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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” nitrile finger textured
' powder free chlorinated (beaded cuff), color: blue, lilac-blue, black, white, pink, green, fuchsia, violet
size: XS, S, M, L, XL.

1.2 Manufacturer (producer) of the medical device

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

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

1.3 Purpose of the medical device

The gloves are intended for single use as protective barrier in the process of wearing on healthcare
professional’s hands during examination/treatment of 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, asalso protection of patient and healthcare
professional from cross-contamination.

1.5 Intended users of the medical device

Medical personnel, who cairy 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 IH
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 in a dry
place, away from direct sunlight, at temperature from 0°C 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 (the device is hon-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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1.8 Contradictions of the medical device

The medical device has no contradictions.

1.9 Shelf life of the medical device

The established shelf life of examination nitrile gloves is 3 years.
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2 Instruction for use of the medical device

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

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

The used gloves should be put off carefully, avoiding splashing from the gloves’ 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 of the wrist without touching
the skin of the forearm and pull it off your hand, turning it inside out. Holding the removed glove with
the gloved hand, it is necessary to place the fingers of your bare hand between the glove and wrist.
Remove the second glove by rolling it down the hand and put into the first glove. Discard the gloves and
wash your hands thoroughly.
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3 Warning and precautions

The device is intended for single use;
For individual use only;
Every time it is necessary to perform hygienic treatment of your hands before putting on or changing
gloves, as well as after removing the gloves;

/ It is necessary to choose the gloves of the right size - they should be easily put on and should not
impede movement or squeeze the hands. Do not use in case of size mismatch;
Touching is recommended to the surface of tlie 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/ Ifone 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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4 Transportation, storage and disposal conditions of the medical device

4.1 Transportation conditions of the medical device

/ The transportation of the device may be made by all means of transport (sea, land, railway or air
transport) according to the lules of transportation, which are applied to such means of transport. During
transportation, the storage conditions should not be violated.

4.2 Storage conditions of the medical device

Devices should be stored in adry place protected from direct sunlight, heat, ignition and ultraviolet
sources, as well as ozone, at temperature from 0°C to 25°C 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.

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 2.1.3684-21 “Sanitary-epidemiological
requirements for medical waste management” and approved guideline of the organization.

5 Methods and means of disinfection and cleaning of the 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 Specification of the medical device
6.1 Description of the medical device

Form. Straight fingers with a thump located on the same plane with other fingers, ambidextrous
iHon-anatomic). The glove’s cuff has a standard length. Rolled culY.

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 of width, length and thickness of the medical
device.

Table I . Sizes ofthe medical device.

Size
Value name
XS S M L XL
Width W (figure 1), mm <80 ; 8010 95+10 HOilo >110
[
Length 1 (figure 1), mm, min 220 230
'Fhickness (in points, shown on
figure 2), mm, min:
- smooth surface 0.08
- textured surface 0.11
Thickness of rolled cuff, mm, max 2.50
Figure 1- Points for width and length Figure 2 - Points for wall thickness
measurement of the glove measurement of the glove
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6.2 Physical specifications of the medical device

6.2,1 Physical and mechanical specifications of the medical device
Physical and mechanical parameters of the medical device are represented in table 2.

Table 2 - Values ofphysical and mechanicalparameters ofthe medical device:

DESCRIPTION SPECIFICATION
1. Before accelerated aeeing:
- force at break, N, min 7.0
- elongation at break, %, min 500

2. After accelerated ageing:
- force at break, N, min 6,0

- elongation at break, %, min 400

6,2.2 Inspection levels and acceptable quality level of the medical device

For the purposes of quality control, medical gloves are selected and examined in accordance with
standard 1SO 2859-1.

Hermeticity. Medical gloves are hermetic. Acceptable quality level (AQL) is < 1.5.
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7 Circumstances, in which the consumer must consult healthcare professional

The patient is recommended to consult healthcare professional in the event of dermal
ANrsensitivity reactions, when using the device.

8 Manufacturer’s warranties

The manufacturer (producer) guarantees preservation of all the parameters and characteristics
ofthe medical device taking into account acceptable quality level (AQL) < 1.5, as well as the quality
of tlie medical gloves within all shelflife (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 manufacturer for 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, litera J, office 205
Tel.:+7 (812)309-16-32

wvm.benovy-company.ru

e-mail: benovy@benovy-company.ru

10 Scope of delivery of the medical device
Gloves may be delivered in thefollowing scopes ofsupply:

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

200 gloves, i.e. 100 pairs in a consumer package;

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

50 gloves, 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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1 List of national standards applied by the manufacturer (producer) of the medical device

Table 3 - List ofstandards, applied by the manufacturer:

Designation Name

Medical devices. Quality management systems.

