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1. Data on the medical device
11 Name of the medical device
Medical diagnostic (examination) disposable non-sterile gloves “BENOV Y™ nitrile finger textured
powder fi”* chlorinated (beaded cuff), color: blue, lilac-blue, black, white, size: XS, S, M, £, XL.
12 Manufacturer (producer) of the medical device

Manufacturer (producer) of the medical device: Blue Sail Medical Co., Ltd."(No.21 Qingtian
Road, Qilu Chemical Industrial Park, Zibo City, Shandong Province, China).

Address of the medical device manufacture: No.21 Qingtian Road, Qilu~Chemical Industrial
Park, Zibo City, Shandong Province, China.

1.3 Purpose of the medical device

The gloves arc intended for single use-as protective barrier in the process of wearing on healthcare
professional’s hands during examination/treatment of a patient or for other sanitary goals.

1.4 Scope-of application of the medical device

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.

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 vrith the requirements for
protection of patient/healthcare professional from cross-infection.

1.6 Operation (application) conditions of the medical device

Medical examination disposable gloves are used in medical or healthcare facilities'indoors ina dry
place, away from direct sunlight, at temperature from 0°C to 25®C and relative humidity from 65% up
to 85% in accardance with the instruction for use-en medical device.

Gloves for external use only (the device iSnon-invasive).

1.7 Indications.for use of the medical device

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

hygienic treatment of your hands is required before use of the gloves (treat-hands-
antiseptic or wash with soap and water). Gloves are put on dry hands only.

How to put the gloves on: Take a glove h'om the box. It is recommended to touch the bounded
smfacc ofthe 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 ofthe glove correspondingto the wrist.
To avoid touching the skin of the forearm with a gloved hand, rotate the outer surface ofthe 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 jcontamination, it is required to change gloves before
proceeding with the new procedure.

The used gloves should be put off carefully, avoiding splashing from thegloves* surfaces where
microbial contamination of hands and environment is possible.

How to take the gloves off: To take a glove off, pick it up at the level ofthe wrist without touching
the skin ofthe 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. Discard the gloves and
wash your hands thoroughly.
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3 Warniag and precaations

TH"evice is intended for single use;

F<or|(idividual use only;
Yorcry time it is necessary to perform hygienic treatment ofyour 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 surface ofthe glove corresponding to the wrist/(upper edge of the
cuff);

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;

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, one should change
both;

It is necessary to put the gloves on dry hands only;

Do not wet and keep away from moisture;

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;

It is recommended to consult.a healthcare professional in the event of dermal hypersensitivity
reactions when using the device.
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4Tnw>pornHon, 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
)rt) according to the rules of transportation, which are applied to such means of transport. During
"Nansportation, the storage conditions should not be violated.

4.2 Storage conditions of the medical device

Devices should be stored ina dry place protected from direct sunlight, heat, ignitien and ultraviolet
sources, as well as ozone, at temperature from OBCto 25°C and relative humidity - from 65% up to 85%.

Products should be handled with cautionwhen 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.

4.3 Disposal conditions of the medical device

The disposal of the medical device-in the Russian Federation shall be carried out by medical
organizations 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.

5 Methods and means of disinfection and cleaning ofthe medical device

Examination gloves are a disposable medical device. Reuse-of the medical device is a gross
violation of application methods:
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6 SpedficatioB ofllie medical device
6.1 Description ofthe medical device

Fhrm. Straight fingers with a thump located on Uie same plane with other fingers, ambidextrous
itomic). The glove’s cuff has a standard length. Rolled cuff.

Surface. Medical gloves have a powder-free surface. Powder-free gloves are treated-with chlorine
(chlorinated).

Texture of the external surface. Gloves have a textured surface on fingers.

Sizes. Depending on the size, table 1 gives the values ofwidth, length and thickness ofthe medical
device.

Table } - Sizes ofthe medical device:

Size
Value name
XS S M L XL
Width W (figure 1), mm <80 80+10 95+10 [10il0 >110
Length 1 (figure 1), mm, min 220 230
Thickness (in points, shown on
figure 2), mm, min:
- smooth surface 0.08
- textured surface 011
Thickness of rolled cuff, mm, -max 2,50
(I
measurement of the glove measurement of the glove

Perncrparma MU 8 PocanpaBransope
www.nevacert.ru | info@nevacert.ru

= <

~o



(I

6J Physical specifkatioiis of the medical device
6.2.1 Physical and mechanical specifications of the medical device
Physical and mechanical parameters ofthe medical device are represented in table 2,

Table 2 . Values ofphysical and mechanicalparameters o fthe medical device:

DESCRIPTION SPEOFICATION

1 Before accelerated aceine:
- force at break, N, min 7,0 -u
- elongation at break, %, min 500 '
2. After accelerated aeeinc: Ji
- force at break, N, min 6,0
- elongation at break, %, min 400 -

6.2.2 Inspection levelsand 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 glovesiare hermetic. Acceptable quality-level (AQL) is < 1.5.
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wblA tbecmmomr TT/1 c”ssah heahbcare professional

patSeot is fecoomended to consult healthcare professional in the event (of dermal
titivity reactions, when using the device.

