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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” natural latex smooth
powdered (beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 5-P. Type 122560.
2. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex finger
textured powdered (beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 5-P-FT. Type 122560.
3. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex tmger
textured powdered (beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 58-P-FT. Type 122560.
4. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex finger
textured powder free chlorinated (beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 5-1C.
Type 122540.
5. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex finger
textured High Density powder free with inner polymer coating with double chlorinated outer surface
(beaded cuff), color: natural, size: XS, S, M, L, XL. Series: 62-1P/2C. Type 122540.
6. Medical diagnostic (examination) disposable non-sterile gloves “BENOVY” natural latex textured
powder free with inner polymer coating (beaded cuff), color: natural, size: XS, S, M, L, XL. Series:
58-1P. Type 122540.
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Sri Trang Gloves (Thailand) Public Company Limited
I 10 Kanjanavanit Road, Pahtong, Hat Yai, Songkhia 90230, Thailand

Addresses ofthe medical device manufacture:

110 Kanjanavanit Road, Pahtong, Hat Yai, Songkhia 90230, Thailand
109/2 Kanjanavanit Road, Pahtong, Hat Yai, Songkhia 90230, Thailand
352 Kanjanavanit Road, Pahtong, Hat Yai, Songkhia 90230, Thailand
189, Moo 7, Phlai Wat, Kanchanadit, Surat Thani 84160, Thailand

85 Moo 6, Khuan Thani, Kantang, Trang 92110, Thailand

13 Purpose of the medical device

rhe gloves are intended for single use as protective barrier in the process of wearing on
healthcare professional’s hands during examination/treatment of patient or for other medical goals.

14 Scope of the medical device

Medical gloves are used during medical examinations, diagnostic and therapeutic procedures, as
well as for handling contaminated medical materials.

15 Intended users of the medical device

Medical personnel, who perform medical examinations, diagnostic and therapeutic procedures,
as well as personnel, who work with contaminated medical materials.

16 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 10°C to 30°C and relative humidity of not
more than 80% in aecordance with the instruction for use on medical device.

Gloves for external use only (the device is non-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
examinations, diagnostie and therapeutic procedures.
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1.8 Contradictions of the medical device

Contradictions of the medical device are as follows:

1 The patient or healthcare professional has an allergic reaction to natural latex proteins;

2. The patient or healthcare professional has an allergic reaction to the powder (applicable only
to powdered gloves);

3. The patient or healthcare professional has an allergic reaction to residual process chemicals in
the medical device.

19 Instruction for use of the medical device

How to put the gloves on:

D
2)

3)
4)

5)

6)

7)

Make sure to wash your hands before putting the gloves on or changing them.

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 the glove over the
other hand.

Having put the gloves on, touch only those objects provided for by the indications for use
and conditions of the use of the gloves.

To avoid contamination, change gloves before proceeding with the new procedure.

How to take the gloves off:

D

2)

3)

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
arm and put into the first glove.

Discard the gloves and wash your hands thoroughly.
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1.10 Warning and precautions

For single use only;

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);

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, change both
ones;

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

Do not wet and keep away from moisture;

Avoid exposure to direct sunlight;

The composition of the medical device includes natural rubber latex that may cause an allergic
reaction;

Powder may cause an allergic reaction (applicable only to powdered gloves);

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.

111 Shelf life of the medical device

The established shelf life of the examination disposable non-sterile powdered natural latex
gloves is 5 years.

The established shelf life of the examination disposable non-sterile powder free natural latex
gloves is 3 years.
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2 Transportation, storage and disposal conditions of the medical device
2.1 Transportation conditions of the medical device

I'nere are no special requirements for transportation other than requirements for carriage by land,
sea and air. During transportation, the storage conditions should not be violated.

2.2 Storage conditions of the medical device

Examination gloves are stored indoors in a dry place, away from direct sunlight, heat, ignition,
ultraviolet and ozone sources, at temperature of 10-30°C and relative humidity of not more than 80%.

2.3 Disposal conditions of the medical device
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 Disinfection and cleaning methods & equipment of the medical device

Disposable examination non-sterile gloves are disposable medical device. Reuse of the medical
device is a gross violation of application methods.
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4 Specification of the medical device
4.1 Description of the medical device

Form. Straight fingers. thumb and other fingers in the same planc. can be used for cither hand
(ambidextrous). Rolled cuil.

Surface. Powdered gloves — modified com starch is used: powder-free gloves are treated with
chlorine — chlorinated and/or polymer coating treated.

