerated aging

Elongation at break, %, min Force at break, N, min Nominal strength, MPa, min
500 7.0 14

Table 3 — Values of physical and mechanical parameters of the medical device after
accelerated aging:

Value of physical and mechanical parameters after accelerated aging

Elongation at break, %, min Force at break, N, min Nominal strength, MPa, min
400 6.0 14

4.2.2. 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.

Hermeticity. Medical gloves are hermetic. Acceptable quality level (AQL) is <1.5.
Powder. For medical examination nitrile powder free gloves, the content of residual powder is

determined in accordance with the requirements of ASTM D 6124. The value obtained does not
exceed 2 mg per glove.
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5 Adveree reactions
I"famifestation of dermal hypersensitivity reactions, when using the device is possible.
6 Circumstances, in which the consumer must consult healthcare professional

The patirat is recommended to consult healthcare professional in the event of dermal hypersen-
sitivity reactions, when using the device.

7 Manufacturer's warranties

The manufacturer (producer) guarantees preservation of all the parameters and
characteristics of the medical device taking into account acceptable quality level (AQL) < 1.5, as
well as the quality of the medical gloves within all shelf life (5 years) from the dale of
manufacture upon the condition of package integrity, observance of transportation, storage and
operation conditions in accordance with the instruction

8 Data on Authorized representative of the manufacturer (producer)

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

“BENOVY” Company Limited (“BENOVY” Co., Ltd.)
Russia, 194292, St. Petersburg, 1,5-y Verkhniy pereulok, literaJ, office 205
Tel.:+7 (812) 3091632

www.benovy-company.ru
e-mail: benovy@benovy-company.ru

Initial issue of operational documentation (instructionfor use for medical device "Medical
diagnostic (examination) disposable non-sterile 0oves *BUNOVY"”"): December 2019

Managing director IMr. Wemer Gostner/

whlifiefi S
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1.1 HammeHoBaHWe MeAULMUHCKOIo n3genus