8 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 (3 years) from the date of manufacture-upon the condition
of package integrity, observance of transportation, storage and operation conditions in accordance
with the instruction.

9 Data on the authorized representative of the manufacturer

Please contact the authorized representative of the manufacturerfor any and all purposes,
related to circulation ofthe medical deyice on the territory o fthe Russian-Federation:

“BENOVY” Company Limited (“BENOVY” Co. Ltd.)

Russia, 194292, St. Petersburg, 1. 5-y Verkhniy pereulok, litera J. office 205
Tel:+7 (812) 309-16-32

Www.benovy-company.ru

e-mail: benovy@benovy-company.ru

10 ~Scope of delivery of the medical device
Gloves may be delivered-in thefollowing scopes o fsupply:

bulk packaging - 2000 gloves, 1000 pairs in a.consumer package;
400 gloves, I.e. 200 pairs in a consumer package;

200 gloves;1.e. 100 pairs in a consumer package;

100 glowves, i.e. 50 pairs in a consumer package;

50 glowes, i.e. 25 pairs in a consumer package;

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

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

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

4 ~gloves, i.e. 2 pairs in a consumer package;

2, gloves, i.e. 1pair inaconsumer package.

10
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MepeBof C aHrNNACKOTO N KNTaCKOro A3bIKOB Ha PYCCKUIA S13bIK

CepTudukar

KNUTanckuin KOMUTET COLENCTBUSA Pa3BUTUIO MEXAYHAPOLHON TOProBau

Knsaricknin KOMUTeT COAECTBUS PasBUTUIO MEXAYHapOAHON TOProBAN ABNSETCS
KuTaiickoln MexayHapo4HOW TOprosori-nanaTomn
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KuTancknin KOMUTET COAENCTBUA PasBUTUO MeXAyHAPOLHON TOProB/w
KuTaickaa mexxayHapogHasa Toprosas nasiara

00127987

CepTudukar

/QR kopg/
No213700B2/004355

HACTOAWWMM MNOATBEPXOAETCH, UYTO nevats komnaHun «bJ1Y C3WI1 MEOUNKAJT KO.,
NTA4.» (BLUE SAIL MEDICAL CO., LTD.) Ha-nipunoxeHHom JOKYMEHTE siBnsieTca NO4/MHHON.

/HaknagHas nevatb: Ceptugmkaumsa™
KuTalickunii KOMUTET COAENCTBIS
PasBUTMIO MEXAYHAPOAHON Toprosnn/

/Mevatb: CepTudurkaums * Kutaickunii KOMUTET COAEACTBMUA
Pa3BUTUIO MEXAYHAPOAHOW TOProBIu/ - 2 LuT.

Kutalicknin KOMUTeT coelicTBuUSA
Pa3BUTUIO MEXAYHAPOAHOA-TOPrOB/N

MoAnuch YNoMHOMOYEHHOTO NnLA:

/Moanuce/
Bai W aHbwaHb~(Wei Shanshan)

<1 [Jara: A8-0kTsa6ps 2021 r.

Be6-caiiT 4na NpoBepKM AaHHAro ceptudumkarta: http://www.rzccDit.com/validate.html
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[Norotun: bny Cann MegHkan Ko., ita. (Blue Sail Medical Co., Ltd.)
61y CaUN+/ Ten,: 0086-533-7480107 ®akc: 0086-533-7486199 MNouToBbI MHAEKC: 255414,
http://www.bluesail.cn  e-mail: sales@bluesail.cn

NMHCTPYKUWMA MO NMPMMEHEHNO MEONLUMNHEKOIO N3AENNA:
[MepyaTkn MeLULMHCKNE AMarHoCTMyeckne (CMOTPOBbIE) 04HOPAa30Bble HECTEPUSIbHbIE
«BENOVY» HUTPUNOBbLIE-TEKCTYpPUPOBaHHbIe Ha NaskLax HeonyapeHHbIe
XNOpUPOBaHHbIe (MaHXXeTa C BaJItkQM)

MeHepXXep no npogaxam /Moanrmnce/ F-H BuHb In (Mr. Bin'Li)

/Meyvatb: BNY COUN MEOVWKA KO., NTA */Hepa3bopunBo/ #2,WwT.