ISO 13485 .
Requirements for regulatory purposes.
I1ISO 14971 Medical devices. Application of risk management to medical devices.
1SO 15223-1 Medical devices. Symbols to be used with medical device labels, labelling
i and information to be supplied. Part 1 General requirements. 1
Statistical methods. Sampling procedures lor inspection by attributes.
1SO 2859-1 Part 1. Sampling schemes indexed by acceptance quality limit for lot-by-
lot inspection.
Standard specification for nitrile examination gloves for medical
ASTM D6319 L.
application.
Medical gloves lor single use.
EN 455-1 o .
Part 1. Method for determination of tightness.
EN 455.2 Medical gloves for single use.
Part 2. Methods for determination of physico-mechanical properties.
Medical gloves for single use.
EN 455-4

Part 4. Requirements and testing for shelf life determination.
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lMepeBog c AHIIMINCKOro 1 KN TaCKoro s13bIKOB Ha pyCCKI/II7I A3bIK

KnTtalicKnii KOMUTET COAeNCTBUA PasBUTUIO MeXAYHapOLHON TOProBau
KuTtalickasa mexayHapoAHas Toprosas nanarta

01721027
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/IQR kog/
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HACTOALLNM MOATBEPXAAETCA, UTO neyatb KomnaHum «6/1KO0 CEVT MEAVKA KO., NTAO.»
(BLUE SAIL MEDICAL CO., LTD.), npocTtaBneHHass Ha npunoxeHHon WMHCTPYKUUM T10
MPUMEHEHWMIO MEJVLIMHCKOT O U3LEJTNA, aBnseTca NOLNHHON.

/HaknagHas nedvatb: CepTudukayma™
KuTancknii KoMmuTeT COAenCcTBUSA
pasBUTUI0 MeXAyHapoAHol Toprosan/

/MeyaTb: CepTudimKaunsa * KutaiAicknini KOMUTeT
COAENCTBUA PasBUTUIO MEXAYHAPOLHOM
ToproBnw/ - 2 .

Kutancknin KoMUTeT COAENCTBUS Pa3BUTUIO
MeXAyHapoaHOW TOProBaun

|_|O,CI,I'II/ICb YMNO/THOMOYEHHOTI 0 /inua:
/Mopgnuce/

CyHb OaHbh3H (Sun Danfeng)
Jata: 10 masa 2023 r.

Be6-caliT ans NpoBepKu faHHOro cepTudmkata: http://www.r2ccpit.com/vaiidate.html
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/NoroTun: Bnw Ceiin Megukan Ko., Nta. (Blue Sail Medical Co., Ltd.)
6ntoceinn+/ Ten.: 0086-533-7480107 dakc: 0086-533-7486199 NMouToBbL MHAEKC: 255414.
http://www.bluesail.cn e-mail: sale$@bluesail.cn

MHCTPYKUWNA no MPUMEHEHNIO MEOVNLUNHCKOIO N3OE/TNA
MepyaTKN MeMLMUHCKNE AMarHocTUYeckme (CMOTPOBbIe) OAHOPAa30Bble
HecTepubHble «BENOVY » HATPU/IOBbIE TEKCTYPUPOBaHHbIE Ha NasbLax
HeonyApeHHbIe X/10pMPOBaHHbIe (MaHXeTa C Ba/IMKOM)

MeHexep no npogaxam Nognuce/ I"-H BuHb J1In (Mr. Bin Li)

/Mevatb: bnto Cenn Megmkan Ko., JiITa. (Blue Sail Medical Co., Ltd.)

MepBOHaYa/IbHbIN BbINYCK 3KCMyaTalMOHHOW JOKYMEHTaL N
(MHCTPYKUMN MO NPUMEHEHMIO) MeANLIMHCKOro nu3aennsa: Maii 2020 .
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1 CBefleHNa 0 MeULIMHCKOM U3fenun
1.1 HanmeHoBaHWe MegNLLMHCKOIO N3aenus

MepyaTKn  MeAMUMHCKME  ANArHOCTUYEeCKUe (CMOTPOBbIE) OLHOPa30Bble  HECTEPUSIbHbIE
«BENOVY» HUTPUIOBbIE TEKCTYPUPOBaHHbIE Ha Na/bLiaxX HeONYAPEHHbIe X/I0PUPOBaHHbIe (MaHXeTa
C BaJIMKOM), ULBET: rofly6oil, CUpeHeBO-ronybow, 4YepHblid, 6enblil, PO30BbIA, 3eMeHbIR, QyKcus,
CUpeHeBbIN, pasmep: XS, S, M, L, XL.