MepyaTkKy MeAULUHCKME fMarHocTMyeckue (CMOTPOBble) O4HOPAa30Bble HECTEePU/IbHblE
«BENOVY», B BapnaHTax UCNO/HEeHMNA:
1 TMepyaTkKM MeAMLUMHCKME [MArHOCTMYECKMe (CMOTPOBbIE) OfHOPa30Bble HECTEpPU/IbHbIE
«BENOVY» HUTPWUNOBble TeKCTYpPUPOBAHHbIE Ha MNanblLax HeonyApeHHble X/0PUPOBAHHbIE
(MaH>XeTa C BaIMKOM), LBET: Genblil, YepHbIli, rony6oil, CUPEHEBbIN, 3eNeHbI, PO30BbLINA, pasmep: XS,
S M, L, XL. Cepua: 35-1C. Bug 185830.
2. [MepuyaTkm MegMUMHCKME AMArHOCTMYeCcKMe (CMOTPOBbIE) OAHOPA30Bble  HECTEpPU/bHbIE
«BENOVY» HUTpWUNOBble TeKCTYpUpOBaHHblIE Ha Nanblax HeonyApeHHble X/0pUpPOBaHHbIE
(mMaHXeTa c Ba/IMKOM), LBET:0€eNblil, YepHbIiA, rony6oi, pasmep: XS, S, M, L, XL. Cepus: 4-1C. Bug
185830.
3. Tepuyatkm MeAUUMHCKME  [OMarHoCTU4YeckuMe (CMOTPOBbIE) 0AHOpas3oBble «BENOVY»
HeCTepUNbHble HUTPWUNOBbLIE TEKCTYPUPOBaHHble Ha ManbLax HeonyApeHHble XNOPUPOBaHHbIE
(MaHXeTa C BalMKOM), LBET: Genblil, YepHbIil, rony6oi, pasmep: XS, S, M, L, XL. Cepus: 5-1C. Bug
185830.
4. TlepyaTKM MeAULMHCKME  AMArHOCTMYEeCKMe (CMOTPOBbIE) OfHOPA30Bble HECTEPU/bHbIE
«BENOVY» HUTpUNOBble TEKCTYPUPOBaHHbIE Ha MafiblaX HeoMyApeHHble X/10pUPOBaHHbIE
(yAnvHeHHas MaHXeTa C BaIMKOM), LBeT: 6enblit, rony6oli, pasmep: XS, S, M, L, XL. Cepus: 6-1C.
Bug 185830.
5 TlepyaTkKm MeAMUMHCKME  fuarHocTuyeckne (CMOTPOBbIE) OAHOPa30Bble HECTEPU/bHbIE
«BENOVY» HUTPUNOBbIE C BbIPAXEHHON POMOOBMAHOW TEKCTYPOW MO BCEli MOBEPXHOCTU ANS
YNYULIEHHOTO CLEeNnNeHnsa HeonyapeHHble X10pUpoBaHHble (MaHXeTa C BaJIMKOM), LiBET: OpPaHXeBbli,
YyepHbIli, CBETNO-3eNeHblIl, ronyboii, pasmep: XS, S, M, L, XL. Cepus: 65-1C. Bug 185830.
6. [MepyaTkM MeAULUMHCKME  AMArHocTuyeckne (CMOTPOBbIE) OAHOPA30Bble HECTEePU/bHbIE
«BENOVY» HUTPUNOBbIE C BbIP@XKEHHOW POMOOBMAHON TEKCTYpPOi MO BCeW MOBEPXHOCTU ANs
YNYYLWEHHOrO CLEenneHns noBbiWeHHON nnoTHocTM (High Density) HeonyapeHHble XN0PUPOBaHHbIE
(MaHeTa C BaIMKOM), LiBET: OpaHXXeBblid, YepHbIA, CBETNO-3e/eHbIl, roNy60i1, pasmep: XS, S, M, L,
XL. Cepus: 83-1C. Bug 185830.
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Mpov3BoanTeNb (M3roTOBUTENb) MEAULVHCKOrO U34S

Xalikea NHTepHawHn Ko., T4,
1197, Moo 3, A3ua Xaityasin, KyaHnaHr, Xatbain CoHrkxna, 90110, TannaHp,

Afpec Npov3BoACTBa MEAVLMHCKOIO U3AENVS:

1197, Moo 3, A3ns Xaityai, KyaHnaHr, Xatbsai CoHrkxna, 90110, TannaHg,

1.3 Ha3HayeHWe MeLULUMNHCKOTO n3gennsa

MepyaTkn nNpegHasHayeHbl 419 OAHOPA30BOr0 MCMONb30BaHWA B KayecTBe 3alUTHOro 6apbepa
Ha pyKax MefgMLMHCKOro paboTHMKA BO BpPeMs OCMOTpa/fevyeHus nauueHTa Wan gns Apyrux
CaHMTapHbIX Lenei.

1.4 O6nacTb NPUMEHEHUS MEAULMHCKOTO M3aenuns

MepyaTKM MCNONb3YKTCA NPWU NPOBefEeHUN MEeULMHCKUX UcCnefoBaHWUi, ANArHOCTUYECKMX,
TepaneBTUYECKUX, CTOMATO/IONMYECKMX W Jfle4yebHbIX npoueayp, CaHWTapHbIX MEPOMPUATUIA W©
nabopatopHbix paboT, a TaKxke paboT C 3apaXeHHbIMWU/3arpsA3HEHHbIMU  MeAULUHCKUMU
maTepuanamu/usgenuaMmun/noBepxHocTamun, obecrneymsas rMrmeHy pyk, a Takxe 3almuTy nauyueHta un
MeJMLMHCKOro paboTHMKA OT B3aUMHOTO 3apaXKeHus.