MepBOHaYa/IbHbIN BbITYCK 3KCMN/yaTaLOHHOW LOKYMEHTaLmm
(MHCTPYKLUMM NO NPUMEHEHNIO) MeAULMHCKOTO n3genns: Maii 2020 r.
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1 CBefeHnsa o MegnuMHCKOM n3genmm
1J1 HaumeHoBaHMe MegULIMHCKOIo n3aenns

MepuaTkyn  MeAULMHCKME AuMarHocTuyeckne (CMOTPOBblE) O4HOPA30Bble  HECTEPW/bHbIE
«BENOVY>» HATPWMOBbIE TEKCTYPUPOBaHHbIE Ha NasibLiax HeoMyApeHHbIE X/I0PUPOBaHHbIe (MaHXeTa
C Ba/IMKOM), LIBET: rony6oii, CMpeHeBO-rony6oi, YepHblid, 6enblii, pasmep: XS, S, M, L, XL.

1.2 MpousBoanTeNb (M3roTOBUTENb) MEAULMHCKOTO U3AENNs

MpounssoanTenb (M3roToBUTENb) MeauLMHCKoro usgenusa: bny Cann Meaukan Ko., JITL.
(Blue Sail Medical Co., Ltd.) (Ne 21 LinHrtnan Poag, Kuny Kemukan NHpactpuan-Tlapk, 3néo Cutn,
LLlaHgoHr MposuHc, KnTai).

Afpec npoussoacTBa MeauUMHCKoOro ‘msaennsa: Ne 21 UuHrtnad ‘Poag, Kuny Kemnkan
NupacTtpran Mapk, 3n6o Cutun, LLaHaoHr MpoBuHe, KnTail.

1.3 Ha3HayeHVe MefULNHCKOIo n3aenus

MepuaTky NpefHasHayeHbl AN OAHOPA30BOr0 NCMO/b30BAHMS B KadyecTBe 3aliMTHOrO Gapbepa
MNPV HOLLEHWM Ha pyKax MeAULMHCKOrO PaboTHIKA BO BPeMsi OCMOTPa/fedeHns nauueHTa unm ans
APYTVX CAHUTAPHBbIX LIENEA.

1.4 O6nacTb NPUMEHeHNA MeAULMHCKOFO. N3aenns

MepuaTKX MCMONb3YHOTCA MPU NPOBEAEHWUN MEeAMLIMHCKUX -MCCNeA0BaHNA, AMarHoCTUYECKMX,
TepaneBTUYECKNX, CTOMATOMOrUYECKUX U NeYebHbIX MPOUEAYP, CaHUTAPHbIX MEPOMNPUSTUIA 1
nabopaTopHbIX paboT, a Takke paboT C  3apaXeHHbIMW/3arpsa3HeHHbIMU  MeAULMHCKUMM
maTepuanamu/m3aennsmm/noBepPXHOCTAMK, 06ecreunBas TUFMEHY PYK, a TaKKe 3alyTy nadyeHTa u
MEAVLIMHCKOro paboTHUKA 0T B3aMMHOI0 3apaXKeHUs.

1.5 lMpepycMOTpPEHHbIE NMO/b30BaTENU-MEeAULIMHCKOTO U34eNua

MeaULMHCKNIA NepeoHan, KOTOpbI NPOBOAMT MEANLMHCKME UCCNeA0BaHUA, AuarHOCTUYECKME,
TepaneBTUYECKME, CTOMATONOrMYECKMe W NedyebHBIE, NpoLeaypbl, CaHWTapHble /'MeponpuaTus
nabopatopHble paboThl, a TakKXe paboTbl C /3apaXeHHbIMW/3arpsi3HEHHbIMIA. . MeAULMHCKUMM
matepuanamu/n3aeausgMn/noBepPXHOCTAMU 1 APYTUE AeNnCcTBUSA, Tpebytowme cobaeHNs TpeboBaHWIA
Mo 3aLmTe naumeHTa/MeguLMHCKOro paboTHNKA/OT-NEePEKPECTHON NHGEKLMN.

1.6° Ycnosus akcnnyatauymn (MPpUMeHeHUs) MeANLUHCKONO u3aenms

MeauLKMHEKMe CMOTPOBbIE OHOPA30BbIE MepyaTKn MPUMEHAKOTCA B: 1€YeBOHbIX UIN neyebHo-
MPONNIAKTUYECKNX MEANLIMHCKMX YUPEXAEHNAX B 3aKPbITOM MOMELLEHUA-B CyXOM MecTe, BAasn OT
NpsMbIX COAHEYHBIX Ny4ei, npy Temnepatype oT 0°C o 25°C 1 0THOCUTEIbHOW BNaXXHOCTU BO3AyXa
0T 65% A0 85% B COOTBETCTBUW C MHCTPYKLMEN MO NPUMEHEHMIO Ha MEGULIMHCKOE 13fenve.