1.2 MpousBoanTenb (M3roTOBUTENb) MEANLMHCKOIO U3AeNus

MponssoanTenb (M3roToBUTENb) MeAULMHCKOro usgenusa: bnto Cann Meankan Ko., 114,
(Blue Sail Medical Co., Ltd.) (Ne 21 LuHrtmnan Poaa, Knny Kemukan MHgactpuan lMapk, 3nbo Cutn,
LaHaoHr MpoHuHe, KuTan).

Appec npousBoAcTBa MeguUMHCKOro wusgenua: Ne 21 UuHrtnan Poag, Kuny Kemukan
MHpacTpuan Mapk, 3n6o Cutu, LWaHaoHr MNpoHnHe, Kutai.

1.3 HasHa4yeHne MegNLMHCKOro n3genms

MepyaTKU NpefHasHaYeHbl 471 04HOPA30BOr0 WMCMO/b30BAHUSI B KAYecTBe 3alLUMTHOrO 6apbepa
NPV HOLLUEHWM Ha pyKax MeAMLMHCKOro paGoTHMKa BO BPEMsSI OCMOTpa/NiedeHust nauueHTa wim ais
APYTVX CaHUTapHbIX LIENe.

1.4 O6nacTb NPUMEHEHNA MEAULUNHCKOIO U34e/ns

MepyaTKM MCNOMb3YOTCSA MPU MPOBEAEHUN MeLMLMHCKMX WUCCNeA0BaHWA, AMarHOCTUYECKMX,
TepaneBTMYECKMX, CTOMATO/MIOTMYECKUX W NeYebHbIX Npoueayp, CaHUTapHbIX MepPOonpuUATUA 1
nabopaTopHbIX paboT, a TakkKe PpaboT ¢ 3apaKeHHbIMWU/3arpA3HEHHbIMU  MEeAULMHCKUMN
maTtepuanamn/n3gennsaMm/noBepxHoCTAMK, obecrneunBast TMrMeHy pyK, a TakxKe 3awuTy naymeHTa u
MeANLMHCKOro paboTHMKA OT B3aMMHOI0O 3apakeHus.

1.5 lpefycMOTpPEeHHbIe NONbL30BaTe/ I MEAULNHCKOTO N3AEeNns

MeaVLMHCKNIA NepcoHas, KOTopbIi NPOBOAUT MEeAULIMHCKNE UCCNEA0BaHMS, AMAarHOCTUYECKUE,
TepaneBTUYECKME, CTOMATO/IOTMYECKME U fedebHble NPOLEeAypPbl, CaHUTapHble MePONpUATUS 1
nabopaTopHble paboTbl, a Takke paboTbl C 3apaXKeHHbIMW/3arpsi3HEHHbIMU  MEAULIMHCKUMM
mMaTepuanaMmu/usgennsMn/noBepxXHOCTAMI 1 Apyrue AeicTBums, TpebytoLme cobnoaeHNs TpeboBaHNiA
Mo 3alyTe naumneHTa/MeANLMHCKOro paboTHMKA OT NepeKPecTHON MHDEKLMMN.

1.6 ¥Ycnosua skcnayatauum (NpUMeHEHUS) MeULMHCKOI0 u3genms

MeguuMHCKMe CMOTPOBbIE OAHOPA30Bble MepyYaTKU MPUMEHSIOTCA B IeYebHbIX WK sie4ebHo-
NPOPUNAKTUYECKUX MEANLMHCKUX YUPEXAEHNAX B 3aKPbITOM MOMELLEHUN B CyXOM MEeCTe, BAasv OT
NPAMbIX CO/THEYHbIX ydeid, npu Temnepatype oT 0°C fo 25°C 1 OTHOCUTE/IbHOM BMaXKHOCTU BO3AyXa
0T 65% [0 85% B COOTBETCTBMM C UHCTPYKLMEN NO NMPUMEHEHMIO HA MEAVLIMHCKOE U3AenKe.

MepyaTKy TOMBKO 419 HAPY>KHOIO NPUMeHeHNs (M34eNne He HBa3UBHOeE).