Texture of the outer surface. Gloves can be smooth, textured or finger textured.

Sizes. Depending on the size. table | gives the values of width, length and thickness of the
medical device.

Table I - Sizes of the medical device:

Value name Size
XS S M L XL
Width W (figure 1), mm <80 80+ 10 9510 11010 >110
Length | {figure 1). mm. min 220 __ 230
Thickness (in points. shown on
figure 2). mm, min
- smooth surface 0.08
- textured surface 0.1
Ihickness of rolled cufl. mm. 250
max
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Figure 1- Points for width and length measurement of the glove

Figure 2 - Points for wall thickness measurement of the glove
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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 table 2.

Table 2- Values ofphysical and mechanical parameters ofgloves:

DESCmPTION SPECIFICATION
1 Before accelerated aging:
- force at break, N, min 7.0
- elongation at break, %, min 650
- tensile strength, MPa, min 18

2. After accelerated aging:

- force at break, N, min 6.0
- elongation at break, %, min 500
14

- tensile strength, MPa, min
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4.2.2 Inspection levels and acceptable quality level of the medical device

FFor the purposes of quality control medical gloves are selected and examined in accordance with
standard 1S0) 2859-1.

Hermeticity, Hermeticity is determined in accordance with EN 455-1. Medical gloves are hermetic.
Acceptable quality level (AQLY) is <I.5.

Powder. The content of residual powder is determined in accordance with the requirements of ASTM
N6124.

e For powdered gloves. the value obtained does not exceed 10 mg/dm? per glove.

o For powder-free gloves, the value obtained does not exceed 2 mg per glove,

The protein content in Jatex gloves.
e The content of water cxtractable proteins is not more than 200 pg/dm’ when tested in
accordance with ASTM D 5712,
e The content of antigenic proteins is not more than 10 pg/dm” when tested in accordance with
ASTM 1) 6499.
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§ Adverse reactions

Manifestation of dermal hypersensitivity reactions. when using the device is possible.
6 Circumstances, in which the consumer must consult healthcare professional

The paticnt is recommended to consult healthcare professional in the event of dermal
hypersensitivity 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 from the date 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

Please contact the Authorized represemative of the manufacturer for any and all purposes,
related to circulation of the medical device on the territory of the Russian Federation:

“BENOVY™ Company Limited

“BENOVY™ Co.. L.

Russia, 194292, St. Petersburg. 1. 5-y Verkbniy pereulok, litera J. office 205,
tel. 8 (812) 309-16-32

www benovy-company.ru

l=-mail: benovy/dbenovy-company.ru
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N 1 Ceeaennn 0 MERHITHNHCKOM H3ACTAHR
1.1 HanmenoBanne MEJHUHHCKOTO H3AEIHUN