MepyaTKu TOMILKO 415 HAPYXXHOTO-[IPUMEHeHNs (U3aenne He NHBA3VBHOE).
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1.7 Noka3zaHa K NpUMeHeHU0 MeguLNHCKOro n3penuvs

MokazaHUAMM K NPUMEHEHUIO MeAULMHCKOIO U3LeNnsa ABNSeTCS HeOOXOAMMOCTb NPOBeAeHNs
MeAVLMHCKMX UCCNefoBaHWIA, ANarHOCTUYECKMX, TePaneBTUYECKMNX, CTOMATOMOMMYECKUX U JIeHeBHbIX
npoueayp, CaHUTapHbIX  MeponpusaTMiA 1 nabopaTopHbiX paboT, a Takke “pabotr ¢
3apaXeHHbIMW/3ar pA3HEHHbIMU MeAULMHCKUMMW MaTepuanaMu/nu3Lenmamm/noBepxHoCcTAMI:

1.8 [llpoTmBOMNOKasaHMA MeAULMHCKOro U3aenuns
MeauLMHCKOe 13fenne He MMeeT NPOTUBOMOKa3aHWUA.

1.9 CpoK rogHocTu MeAMLNHCKOIo U3aenns

Y CTaHOB/EHHbIN CPOK rogHOCTV CMOTPOBLIX-HUTPUMIOBBIX NepUYaTOK COCTABASET 3 roja.
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2 VIHCTPYKLMS N0 NPUMEHEHNIO MEANLIMHCKOTO U3aenus

Mepes NpYMEHEHMEM MepyaToK Heob6X0AMMO MpeABapuTENbHO MPOBECTU  TUFMEHUYECKYHO
006paboTKy pyK (06paboTaTh PYKN KOXKHBIM aHTUCENTUKOM W BbIMbITb UX MbIIOM U BOAOI) ~FlepyaTku
HaZleBatoT TO/IbKO Ha CyXue pyKu.

Kak HafeBaTb nepyaTku: W3Bneub nepyatky U3 KOPOOKM. PekOMeHAyeTcs KacaTbes
OrpaHMYeHHON MOBEPXHOCTW MepyaTKW, COOTBETCTBYHOLLENA 3ansiCTbio (BEPXHWIA Kpau MaHXeTbl).
HatsHyTb MepBylo nepyaTKy. V3Bneub BTOPYHO MepyaTKy ronoi PyKOW, Kacaschb-'QrpaHUYeHHOA
MOBEPXHOCTU MepyaTKn, COOTBETCTBYHOLLEH 3aniacTblo. Bo M3bexkaHMe KacaHus KOXW npeanieybs
PYKOI B nepyaTtke, MOBEPHYTb Hapy>KHYH MOBEPXHOCTb MepyaTKu, KOTOPYH MPeACTOUT HageTs,
C/IOXXEHHbIMU NasibLiaMy PyKKU B NepyaTke, Takum 06pa3oM, YToObI caenatb BO3MOXKHbIM HaTArvBaHue
nepyaTky Ha BTOPYHO PyKy. HajeB nepuyaTku, caegyeT NpuKacaTbCsa UCKIOUUTEABHO K NpeaMeTam,
NPeayCMOTPEHHbIM MOKa3aHUAMM K MPUMEHEHWUIO W YCMIOBUSMU UCMO/b3GBaHMS nepyaTok. Bo
n36exaHWe KOHTaMUHaUMWM nepef Tem, Kak APUCTYNUTb K HOBOW npouedype, crnefyer CMeHWTb
nepyaTku.

CHMMaTb  MCMOMb30BaHHbIE MNepyaTKu ~ CneayeT OCTOPOXHO, WM36eras pasopbi3rvBaHUs ¢
MOBEPXHOCTEN MepyaTkK, NPU KOTOPOM BO3MOXHO MUKPOOHOE 3arpsisHEHWE PYyK W OKpYXXatoLei
cpegpl.

Kak cHumatb nepyatku: YTobbl CHATb Mepyarky, MOAUenuTe.ee Ha YPOBHE 3ansicTbsl, He
KacasCb KOXMW npeanneybs, U CTAHYTH-C PYyKW, BbIBOpauMBas €e HamM3HaHKy. YAepXXuBas CHATYHO
nepyaTKy pyKoil B nepyaTke, CnefyeT.NoMecTUTb Nasiblibl FOSI0N PYKAMEXAY MepyaTKOoi 1 3ansCTbeM.
CHATb BTOPYHO NepyaTKy, ckaTas ee [0 PyKe, U BNOXUTL B NePBYHO MepyaTKy. Bbiopocutb nepyaTky u
TLWATENbHO BbIMbITb PYKM.
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3 TMpeaynpexaeHus 1 Mepbl NPeaocTOPOXXHOCTM