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



1.7 TloKasaHuA K NpUMEHEHNIO MegULLIMHCKOro n3genusa

MoKasaHMsSIMU K NPUMEHEHUIO MEAMLMHCKOIo U3aennst ABnsieTcss Heo6X0AMMOCTb MPOBeAeHMS!
MEeAVNLMHCKINX MUCCNeaoBaHWiA, AMAarHOCTUUYECKNX, TePaneBTUUECKMX, CTOMATOIOMMYECKMX U NeUeGHbIX
npoueayp, CaHUTapHbIX  MeponpusTMIA 1 nabopaTopHbIX  paboT, a Takke paboT ¢
3apakeHHbIMWU/3ar PI3HEHHbIMY MeAULIMHCKMMUN MaTepuanaMmu/usaennsimm/noBepxXHoCcTAMU.

1.8 TpoTMBOMOKa3aHUsA MeAMLMHCKOr0 13aenms

MegnunHckKoe nsgenve He nmeet I'IpOTVIBOI'IOKB.?:&HVIVI.

1.9 CpoK rogHocT MegULUMNHCKOIo uU3genns

YCTaHOB/EHHbI CPOK FOAHOCTM CMOTPOBbIX HATPU/IOBLIX MEPYaTOK COCTaBASAET 3 roja.
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2 HCTPYKUMS N0 NPUMEHEHWNIO MeULIMHCKOTO U34eNNs

Mepes NPUMEHEHWEM MepyaToK Heob6Xo4MMO MpefBapuTeNlbHO MPOBECTUM  TUIMEHNYECKYHO
06paboTKy pyK (06paboTaTb PyKU KOXHbIM aHTUCENTUKOM WM BbIMbITb UX MbISIOM M BOAO). MepuaTku
HaZleBatoT TO/IbKO Ha CyXme pyKMu.

Kak HageBaTb nepuyaTku: M3Bneub nepyaTKy W3 KOPOOKW. PeKOMeHAyeTcs KacaTbCs
OFpaHM4YeHHO MNOBEPXHOCTU MEepYaTKM, COOTBETCTBYHIOLLEN 3ansCTbl (BEPXHWUI Kpal MaHXeTbl).
HaTaHyTb nepByr0 nepyaTky. M3Bneub BTOPYH MepuyaTKy rO/I0OA PYKOWM, Kacasicb OrpaHWUYeHHO
MOBEPXHOCTW MepyaTKKW, COOTBETCTBYHLUEA 3anscTbio. Bo m3bexxaHMe KacaHMs KOXW npegnsiedbs
PYKO B nepyaTke, MOBEPHYTb HAaPY>XHYH MOBEPXHOCTb MepYaTKW, KOTOPYH NPeACTOMT HageTb,
C/MIOXXEHHbIMM Na/bLAMN PYKN B NepyaTKe, TaKUM 06pa3oM, UT0ObI cenaTb BO3MOXKHbLIM HaTArMBaHue
nepyaTkM Ha BTOPYK PyKy. HageB nepuaTku, cnegyeT npuKacaTbCs UCKIUMTENBHO K NpegMeTam,
NPeAyCMOTPEHHBbIM MOKAa3aHUSIMU K MPUMEHEHUIO W YC/IOBUSIMW  MCMO/Ib30BaHWUS MepyaTok. Bo
n3bexxaHne KOHTaMMHauMM nepef TeM, Kak NPUCTYNUTb K HOBOW npoueaype, CreayeT CMeHUTb
nepyaTkm.

CHUMaTb WCMOMb30BaHHbIE MepYaTKM CcneayeT OCTOPOXHO, u3berasi pasbpbl3rnBaHMsa C
NMOBEPXHOCTEN MepyaTKW, NPU KOTOPOM BO3MOXHO MWKPOOHOE 3arpsi3HEHME PYK U OKPY>XKatoLLIEN
cpenbl.

Kak cHMMaTb nepyaTtku: YT0o6bl CHATb MepyaTKy, NOAUENUTE ee Ha YPOBHE 3ansicTbsl, He
Kacasicb KOXW Mpeansievbs, U CTAHUTE C PYKWU, BbIBOpauMBast ee Hau3HaHKy. Y[epXXuBasi CHATYHO
nepyaTKy pyKoli B nepyaTke, c/iedyeT MOMECTUTb NasbLibl FOM0A PYKN MEXAY NepyaTKol 1 3ansicTbeM.