1.5 MpeAycMOTpeHHbIe MONb30BAaTENN MEAULMUHCKOTO M34enus

MeguunHCcKnii nepcoHan, KOTOPbIA npoBoaunT MeANLUHCKNe nccnegoBaHums,
ANarHoCTMYecKune, TepaneBTUYECKMe, CTOMATONOrMYecKme u nevyebHble Npoueaypbl, CaHUTapHble
mMeponpuAaTUas U nabopaTopHble paboTbl, a Takxe paboTbl C 3apaXeHHbIMWU/3arpA3HEHHbLIMU
MeAVULMHCKAMK  MaTepuanaMmu/msgennamun/noBepxHoCTaMU 1 Apyrue pAeincTsusa, Tpebytowume
cobnoaeHns TpeboBaHWIA NO 3awWuUTe nayMeHTa/MegMUNMHCKOro paboTHMKA OT MNEpPeKPecTHOM
NHGEKLMN.

1.6 YcnoBna NPUMEHEHWNA MEAULWHCKOTO U3genuns

MeguunHCK1Me CMOTPOBbIE 04HOPAa30Bble MepyaTKy NPUMEHAKTCA B NeYebHbIX Un nevyebHo-
NPoMNaKTUYECKNX MeAULNHCKUX YUPeXAeHUAX B 3aKPbITOM MOMeLLeHUN B CyXOM MecTe, BAau OT
NPAMbIX COMHEYHbIX flyyeit, npu Temnepatype oT 0°C fo 25°C M OTHOCUTENbHOW BAQXHOCTM
BO34yXa 0T 65% A0 85% B COOTBETCTBMM C MHCTPYKLMEH Ha MeAULNMHCKOe U3fenue.

MepyaTKy TOMLKO ANIA HAPYXXHOTO NPUMEHEHNS (U34eNNe HE NHBa3UBHOE).
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MoKazaHUAMU K NPUMEHEHUIO MEAULMHCKOTO M3AeNns ABNSAeTC He06X04MMOCTb NPOBEAEHUSs
MEAWNUMHCKUX  UCCNeAoBaHWi, [ANArHOCTUYECKWUX, TeparneBTUYECKMX, CTOMATONOTMYECKUX W
neyebHbIX Npouesyp, CaHMTAapHbIX MeponpuaTWiA 1 nabopaTopHbIX paboT, a Takke paboT C
3apaXXeHHbIMMN/3arpsi3HEHHbIMW MeAULMHCKMU MaTepuanaMmn/m3aenusMmu/noBepxHoCTaIMU.

1.8 MpoTuBONOKasaHUa K NPUMEHEHNIO MeANLMHCKOIO u3aenns

Hanuuue y nauyueHTa UAM MeAMLMHCKOTrO paGoTHMKA anfepruyeckoil peakuuy Ha OCTaTKu
TEXHONOTMYECKUX XMMUYECKNX BELLLECTB B MEAULIVMHCKOM U3AENUM.

1.9 MpuHUMN AeNCTBUS MEAULWUHCKOTO U3aenus

OCHOBa HUTPU/IOBbLIX CMOTPOBbLIX OfHOPA30BbIX MNepyaToK OrpaHMYMBaeT MNepemeLleHne
MHDEKLMOHHbIX BELLECTB, NOBbILIAET 3WHEKTUBHOCTL 06ecrneyeHnss aHTU6aKTepuanbHOM 3alUThbl B
MeAULIMHCKOM YUYpeXKAeHUW, NpefoxXpaHsas MeAULMHCKOro paboTHMKA OT BO3MOXHOIO 3apaXkeHus
npyv OCMOTpPEe/NeYeHMn nauueHTa U APYrUX CaHUTApHbIX [AeCTBMAX, a TakKXe Cnoco6CTByeT
HaZleXXHOMY 3axBaTy MeANLMHCKUX MHCTPYMEHTOB M NOBbILIAET 6€30MacHOCTb PaboThl.
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Mepes nNpuMeHeHWeM nepyaToOK He06XOAMMO NpefBapUTeNlbHO MNPOBECTU TUTMEHUYECKYHD
00paboTKy pyk (06paboTaTb PYKM KOXHbIM aHTUCENTUKOM WAM BbIMbITb WX MbIIOM W BOAOMN).
MepyaTKn HafeBalT TObKO Ha CyXue PyKMW.