W3penve npegHasHayeHo 4ns 0LHOPA30BOro NPUMEHeHUs;

TONbKO ANA MHAMBUAYAILHOTO NPUMEHEHNS;

HeobxoamMmo 0653aTelbHO KaxKAbliA pa3 MPOBOAWUTL TUIMEHWYECKYHD 06paboTKy pyK nepes
HaZleBaHVeM U CMEHOW MepyaToK, a TakXKe Noc/e CHATUS NepyaTok;

Heobxoaumo noféupaTb nepuaTku HY>KHOrO pasMepa — OHW [JO/KHbI JIErKO HafeBaTbCs U He
[O/MKHbI 3aTPYAHATL ABVXKEHUSA WU CAABAMBATL KACTU PyK. He NpMMeHATb Npu-HeCOOTBETCTBUN
pasmvepa;

MPMKOCHOBEHMSI PEKOMEH0BaHbI K OFPaHMYeHHON MOBEPXHOCTW NepyaTKu,. O0TBETCTBYHOLLEN
3anAcTbio (BEPXHUIN Kpail MaHXeTbl);

B 3aBUCUMOCTW OT XapakTepa BbINOMHAEMOR: MaHUNYAUUK, 419 NOALEPNKaHUA ONTUMa/IbHOrO
YPOBHSA 3aLLMTbI, NepUYaTKN PEKOMEHYETCA MeHATL Yepe3 Kaxable 60-120/MUHYT,

Heo6xoAMmo 3aMeHWTb MepyaTKM NOCAe O0OHapyXXeHusi fedekta, MPOKONa, MOBPEXAEHNS,
3arpsasHeHuns, Npy nonagaHum nog nepyaTky XUAKOCTK, a Takxke npy NogBAeHUM IMNKOCTU. Ecnun
noBpeamnachk 04Ha nepyarka, Heobxo4UMo 3amMeHUTb 00e;

Heobxoaumo HafeBaTb NepyaTKy TOIbKO Ha CyXue pyKu;

He MmounTb 1 6epeyb OT Bnaru;

N36eraTb BO3AENCTBUSA NPAMbIX COTHEYHbIX NyYel;

MepyaTkn cofepXkaT OCTaTKM TEXHOMOMMYECKMX XUMUYECKUX BELLECTB, CMOCOOHbIE BbI3BaTb
aJINEPruyecKyto peakLumio;

Mepyatku He rapaHTMpYoT 100% 3aLLMThbl pyK OT NPOKO/IOB, MOPE30B M NOBPEXAEHNIA, BbI3BAHHbIX
BO3AENCTBMEM XMMMWNYECKNX BELUECTB;

Mpy  BO3HUKHOBEHWWN Ha - KOXE aNeprmyeckux peakUuMin npu  MCMonb30BaHUM  U3LENns
peKoMeHAYeTCA NPOKOHCYAbTNPOBATLCA C MeANLMHCKUM PaboTHUKOM.
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4 YcnoBuA TPaHCMOPTUPOBKU, XpaHEHNA N yTuamsaumm MmeguumMHCKoOro n3genms
4.1 YcnoBua TPaHCNOPTUPOBKN MeAULIMHCKOIo 1n3aenvsa

TpaHCNOPTMPOBKa M3AENNA MOXET OCYLIECTBAATLCA BCEMW BMAaMK TpaHCNOpPTa. (MOPCKOA,
aBTOMOOW/bHbIN, YXENE3HOA0POXHbLIN WM BO3AYLUHbIA TPAHCMOPT) B COOTBETCTBUWU C-Npasuiamu
TPaHCMOPTUPOBKM, AENCTBYHOLMMMN 415 JAHHOT0 BMAa TpaHcnopTa. Mpy TpaHCNOPTUPOBKE He AO/MKHbI
HapyLLaTbCs YCN0BUA XpaHEHWS.

4.2 YcnoBusa XxpaHeHUa MeAULMHCKOTo U3fenms

N3penms HeobXOAMMO XpaHWTb B CYXOM _MeCTe, 3aliMLEHHOM OT BO3AENCTBUA NPSIMbIX
CO/THEYHBIX lyYeld, UICTOYHWKOB Ten/a, BO3ropaHUs-¥ ynbTpatnoneToBoro U3y4eHuUs, a Takke 030Ha,
npu TemnepaType oT 0°C ao 25°C 1 0THOCUTENLHOI BNaXKHOCTM BO3ayXa OoT 65% A0 85%.