CHATb BTOPYHO NepyaTKy, CKaTas ee Mo pyKe, 1 B/IOXUTb B NePBYHO MepyaTKy. BblbpocuTb nepyaTku u
TLIATE/IbHO BbIMbITb PYKW.
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3 MMpegynpexmaeHus n Mmepbl NPefoCTOPOXHOCTU

W3penve npefHasHaveHo 4719 04HOPAa30BOro NPUMEHeHWUS;

TONbKO AN UHANBUAYAIbHOIO NPUMEHEHWS;

HeobxogmMmo 0653aTeNbHO KadKAbliA pa3 MpoBOAUTbL FUIMEHMYECKYHD 00paboTKy pyK nepej
HaZleBaHVEM W/IM CMEHOM NepyaTokK, a Takxke Moc/ie CHATUA NepyaTtok;

Heobxoammo nogbupatb nepyaTky HY>XXHOr0 pasmepa — OHW [JO/DKHbI /IErKO HafgeBaTbCA U He
[O/MKHbI 3aTPYAHATL ABVKEHUA UM CLABMMBATb KUCTU PYK. He NpUMeHSATb NPy HECOOTBETCTBUN
pasmepa;

MPUKOCHOBEHUA PeKOMEHAOBaHblI K OrpaHUYeHHOM MOBEPXHOCTWU MepyaTKKW, COOTBETCTBYHOLLEN
3ansacTbio (BEPXHUI Kpaidi MaHXeThbl);

B 3aBucMMOCTM OT XapakTepa BbIMNOMHAEMOA MaHUMyAAUUW, ANA MOALePXKaHUA ONTUMasIbHOro
YPOBHS 3alLMTbI, NepUYaTKN PEKOMEHYETCA MeHATb vepe3 Kaxable 60-120 MUHYT;

HeobxognMmo 3aMeHUTb MepyaTKy rocsie 06Hapy>XeHWs [eeKTa, MPOKONa, MOBPEeXAeHWS,
3arpsisHeHUs, Npy nonagaHun Nog nepyaTKy XUAKOCTU, a Takxke Npy MosSiB/EHUN IUMNKOCTU. Ecnu
noBpeaunachb ofiHa rnepyaTka, He06X04MMO 3aMeHUTb 006e;

Heobxoanmo HafieBaTb NMepyaTKU TO/IbKO Ha CyXue pyKu;

He mountb 1 6epeyb OT Braru;

M3beraTb BO3AENCTBUS NPAMbIX COSTHEYHbIX JTyYei;

MepyaTKy cofep)kaT OCTAaTKM TEXHOJIOTMYECKUX XUMUYECKUX BELLECTB, CMOCOOHble BbI3BATb
IIEPrNYeCcKyI0 peaKkLumio;

MepuaTKy He rapaHTUpytoT 100% 3alLMTbl PYK OT NPOKO/I0B, MOPE30B U MOBPEXAEHWIA, BbI3BaHHbIX
BO3JeACTBMEM XMMUYECKUX BELLECTB;

Mp  BO3HMKHOBEHWW HA KOXEe a/lIepruyecknx peakuuin - npu  UCNOMb30BaHUN  U3LeNns
peKOMeHAYeTCA MPOKOHCYNbTUPOBATLCA C MEAULNHCKUM PaboTHUKOM.
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4 YcnoBusa TPaHCNOPTUPOBKU, XpaHEHUS U YTUAN3ALUN MeJULUHCKOTO U3aeNns
4.1 YcnoBusi TPaHCNOPTMPOBKM MeAULMHCKOTO U3aeNns

TpaHCNOPTUPOBKA M3LENNS MOXET OCYLLEeCTBASATLCA BCEMW BMAamMn TpaHcrnopTa (MOPCKOWA,
aBTOMOOW/bHbIN, »XeNe3HOAOPOXHbIA WKW BO3AYLUHbIA TPaHCMOPT) B COOTBETCTBMM C MpaBuiaMm
TPaHCNOPTUPOBKM, AEACTBYOLWMMW 4151 AAHHOT0 BMaa TpaHcnopTa. Mpun TpaHCNOPTUPOBKE He A0/MKHbI
HapyLLaTbCS YC/IOBUS XPaHEHUSI.

4.2 YCnoBus XpaHeHMs MeAULMHCKOro 13aenns

M3genns Heob6X0AMMO XpaHUTb B CyXOM MecTe, 3allULEeHHOM OT BO3AeMCTBUSA MPSAMbIX
COMMHEYHbIX NyYeid, ICTOUHUKOB TeMN/a, BO3ropaHns 1 ynbTpadroneToBoro U3sly4eHus, a Takke 030Ha,
npu Temnepatype oT 0°C g0 25°C 1 0THOCMTE/IbHOM BNaXHOCTWN Bo3ayxa oT 65% a0 85%.