Kak HageBaTb mepyaTtku:

1)

2)
3)

4)

5)

6)

N3Bneyub mepuatky U3 KOPOOKW. PeKOMeHAyeTCs KacaTbCsi OrpaHWYeHHOW MOBEPXHOCTM
nepyaTkn, COOTBETCTBYHOLLEN 3anACTbIO (BePXHUIA Kpail MaHXeTbl).

HaTaHyTb nepByto nepyatky.

3Bneub BTOPYK MepyaTKy rofioii pyKow, Kacascb OrpaHW4yeHHON MOBEPXHOCTWU MnepuyaT-
K1, COOTBETCTBYIOLLEN 3ansACTbIO.

Bo nsbexxaHne KacaHUs KOXW Mpefnieybs PyKoi B nepyaTke, NOBEPHYTb HAPYXHY No-
BEPXHOCTb MepyaTKu, KOTOPYIO NPeACcTOUT HafleTb, CMIOXEHHbIMU NanbLaMu pyKu B nep-
yaTkKe, TaKuM 06pa3om, 4YTobbl cAenaTb BO3MOXHbIM HaTATMBaHWe NnepyaTku Ha BTOPYHO
PYKY.

HageB nepuaTku, cnefyeT npukacaTbCs WCKIOUYUTENbHO K nNpeamMeTam, NpesycMOTpeH-
HbIM MOKa3aHWAMMN K MPMMEHEHUIO M YCNOBUSAMU UCMONb30BAHUS MEPYaTOK.

Bo n3bexaHue KoHTamMnHaLMn nepej TeM, Kak NPUCTYNUTb K HOBOW npouenype, cnegyeT
CMEHUTb MepyaTKu.

CHMMaTb UCMOMb30BaHHbIE MepyaTKyM CcnefyeT OCTOPOXHO, M36eras pas3bpbI3rMBaHUS C
MOBEPXHOCTel MepyaTku, NPM KOTOPOM BO3MOXHO MWKPOGHOE 3arpsisHeHMe PyK U OKpy»Katolleid

cpenbl.

Kak CHMMaTb nepyaTKu:

1

2)

3)

t)

UTo6bl CHATL NMepyaTky, CnefyeT MOALENUTL €e Ha YPOBHEe 3ansCTbsl, HE KacasiCb KOXM
npeanneybs, U CTAHYTb C PYKW, BbIBOPaunBas ee Hau3HaHKy.

Y[epxuBas CHATYH nepyaTKy PyKOi B nepyatke, cnefyeT NOMECTUTb Masblibl TOM0NA py-
K Mexay nepuyaTkKoi n 3ansicTbeM. CHATb BTOPYH MNepuyaTky, CKaTaB ee Nno pyke, U BfO-
XWTb B NEPBYIO MepyaTKy.

BbIGpOCUTb NepyaTKy 1 TWaTeNbHO BbIMbITb PYKW.
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1.11 MpegynpencseHns N mepbl NPeLoCTOPOXKHOCTH

3penve npefHasHavyeHo A8 04HOPA30BOro NPUMEHEHWS;

ToNbKO ANA MHAMBUAYANLHOTO MPUMEHEHNS;

Heo6xoanmMo 0653aTeNlbHO KaXKAblii pa3 NpoOBOAUTb TMTMEHWYECKY 06paboTKy pyK nepej
HafleBaHWEM WM CMEHOW NepyaTtok, a TakXKe Noc/ie CHATUA NepyaTok;

Heobxoanmo nofbupaTb NMepyaTKM HY>KHOrO pasmepa — OHW LO/KHbI NErKO HafleBaTbCA U He
[OO/MKHbI  3aTPYAHATL  ABVKEHWA WAW  CAaBnvMBaTb KWUCTWM pyK. He MpuMeHATb npu
HecooTBEeTCTBUN pa3mepa,;