CnepyeT 6bITb OCTOPOXHbLIMU C U3Le/TMAMU; XPaHALLMMICA Npy TeMneparype Huke 15°C, Tak Kak
MpX HEOCTOPOXXHOM 0OpALLEHUN OHWM MOTYT ‘ObITb YXECTKUMW U YyBCTBUTEABHLIMU K AehopmaLum.
Mocne xpaHeHWs NP HA3KOW TeMnepaType MEPYATKM Nnepes, UCrosb30BaHNEM AO/MKHbI ObITb NPOrpeTbl
A0 30®C no BceMmy 06beMy U3AeNNS.

4.3 Ycnosua ytunusaunm MeguLMHCKOro U3genms

YTnnusauma MeguuUmMHCKOro uifens B PO BbINOHAETCA OpraHM3aunsammn, oCyLLeCTBAAOLLMMM
MeAVLMHCKYIO [eATeNbHOCTb, Kak.O0TxoAbl Knacca b B cooteerctBum ¢ CaHllvH 2.1.7.2790-10
"CaHnTapHO-3NNAEMNONIOTNYECKME - TPeb0BaHMS K O0OpaLLeHNO "¢ MeAUUUHCKUMK  oTXogamMu™ 1
YTBEPXAEHHON MHCTPYKLUMEN OpraHm3aumu.

5 MeTo/bl 1 CPeACTBa Ae3NHMEKL MM, OUNCTKIA MEANLMHCKOTO U3aenus

CMOTpOBble MepyaTKy MpeacTaBnsoT coboii MeAULMHCKOE U3AeNMe OfHOPa30BOro NPUMEHEHNS.
MOBTOPHOE WCMOMb30BAHME., MEAULIMHCKOTO W3AeNNs ABMSETC TpyObiM  HapyLUeHUEM ) METO/IOB
MPUMEHEHNS.
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6 TexHMnyYeckoe onvcaHne MeNLUHCKOro n3aenus
6.1 OnucaHne MeguULMHCKOIo n3genus

dopma. Mpamble NanbLbl, 60NLLIONA Nanew, U oCTaslbHble NabLbl B OAHON MI0CKOCTH, NMOAXOAAT
Ha Ntobyo pyKy (HeaHaTOMMUYecKue). MaHxxeTa nepyaTkn MMeeT CTaHAapTHYO AnvHy. Kpail MaHXeTbl
3aKaTaH B BEHUUK.

MoBepxHOCTb. MeauLMHCKME MepyaTKN UMEKT HEONyAPEeHHYI0 MOBEpXHOCTb. ‘HeonyapeHHble
nepyaTku noasepraroTca 06paboTke X/10pOM (XI0PUPOBAHNIO).

dakTypa BHelIHel MOBEPXHOCTU. [lepyaTKM UMEHT TEKCTYpUPOBaHHYH). MOBEPXHOCTb Ha
nasbLax.

Pasmepbl. B 3aBMCMMOCTM OT pa3Mepa, B, Tabnuue 1 yKasaHbl 3HaYeHUS-HINPUHBI, AHbI U
TOMWWMHbI MEAULMHCKOr0 U3LeNns.

Tabnmua 1 - Pasmepbl MeAULUHCKOTO U3OENNS:

Pasmep
HanmeHoBaHMe nokKasaTens
S S M L XL
LnprHa W (pucyHOK 1), MM <80 8010 9510 110+10 >110
[nvHa 1(pucyHok 1), MM, He 990 230
MeHee
TonwwmHa (B ToUkax, yKasaHHbIX
Ha PUCYHKe 2), MM, He MeHee;
- TNnagKas NoBepxHOCTb 0,08
- TEKCTYpUpOBaHHas NOBEPXHOCTH 0,11
TonuwyHa BeHYMKa, MM, He 6oree 2,50
PucyHok 1- TouKu ANnd U3mMepeHuns LWNPUHLI N
AJIVHbBI MepyaTku CTEeHKM NnepyaTku
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6.2 PU3nyecKme XxapakKTepucTuKN MeLULNHCKOro n3aenns
6.2.1 PU3NKO-MEXAHNYECKME XapaKTEPUCTUKN MELULMHCKOIO nU3eans
B Tabnunue 2 npefcraBneHbl (U3NKO-MeXaHUYEeCKMe noKasaTe v MegULMHCKOro U3Aeus.

Ta6nuua 2 . 3HaueHns n3NKo-MexaHNUYecKnx nokasaTenei MeAnLHCKOro n3genmns:

OMMCAHNE CNEUNPUNKAL NS
1. /10 yCKOOEHHOro CTapeHus:
- ycunve npv paspoiee, H, He MeHee 7,0
- YANMHEHWe Nnpu paspbiBe, %, He MeHee 500
2. ['locne yCKOPEHHOro ctapeHuns:
- ycunue npu paspbise, H, He MeHee 6,0
- YONMHEHWe npu pa3pbiBe, %, He MeHee 400

6.2.2 YPOBHW KOHTPONS W NpuUeMsieMblii YpoBeHb KauecTBa MEAULMHCKOTO U3aenus

B uensix KOHTpons KavyecTsa MEAULMHCKIME NepUaTKn 0TOMPAKOT N APOBEPSIKOT B COOTBETCTBUN CO
cTaHgapTom 1SO 2859-1.