CnepyeT 6bITb OCTOPOXHBIMU C N3AE/TUAMU, XPaHALMMAUCA NpY TeMnepaType Hke 15°C, Tak Kak
npY HEOCTOPOXKHOM 06paLleHUN OHW MOTYT ObITb XXECTKUMU WM YyBCTBUTEIbHLIMU K fAehopMauun.
Mocne xpaHeHUs NpY HU3KOW TeMnepaType NepyaTKu nepes UCnosib30BaHMEM A0/KHbI 6bITb NPOrpeThbl
A0 30°C no BceMy 06beMy U3AeNus.

4.3 Ycnosus yTunusaumm MeuLUNHCKOro nsaenms

YTnnusauma MeguLMHCKOro nsgenms B PP BbIMNOHAETCA OpraHu3aumamm, OCYLLECTBAAKLWLUMN
MeLVUMHCKYIO [eATeNlbHOCTb, KaK 0Txo4bl knacca b B cooreBetctBuM c CaHlluH 2.1.3684-21
«CaHUTapHOo-3aNn4eMmnoiormiyeckne TpeboBaHNS K O00palleHU0 ¢ MeAUUMHCKUMU OTXojamu» WU
YTBEPXAEHHOW MHCTPYKLUMeA opraHu3auuu.

5 MeToabl 1 cpeacTBa Ae3anHMeKLMN, OYUCTKM MeANLIMHCKOIO U3aeNns

CMOTpOBbIe NepuaTKy NPeACcTaBNsaT Co60i MeaULIMHCKOE U3aenne 04HOPA30BOro NPUMEHEHMS.

MMoOBTOpPHOE WCMONb30BaHME MEAULMHCKOIO W3AeNns sIBAsieTc rpy6biM  HapylleHMeM MeTo0B
NPUMEHEHMS.
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6 Texauveckoe onHcaHHe MEAHIUHCKOTO HIAEIHS

6.1 Onucanne MeAHIHHECKOT0 H3AEAHA

®opma. [Ipameie nankupl, Gonbmolk nanen H OcTAILHLE NATbIlb B OAHOH INIOCKOCTH, TOAXOJAT
Ha mobyIo pyKy (HeanaTomMmueckue). Mankera nepyaTky HMeeT CTaHAapTHYIO UTHHY. Kpali MankeThl

3AKaTaH B BCHYHK.

ToBepxHocTb. MeAHLMECKHE IEPYATKH UMEIOT HEOMYAPEHHYIO NOBepXHocTh. Heonmyapenmsie

NEepuaTKH NOABEPraloTca 00paboTKe XAOPOM — XJIOPHPOBAHUIO.

®akTypa BHemHell NOBePXHOCTH. [lepuaTku HMMEIOT TEKCTYPHPOBAHHYIO MOBEPXHOCTH HA

nanbuIax.

Pasmeprl. B 3aBMcHMOCTH OT pasmepa, B TaOmuue | yxa3aHbl 3HaU€HHA IIUPHHEL, JUIMHE! H

TOJMIHHB] MEAHLIHHCKOI'O H3ACIHA.

Tabnuya 1 — Pasmepol MeOUYURCKO20 UI0EUR:

Pasmep
HanMeHoBaHHe NOKA3aTEN
XS S M L XL
IMMuprna W (pacyHok 1), MM <80 80+10 9510 110+10 2110
Hnuna | (pucyrok 1), MM, He 220 230
MeHee

Tonumua (B TOUKAX, yKa3aHHbIX Ha
PHCYHKE 2), MM, HE MEHee:

- IJIafKas OBEPXHOCTH g’?i‘
- TEKCTYPUPOBAHHAA MOBEPXHOCTh i
TonmuaHa BeHYHKa, MM, He Gonee 2,50

JANMUAHBI ICPYATKH
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6.2 ®Punsnyeckne xapakKTePUCTUKU MELNLMHCKOTO N3LeNg
6.2.1 ®DU3INKO-MEXAHUNYECKMNE XapaKTEPUCTUKN MEAULMNHCKOTO U3LeNuns
B Tabnuue 2 npeacrtaBneHbl (U3NKO-MeXaHNYECKME NOKas3aTe M MeULIMHCKOTO WU3eus.