MepyaTkn He06X0AMMO NoL6MPaThL B 3aBUCMMOCTM OT BUAA BbINONHAEMbIX MaHUNYNALNIA;
MPUKOCHOBEHNA AOMYCTUMbl WCKIIOUYUTENIbBHO K OrFpaHWYeHHOW MOBEPXHOCTU MepyaTku,
COOTBETCTBYHLLEN 3aNACTbIO (BEPXHMWIA Kpali MaHXeThl);

Heobxo4MMO 3aMeHUTb MepyaTtku nocfie 06Hapy>KeHUs fedekTa, NPOKONa, MOBPEXAeHUd,
3arpAas3HeHund, npv nonagaHuy Noj Nepyatky >XXWAKOCTW, a TakXKe Npu MosABAEHUU NINMKOCTW.
Ecnv nospegunace ogHa nepyarka, He06Xo04MMO 3aMeHUTH 06e;

B 3aBMCMMOCTM OT XapakTepa BbINOAHAEMON MaHUNYNALUW, ANA NOALEPXKaHWUA ONTUMAbHOTO
YPOBHA 3alNTbl, NepyYaTKM PeKOMeHAYeTCAa MeHATL Yyepes3 Kaxble 60-120 MUHYT,

He MmounTb 1 Gepeyb OT Bnaru;

HeobxoAnmo HageBaTb NepUYaTKU TONbKO Ha CyXUe PYKW;

N36eratb BO3JeiCTBUA NPAMbIX CONHEYHbIX NyYel;

MepyaTKy cofepxxat OCTaTKW TEXHOMOrMYeCKUX XUMWUYECKUX BeLLecTB, CNOCO6GHble Bbl3BaTb
annepruyeckyto peakumio;

MepuyaTkn He rapaHTMpytoT 100% 3awuThl PyK OT MPOKOMOB, MOPE30B W MOBPEXAEHWN,
BbI3BaHHbIX BO3[ENCTBMEM XMMUYECKNX BELLECTB;

1.12 CpoOK rofHOCTU MeLULMHCKOro nsgenns

YCTaHOBMEHHbI/A CPOK TOAHOCTM CMOTPOBbIX OfHOPA30BbIX HECTEPU/IbHbIX HUTPUIOBbIX
nepyaTok cocTaBnseT 5 feT.
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TpaHCNOPTMPOBKA WU3[4ENUS MOXEeT OCYLLEeCTBASTLCS BCEMM BuAamMu TpaHcnopTa (MOPCKOIA,
aBTOMOGUNbHbIN, KeNesHoA0POXHbIV WA BO3AYLWHbIA TPaHCNOPT) B COOTBETCTBUW C MpaBuiamu
TPaHCMOPTUPOBKM, [eACTBYOWMUMN AN8 AaHHOFO BuUAa TpaHcrnopTa. [pu TpPaHCMOPTUMPOBKE He
L0/DKHbI HAPYLIATLCA YCMIOBUA XPaHEHWS.

2.2 YCNnoBusa XpaHeHns MeAULNHCKOTO n3genns

N3penns HeobXOAMMO XpaHUTb B CyXOM MecTe, 3alWWleHHOM OT BO34eNCTBMA NPAMbIX
COJTHEYHBbIX NlyYeld, ICTOYHUKOB Tena, BO3ropaHus, ynbTpauoneToBoro n3nyyeHuns, a Takxxe 030Ha,
npu Temnepatype ot 0°C fo 25°C 1 OTHOCUTENbHOWN BNaXHOCTM BO3ayxa oT 65% [0 85%.