FepMeTUYHOCTb. MeanUMHCKME nepyaTKu repMeTnyHbl.- FlpremnemMblii ypoBeHb KayecTsa
(AQL) cocTaBnset < 1,5.
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7 O6CTOATENbCTBA, NPU KOTOPbIX MOTPEOUTENb A0/MKEH MPOKOHCYbTUPOBATHLCS C
MeANLMHCKAM PabOTHUKOM

MauyeHTy pPeKOMeHAYeTcs MPOKOHCYNbTMPOBAThC € MEAWMUMHCKUM  PaGOTHUMKOM  Mpu
BO3HVKHOBEHWW Ha KOXE anfiepriuyeckux peakLimii npy Mcnonb3oBaHUN U3enus.

8 [apaHTuMu npoussBoauTens

MpounssoauTenb (M3roToBUTENb) rapaHTUPYET COXPAHHOCTL BCEX MapamMeTpoB U-XapaKTepuCTUK
MeAMLIMHCKOro M3Aenns ¢ y4eToM npuvemneMoro yposHs kadectBa (AQL) < 1,5, a-Takke KayeCTBO
MEeAMLMHCKMX NepyYaToK B TeUYEHME BCEro CpoKa rogHocTu (3 roga) ¢ AaTbl M3roTOBAEHNSA, NPW YC0BUN
LIeNIOCTHOCTM YNaKOBKW, COGMIOAEHWS YCNOBWUIA /FPaHCNOPTUPOBKM, XPaHeHUs M 3Kcnayatauui B
COOTBETCTBUW C UHCTPYKLMEA.

9 CsefieHVst 06 YNONHOMOYEHHOM MpeAcTaBuTeNe NPOVU3BOANTENS

Mo Bcem BoMpocam, CBS3aHHbIM C OGpalleHneM MeAWLWHCKOTro u3aenams Ha TeppuTopun PO,
Heo6x0auMo 06pallaThCs K YNONHOMOUYEHHOMY NPeAcTaBUTeN NPOU3BOAUT eNs:

O6uecTBO € orpaHUYeHHON 0TBeTCTBEHHOCTbIO «BVIHOBW» (OO0 «BEVHOBI»)

Poccus, 194292, r. CaHKT-MeTepbypr, nepeynok 5-in BepxHuii, gom 1, antepa XK, nomewieHne 205
Ten.:+7 (812)309-16-32

WwWw.benovy-company.ru

e-mail: benovy@benovy-company.ru

10 KOMPAfAIEKTHOCTb MOCTaBKM MeAULMHCKOro usnenns

MepyaTKN MOTYT NOCTAaBNATHCA B CNefyrOLW X KOMNNEKT aLusx:

ynakoBblBaHMe HaBanioM - 2000 nepyatok, 1000 nap B NOTPeGUTENLCKON YMaKOBKE;
400 nepuyatoK,; T0 ecTb 200 nap B NOTPeOUTENIBCKON YNaKOBKe;

200 nepyarok, To ecTb 100 nap B NOTPeOUTENLCKON YMAKOBKE;

100 nepyaTok, To ecTb 50 nap B NOTPEOUTENLCKON YNAKOBKE;

50 nepyatok, To ecTb 25 nap B MOTPEOUTENLCKOIA YNaKOBKE;

40 nepyarok, To ecTb 20 Nap B NOTPEOUTENLCKON YNaKOBKE;

20 nepyatok, To ecTb 10 nap B NOTPEBUTENLCKOI YNAKOBKE;

10 mepyaTok, To ecTb 5 nap B NOTPebUTEIbCKON YNaKoBKe;

4 (nepyaTku, TO eCTb 2 Napbl B NOTPEOUTENLCKONA YNaKOBKe;

2 Tepyatku, To ecTb 1 napa B NOTPEOMTENLCKON YNaKOBKE.

Peructpanua MH B PocanpaBHamsope
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11 TMepeyeHb NPUMEHSIEMbIX NPOMU3BOANTENEM (M3TOTOBUTENEM) MEAMLIMHCKOIO 13aeNmns

HaluMOHaJ/IbHbIX CTaHAAPTOB

Tabnuua 3 - MepeyeHb NPUMEHSIEMbIX MPOU3BOANTENEM CTaHAapTOB:

O603HayeHue

ISO 13485:2016

ISO 14971:2007

ISO 15223-1:2012

ISO 2859-1

ASTMD6319

EN 455-1

EN 455-2

EN 455-4

Perucrpanua MH B PocagpaBragzope
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HanmeHoBaHUe

3oennsa megmumHekme. CUCTEMbI MEHEI)KMEHTA KayeCTBa.
TpeboBaHUsA ANs Lenein perynmpoBaHus.
MeauLnHCKMe n3aenus.