Ta6nuua 2 . 3HauyeHnsa PU3NKO-MeXaHUYECKUX MoKasaTeneil MeguLUHCKOT0o M3genms:

OMMCAHWNE CNEUNDPUNKALINA
1. J10 YCKOPEeHHOro ctapeHus:
- ycunue npu paspbiBe, H, He MeHee 7,0
- YANIHEHME NpY pa3pbiBe, %, He MeHee 500

2. [ocne yCKOPEHHOro CTapeHus:
- ycunuve npu paspbise, H, He MeHee 6,0

- YA/IMHEeHWe nNpu pa3pbise, %, He MeHee 400

6.2.2 YPOBHU KOHTPO/SI U NPUEM/IEMbIN YPOBEHb KayecTBa MeAULMHCKOTO MU3AeNnuns

B LenaX KOHTPO/IA KayecTBa MeAULMHCKWE NepyaTKy 0T6MpatoT 1 NpoBepstOT B COOTBETCTBUM CO
cTtaHgapTom 1SO 2859-1.

FepMEeTUYHOCTb. MeauUMHCKME nepyaTKM TFepMeTUYHbIL. [MpreMeMblii ypoBEHb KaudecTBa
(AQL) coctaBnseT <1,5.
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7 O6cToRTEMLCTBA, IPH KOTOPHIX HOTPOHTEAL A0/IKEH NPOKOHCYILTHPOBATLCH €
MeAUIHHCKHEM paboTHHKOM

TlauMeRTy peKOMEHAYETCA NPOKOHCYJIBTHPOBATECA C MCEAHLUHHCKMM pabOTHUKOM NpH
BO3HHKHOBEHHMH Ha KOX€ AINePrHYecKnX peaklui BO BpeMA ACTIONb30BAHAN H3/CHA.

8 I'apanTHH NPOHIBOANTEIN

[IpoussoauTendb (H3TOTOBUTEb) FAPAHTHPYET COXPAHHOCThL BCEX MApaMETPOB H XapaKTEPHCTHK
MEAHIMHCKOrO H3ZCIHA C YUeTOM NpHeMIeMoro ypoBHA kadecTra (AQL) < 1,5, a Taxke kauecTpo
MEAHIMHCKHX OEPUATOK B TEHCHHE BCETO CPOKA FOAHOCTH (3 rojia) ¢ AaThl U3NOTORACHHS, IPH YCNOBHM
IENIOCTHOCTH YIIAKOBKH, COOMIOZEHMA YCNOBHH TPaHCIOPTHPOBKHM, XpaHEHMA M SKCIUTyaTalMy B
COOTBETCTBHH ¢ MHCTPYKLMEH.

9 Caepenng 06 YNoaHOMOUCHHOM NPECTABHTEI¢ MPOHIBOAHTEIA

Ilo scem sonpocam, ceéazannvim ¢ oOpawyenuem Mmeduyunckozo usderus na meppumopuu PP,
1eobx00UMO 0OpaamsCca K YnonHOMOREHHOMY npedcmasumeno Npou3gooumenn:

O6mecTno ¢ orpannuennoit oreercrBeHHocThI0 «BHHOBH» (000 « BHHOBH»)

Poccua, 194292, r. Caukr-IlerepOypr, nepeynok 5-it Bepxunii, aom 1, nurepa XK, noMewerue 205
Ten.: +7 (812) 309-16-32

www.benovy-company.ru

e-mail: benovy@benovy-company.ru

10 KoMnaexTHOCTH NOCTABKHE MEIHIHHCKOr0 HIACAHNA

Ilepuamxu mozym nocmagaamecs 6 cReoyioujux KOMNIEKMAYUAX.

ynakoBbIBaHHe HaBalioM — 2000 nepuarok, 1000 nap B noTpebutentckoit ynakoske;
400 nepuaTok, T0 ecTh 200 nap B NOTpeOHTENBCKOH yITakOBKe;

200 nepuatok, To ectb 100 map B noTpeburenbekoli ynakoske,;

100 nepuatox, To ecTh 50 nap B noTpeGuTENRLCKOMN YIAKOBKE;

50 nep4aTok, TO €cTh 25 map B noTpeGATENIBCKOMH YIIaKoBKe;

40 nepuarok, To ects 20 nap B NOTpeGHTENBCKOM YNAKOBKE;

20 nepuatok, To ecth 10 map B noTpebuTeNbCKOM ynakoske,

10 nepuatok, T0 ecTh 5 nap B noTpeSuTeNbCKOH# ynakoske;

4 nepuaTKH, TO €CTh 2 APkl B NOTPeOHTENbLCKOH ynaKkoBKe;

2 NepuaTKH, TO ecTh | mapa B NOTpeOHTENLCKOH YnakoBKe.
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11 Ilepe4yensb npuMeHsieMbIX NPOH3BOAUTE/IEM (H3roOTOBHTENIEM) MeJHLIMHCKOTO H3AETHS
HaUHOHAJILHBIX CTAHAAPTOB

Tabauya 3 — Ilepeuenb npumenaeMblx nNpou3eo0umenemM Cmanoapmos:

O0o3nauenue HaumenoBanue

Uz nenusa Mequuunckue. CHCTEMBI MEHEDKMEHTA KayecTBa.