CnepyeT 6bITb OCTOPOXHbLIMU C U3AENNAMM, XPaHALLUMUCA NPy TeMnepaType Huxe 15°C, Tak
Kak npuv HeOCTOPOXXHOM OOpalleHUM OHU MOTYT OblTb JKECTKMMU U  YYBCTBUTE/IbHbIMU K
peopmauuun. Tlocne XpaHeHWs MpPWU HWU3KOW TemnepaType nepyaTky nepef WCNOAb30BaHWUEM
NOMKHbBI 6bITb NporpeTbl 40 30°C no BceMy 06bEMY U3AENUS.

2.3 Ycnosua ytunusayunm meLuUMHCKOT0O N3genmns

YTununsayma — MeguumMHCKOro  m3genua  «lepyatkm  MeAULMHCKUE — AUarHOCTUYecKue
(cmoTpoBble) ofHOpa3oBble HecTepunbHble «BENOVY»» B P® BbiNOAHAeTCA oOpraHusayuen,
OCYLLECTBAAOWEN MeAULNHCKYIO AeATeNbHOCTb, Kak 0TXofAbl knacca b B cootBeTcTBMu ¢ CaHlluH
2.1.7.2790-10 «CaHNTapHO-3NNAEMMNONOTNYECKMMMN TPeBOBAHMUAMK K 06paLLEHNIO C MEANLMHCKAMM
O0TXOAaMU» U YTBEPXAEHHON NHCTPYKLMEH OpraHnu3aunm.

3 MeToabl OUUCTKN W Ae3UHGMEKLUN MEAULUHCKOTO U3LENNS
CMOTpOBble MepyaTKM MNPeAcTaBNsOT  cO6OW  MegMUMHCKOe W3[enue 0fHOPa3oBOro

npuMeHeHus. MOBTOPHOe MCMONb30BaHWE MEAULMHCKOTro U3Aenus sBnsetcs rpybbiM HapyLleHWeM
MeTOZ0B NMPUMEHEHMS.
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dopma MegMUMHCKOTO u3genus. MeAWUuMHCKME CMOTPOBbIE MepuyaTKn UMEeKT MpsMble
nanblUbl, NOAXOAAT Ha NGy PYyKy (HeaHaToMMUyeckue). MaHXeTa MepyaTKu MOXeT 6biTb
YA/IVHEHHOW MW MeTb CTaHAAPTHYO ANUHY. Kpali MaHXeTbl 3aKaTaH B BEHUMK.

MoBepPXHOCTb MeAULMHCKOr0o u3genus. MeanUMHCKME MepyaTKU UMerT HeonyApeHHYo
MOBEPXHOCTb. HeonygpeHHbIE NepyaTKN NOABEPralnTcs 06paboTKe X0POM - X/T0PUPOBAHUIO.

®akTypa BHeELWHe MNOBEPXHOCTU MeAULMUHCKOro wusgenusa. [lepyaTkm MOryT WMeETb
TEKCTYPMPOBAHHYH MOBEPXHOCTb Ha ManbliaxX WM BblIPAXEHHY POMOGOBUAHYI TEKCTYpY MO BCeid
MOBEPXHOCTH.

Pasmepbl MeAWUMHCKOro wu3genusa. B 3aBucumoctu OT pasmepa, B Tabnuue 1 ykasaHbl
3HAYEHUA WNPUHBI, AANHbBI U TONLWWHBI MEAULMHCKOIO U3fenus.

Tabnmua 1- Pa3mepbl MEANLMHCKOIO U3AeNns:

Pasmep
HavmeHoBaHMe nokasaTens
XS S M L XL
WnprvHa W (pucyHok 1), MM <80 80+10 95+10 110£10 >110
OnunHa 1(pucyHok 1), MM, 990 230
He MeHee
TonwuHa (B TouKax, yKasaHHbIX
Ha PUCYHKe 2), MM, He MeHee:
- rnajkas noBepxHOCTb 0,08
- TeKCTYpVpOBaHHas 0,11
MOBEPXHOCTb
TonunHa BEHYNKaA, MM, He 6onee 2,50
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PrucyHOK 1 —T0ouKuM AN N3MEPEHUSA LUMPUHBI N ANINHBI NEepYaTKK

PUCYHOK 2 - TOYKM N3MEPEHNSA TONLWNHBI CTEHKN NMepyaTKku
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4.2 dun3nyeckne xapakTepucTukm MeanLUMHCKOro n3genms
4.2.1 ®N3NKO-MeXaHUUYECKNE XapaKTEPUCTUKN MegULNHCKOTO N3genmna
B tabnmuax 2,3 npefActaBfieHbl (hM3MKO-MeXaHUYeCKune nokasatennm MeguLNHCKOro usgenus.