MprmeHeHVe MeHePKMEHTa PUCKOB K MeLNLNHCKUM U3AeNNAM.
YcTpoiicTBa MeguuMHekme. CUMBO/bI, MCMO/b3YEMbIe Ha Ap/ibIKax
MEeAVLMHCKMX YCTPOWCTB NPU MapK1pPOBKe 1 B NPeA0CTaBNSEMON

nHopmaummn. Yacto 1L O6lme TpeboBaHMS.
Cratuctnyeckme metofpl. Mpouesypbl BbIGOPOYHOro KOHTPONSA Mo
aNbTepHaTUBHOMY. NpU3HaKy. YacTb L lMnaHbl BEIGOPOYHOr0 KOHTPO/S
nocnefoBaTe/bHbIX NapTUiA Ha OCHOBE NPYEM/IEMOr0 YPOBHSA KayecTsa.
CraHfapTHad cneumpuKaunsa Ha HATPUNbHBLIE AnarHoCTUYECKME
nepyaTku 41 NPUMEHEHUS B MeULMHE.
MepyaTkn MefMUMHCKME OAHOPA30BbLIe.
YacTb 1. MeTog onpeaeneHns-repMeTUYHOCTMU.
[MNepyaTKu MeAWLMHCKME ©4HOPA30BbIE.
Yactb.2. MeTofbl onpefeneHns hnsiKo-MexaHUYeCKX CBOWCTB.
MepyaTkn MeAULMHCKME 0HOPA30BbIE.
YacTb 4 TpeboBaHUsA 1 NCNbITaHNA 415 ONpeeneHns CPoKa XpaHeHus.

-KoHeL| nepeBo/a A0KyMeHTa-



MepeBoL C aHrIMACKOrO W KWUTAWCKOTO A3bIKOB Ha PYCCKUA A3bIK  BbINOHEH
nepeBoguMKoM OpaHckoli AHacTacuein FOpbeBHOI. MoaTBEPXKAa0, YTO BbIMOMHEHHbII
MHOI MepeBof, ABNSETCS NPaBU/bHbIM, TOYHLIM 1 MO/HbLIM.

=c
1
n
|

Poccuiickas ®epaepayms
CaHkT-leTepbypr
CeMHaaLaToro HosA6ps ABe ThicSYM ABaALATb NEPBOroO

A, [3eHc AnekcaHap [eoprvieBiny, BPEMEHHO MCNOMHW A AMaHHOCTH
HOTapuyca HoTapuasibHoro okpyra Canki-Metepoypr A3cH(MpKnbn AN 0nbeBHbI,

CBUOETENbCTBYO  MOAMHHOCTL  Mognucy  nepeBofumka OpaHCKCH KYHactacuu
FOpbeBHbI.

Moanwck caenaHa B MOEM MPUCYTCTBU.
JINYHOCTL NOANMCABLLETO J0KYMEHT YCTaHOB/IEHA.
3aperncTpupoBaHo B peecTpe:  78/80-H/78-2021- A

N\pHO 3a 60BEpLLEHNE HOTapuanbH ) gelicTems: 500-py6. 00 kon.

P
J A.T. [3eHC
v
Mtoro B HacCToALLEM AOKYMEHTE.
27 (nBafuaTb CEMb) IACTOB
Bp.n.o./HoTapuyca A.F.13eHc
TOT .
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Poccuiickas depepaymsa
CaHkT-lMeTepbypr
[BaguaTb NATOro HOS6PS ABe ThiCAYM ABaALATH NepBOro/roaa

A, A3eHc Hatanba AHaTO/IbEBHA, HOTapUyCc HoTapuanbHOro okpyra: CaHkT-INeTtepbypr,
CBNAETeNIbCTBYHO BEPHOCTb KOMUW C NPeACcTaBNeHHOro MHE AOKYMEHTA.

3apeructpuposaHo B peectpe: Ne 78/80-H/78-2021-14-1433.
YnnayeHo 3a CoBepLLEHNe HOTapuaibHOro aelicTens: 1350 py6. 00 kon.

H.A.l3eHC

TOro B HacToALLEM AOKYMEHTE:

27 (aBaguaTb CeMb) IMCTOB

HoTtapuyc H.A.[3eHc
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