ISO 13485 o
Tpe6GoBanus nns ueneit perynmMpoBaHus.

MeauuuHcKkue U3aenus.

ISO 14971 .
ITprMeHeHHe MEHEKMEHTA PHCKOB K METMLIMHCKHM H3JEIHAM.

YerpoiictBa MeaHHCKHE. CHMBOJTBI, MCTIOIb3YEMBbIE Ha APJIbIKaX
ISO 15223-1 MEIMLMHCKHX YCTPOHCTB IIPH MapKHPOBKE H B NIPEAOCTaBIAEMOH
nHdopmauuu. Yacts 1. O6mue TpeboBanus.

Cratuctuueckue Metoasl. [Ipouenypsl BLIOOPOYHOTO KOHTPOJIS MO
ISO 2859-1 afbTepHaTUBHOMY Npu3HaKy. YacTs 1. [lnanbl BLIGOPOYHOro KOHTpONS
' nocJieAoBaTebHBIX MapTHit Ha OCHOBE NPHEMJIEMOTIO YPOBHS KauecTBa.

CranpapTHas cneuu¢ukanus Ha HUTPUIbHBIE IHarHOCTHYECKHE

ASTM D 6319
MEepYaTKH I IPHMEHEHHS B MEJHLIMHE.
EN 455-1 [TepuaTku MEIHLIHHCKHE OJTHOPA30OBbIE.
Yacts 1. Mertoa onpeneneHns repMETHYHOCTH.
EN 455-2 [NepyaTku MeAHLIMHCKHE OTHOPA30BbIE.
Yactb 2. Metoas! onpeneneHus GU3HKO-MEXaHHYECKHX CBOHCTB.
EN 455-4 INepuaTkyu MEAHLIMHCKHE OJHOPA30BBIE.

Yactb 4. TpeGoBaHHS ¥ UCNBITAHUSA 11 OTIPE/IC/ICHUs] CPOKA XPAHEHHS.

11
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MepeBog ¢ KUTaAiCKOro A3biKa Na pycCKuiil A3biK BbINONHEH MepeBoAYMKOM ANEKCeeBoil AHacTacueli AHaTONbEBHOM.
1 noaTBepXAal, YTO CBOGOAHO BNAAEH yKa3aHHbIMU si3blKaMU, U YTO BbIMOSHEHHbIA MHOI MepeBof SIBASETCS NPaBU/IbHbIM,
TOUYHBLIM 1 MOJHbBIM.

Mepesog ¢ aHTIMIACKOTO fA3blKa Ha pyCCKMI}i A3blK BbIMO/IHEH NepPeBOAYNKOM EGI'IOrpa,Cl'CKOVI MTanueli BsuecnaBoBHOIA.
A nogTeepxpato, 4TO CBOﬁO,CI,HO Bnafer yKasaHHbIMW A3blKaMW, N HTO BbIMO/IHEHHbIA MHOM nepesoa ABMAAETCA NMPaBUIbHbIM.
TOYHbIM U MOJMHbIM.

Poccuiickasa ®egepaumns, CaHkT-MNeTepbypr

TpunguaTtoro aBrycrta ABe Tbicaun ABajLaTb TPeTbero roga

A, AHTOHOBa VpuHa AnieKceeBHa, HOTapuyC HOTapUasIbHOro OKpyra
CaHKT-lNeTepbypr, CBUAETENLCTBYIO MOA/IMHHOCTL MOAMNUCK NepeBojYnNKa
AnekceeBoli AHacTacMm AHaTo/IbeBHbI, NepeBogvnKa benorpasackoim
Hatanun BAvyecnaBoBHbI.

Mognuce cgenaHa B MOeM NMPUCYTCTBUN.

JInyHoCTb NognucaBLLero JOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peecTpe: No 78/62 1-n/78-2023-Q -

YnnayeHo 3a coBepLUeHUe HoTapuasibHOro feicteus: 700 py6. 00 kon.

N.A. AHTOHOBA

Toro B HacTosLEM
JOKYMeHTe

24 (0BajLaThb YeTbIpe) imcTa
Hotapuyc;
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