Tabnuua 2 - 3Ha4yeHns (PU3NKO-MeXaHUUYECKUX MoKasaTenei MeAWLMHCKOrO u3genus fo
YCKOPEHHOTO CTapeHus:

3HaueHne PU3NKO-MeXaHNYECKMX NoKasaTenei
[10 YCKOPEHHOTo cTapeHus

YanuHeHune npu paspbise, %, Ycunue npu paspbise, H, YcnoBHaa npoYyHocTb, MTa,
He MeHee He MeHee He MeHee
500 7,0 14

Tabnuua 3 - 3HayeHus CbVI3VIKO-M€X8.HVI‘—I€CKVIX nokasaTenen MeAMUMHCKOIo mn3genna nocne
YCKOPEHHOIO CTapeHna:

3HaueHue PM3NKO-MeXaHUYECKMX NoKasaTenei
nocfie yCKOPeHHOro cTapeHus

Y anuHeHue npun paspbise, %, Ycunne npu paspblie, H, YcnoBHaa npoyHocTh, MITa,
He MeHee He MeHee He MeHee
400 6,0 14

4.2.2. YPOBHU KOHTPONS W NPUEM/IEMbIIi YPOBEHb KayecTBa
MeAWULMHCKOTO 13aenus

B uenax KOHTPOA KayecTBa MeAULMHCKME NepyaTKy OTOMUPaOT U NPOBEPSIOT B COOTBETCTBUM
co ctaHfaptom I1SO 2859-1.

FepmMeTnYHOCTb. MeAULMHCKNE MepyaTku repmeTuyHbl. lpremneMblil YypoBeHb KayecTBa
(AQL) coctaBnger < 1,5.

OnyapuBaroLwee Beuw,ecTBo. OAnd MeAUUMHCKUX CMOTPOBbLIX HUTPUJIOBLIX HEOMYLPEHHbIX
nepyaTtok cofepXaHwe OCTaTOYHOro ONyAPMBAIOLLErO BELLECTBA ONPeAensT B COOTBETCTBUU C
Tpe6oBaHuaAMM cTaHaapTa ASTM D 6124. MNony4yeHHbIn NoKasaTe/b He NPEeBbIWAET 2 MI Ha OAHY
nepyarky.
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5 Mo6oYHble feCTBUS
B03MOXHblI NnpoABAEHUA Ha KOXXE allnieprnyeckmnx peaKu,mVl npun NCnonb3oBaHNN U3NENNA.

6 O6CTOATENbCTBA, NPY KOTOPbIX NOTPE6GUTENb AO/MKEH NPOKOHCY/IbTUPOBATHLCS
C MEULIVHCKUM PaboTHUKOM

MauneHTy pPeKOMEeHAYyeTcsl MPOKOHCY/NbTUPOBAThCA C  MEAMUMHCKUM  pPaboTHUKOM  TMpu
BO3HWKHOBEHMM Ha KOXE anneprnyecknx peakuuii Npyu ncnonb3oBaHumn n3aenis.

7 [apaHTUnM npons3BoanTeNs

MpounssoanTen  (M3roTOBUTENb)  rapaHTUPyeT  COXPaHHOCTb  BCeX  MapaMeTpoB W
XapaKTePUCTUK MeLULMHCKOr0o U3fenva ¢ y4eToM MpMemMsieMoro yposHa kavectsa (AQL) < 15 a
TaKXXe KayeCcTBO MeAMLMHCKMX MepyaTok B TeyeHWe BCero cpoka rogHoctu (5 net) c parbl
M3roTOB/MEHNSA, MPU YCNOBUWU LENOCTHOCTU YNakOBKMW, COBNIOAEHWUS YC/IOBUI TPaHCMOPTUPOBKM,
XPpaHeHUs 1 3KcnyaTauum B COOTBETCTBUU C UHCTPYKLMEN.

8 C.efieHUs 06 Y NOMHOMOYEHHOM NpefcTaBuTene NPon3BoAnTeNs (M3roToBMTENS)

Mo Bcem BompocaMm, CBSi3aHHbIM C 06paLleHneM MeLULMHCKOTO U3aenus Ha TeppuTopun PO,
HeobxoAnMMo obpalaThes K YNOAHOMOYEHHOMY NPeACcTaBUTENO NPOU3BOANTENs:

OO6LecTBO € OrpaHMYeHHo oTBeTCTBEHHOCTLIO «BHOBW» (OO0 «BMHOBW»)

Poccusi, 194292, r. CaHKT-lNeTepbypr, nepeynok 5-in BepxHuii, gom 1, nutepa XX, nomeuieHne 205
Ten.:+7(812)3091632

www.benovy-company.ru

e-mail: benovy@benovy-company.ru

MepBOHaYa/bHbIA BbINYCK 3KCMNNyaTauMOHHON LOKYMEHTaUUN (MHCTPYKLAM N0 NPUMEHEHMUIO
MeLULUMHCKOro u3genusa «lepyaTKU MefULMHCKME AMarHoCTU4Yeckue (CMOTPOBbIE) OAHOPA30Bble
HecTepuibHble «BENOVY»»): lekabpb 2019

Ynpasnswowuin gnpekTop  /Mognuck/  /T-H BepHep MocTHep/

/Mopanuce/
/WTamn: Xaikea NHTepHawHn Ko., Nta./
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MepeBOA C aHIIIACKOTr 0 S3blKa Ha PYCCKNIA A3bIK BbINOAHeH Karnposoii Bacunncoit AHAPEeBHOMN.
MoaTBepsAcaato, YTO BbINONHEHHbI MHOI NepeBoj, ABNAETCS NPaBUbHbIM, TOYHBIM W MO/HbIM.

Poccuiickas depgepayms
CaHkT-MMeTepbypr

[BajLaTb BOCbMOrO0 siHBaps ABe ThiCAYM [BaALATOrO rofa

A, O3eHc Hatanbs AHaTOMbeBHA, HOTapuyc HoTapuanbHOro okpyra CaHkr-I1
CBUETENbCTBYIO MOAJ/IMHHOCTL NoAnucK nepesogumka Karmposoin Bacunucel AHfpee
JInyHoCTb NognuncasLLlero 4OKYMEHT YCTaHOB/IEHA.

3aperunctpuposaHo B peecTpe; Ne 78/80-H/78-2020~"—" Y 3

B3bICKaHO rocyaapcTBeHHOW nownunHbl (No Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a oKasaHve yCyr NpaBoBOro U TEXHUYECKOro xapakrepa: 4

H.A. [13e

il oA

<s\ m

Toro B HacTosALWweM JOKYMeHTe:
24 (nBajuath YeTbIpe) nucTa

HoTtapuyc H.A. [13eHc
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*Poccuiickan @egepanus
Cankr-Ilerepbypr
CeMHAIIATOre MAPTA ABE TLICAYH ABAALATL NEPBOro roia
A, Mazenc Hatanes AHaTONbEBHA, HOTAPHYC HOTAPHANBHOTO OKpyra Cauxr-l'lerepﬁypr,
CBUAETENBCTBYIO BEPHOCTH KONHM C NPECACTABICHHOTO MHE JOKYMEHTA.

3aperncTpupoBaHo B peectpe: Ne 78/80-u/78-2021-5-198.
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