IlepyaTkn MeAHUHHCKHE AHATHOCTHYECKHE (CMOTPOBbLIE) OAHOPA3OBLIE HECTEPHIbLHbLIEC
«BENOVY», B BapHaHTax HCMIOJIHEHHA:
1. Ilepuarkn MeaMUMHCKHE AHATHOCTHYECKHE (CMOTPOBbIE) 0aHOpa3oBhie HecTepuabHbie « BENOVY»
M3 HATYpaNbHOIO JIATEKCA MlaKue OnyApeHHEBIe (MaHKeTa C BAIMKOM), UBET: HAaTypansHbil, paiMep:
XS, S, M, L, XL. Cepua: 5-P. Bua 122560.
2. [Nepuarkn MEAMIMHCKHE HATHOCTHHECKHE (CMOTPOBbIE) OlHOpa3oBbie HecTepunbHbie « BENOVY»
M3 HATYPaIbHOIO JIATEKCA TEKCTYPHPOBaHHbIE HA NANbLAX OMYAPCHHBIC (MAHXKETA ¢ BAITHKOM), LBET:
HatypanbHbiif, pasmep: XS, S, M, L, XL. Cepusa: 5-P-FT. Bua 122560.
3. lNepyaTkn MeANUMHCKHE AHArHOCTHYECKHE (CMOTPOBbIE) OAHOpa30Bbie HecTepuabHbie «BENOVY)»
H3 HaTYpaJIbHOIO JIaTEeKCa TEKCTYPHPOBaHHbIE Ha NAIbLUAX ONyAPEHHbIE (MAHXKETa C BAUTMKOM), IIBET:
HaTypaibhslii, pasMep: XS, S, M, L, XL. Cepusa: 58-P-FT. Bua 122560.
4. lepuaTku MeAHUHHCKHE AHATHOCTHYECKHE (CMOTPOBbIE) OAHOpa3oBbie HeCTEpuabHEIE K BENOVY»
M3 HaTYPaILHOrO JIaTeKCa TEKCTYPHPOBaHHbIE HA NANbUAX HEOMYAPEHHbIE XNOPHPOBaHHLIE (MAHXKETA
C BANMKOM), LBET: HaTypanbHeiil, pazmep: XS, S, M, L, XL. Cepus: 5-1C. Bun 122540.
5. lNepuaTky MeAMUKHHCKHE AMArHOCTHYECKHE (CMOTpPOBEIE) OAHOpa3oBLie HecrepuabHblie « BENOVY»
U3 HaTYPaNbHOrO JIATEKCA TeKCTYPHPOBaHHbIE Ha nanbuax nosbliweHHoH mioTtHocTH (High Density)
HEONYAPCHHLIE ¢ BHYTPCHHHM MOJNMMEPHBIM NMOKPLITHEM BHEHIHAA CTOPOHA XJIOpHpOBawa ABa pasa
(MaHXeTa ¢ BaJIMKOM), UBET: HaTypanbLHbIif, pasMep: XS, S, M, L, XL. Cepus: 62-1P/2C. Bua 122540.
6. lNepyaTkn MeAMLMHCKHE AHATHOCTHYECKHE (CMOTPOBbIE) OAHOpa3oBbie HecTepuibhbie « BENOVY»
M3 HATYPaNbHOI'O JIATEKCA TEKCTY PHPOBAHHBIE HEONY APEHHBIE C BHYTPEHHKM NONHMEPHBIM NOKPLITHEM
(MaHXeTa ¢ BAIHKOM), LIBET: HAaTypanbHbii, pasmep: XS, S, M, L, XL. Cepua: 58-1P. Bua 122540.
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1.2 TMpownsBoanTeNb (M3roTOBUTENb) MEAULIMHCKOIO MU3Ae/UNS

MpousBoauTeneM (M3roTOBUTENEM) MEANLIMHCKOTO M3Menus ABNSeTCA:

LLipn TpaHr "nase (TannaHg) Mabnmk Komnawu lumntes
110 KaHbsHaBaHUT Poyp, MaxToHr, Xatbsai, CoHrkxna 90230, TannaHa

Apnpeca npou3BoACTBa MEAULIMHCKOTO U3AeNus:

110 KaHbsHaBaHUT Poyg, MaxtoHr, XaTbsid, CoHrkxna 90230, TannaHg,
109/2 KaHbsiHaBaHUT Poya, MaxToHr, Xatbsih, CoHrkxna 90230, TannaHg
352 KaHbsHaBaHWUT Poyg, MaxToHr, XaTbsil, CoHrkxna 90230, TavnaHg
189, Moo 7, lNxnan Bat, KaH4yaHagut, CypatTxaHu 84160, TannaHzg

85 Moo 6, KxyaH TxaHu, KaHTaHr, TpaHr 92110, TannaHg,

1.3 HasHauyeHve MeauLMHCKOro nsgenuns

MepyaTkM npeAHas3HayveHbl 419 O4HOPA30BOro MCMO/b30BaHMs B KayeCcTBe 3aWmUTHOrO bapbepa
NPV HOLUEHWM Ha pyKax MegULMHCKOro paboTHMKA BO BPeMS OCMOTpPa/neyeHust nauueHTa uam gns
APYTUX CaHUTAPHbIX Liene.

1.4 O6nacTb NPUMEHEHUSI MEANLMHCKOIO N3aenns

MeguumHCKe  nepyaTKuM  UCMONL3YHTCA NpU  NPOBEAEeHUUM  MefMLMHCKUX  OCMOTPOB,
AMarHOCTUYECKUX W TepaneBTMYECKMX Mpoueayp, a Takke Mpu obpawieHMn C 3arpsisHeHHbIMU
MeLNUNHCKAMU MaTepuaiamMu.

1.5 TllpegycMOTpeHHbIe NoNb30BaTENN MEAULIMHCKOIO U3aenms

MeaULUMHCKMIA NepcoHa, KOTOPbIA MPOBOAMT MeAWLMHCKMAE OCMOTPbI, AWArHOCTUYECKUE W
TepaneBTMYECKME MNPOLEeAYPbl, a Takke MEepcoHas, OCYLLECTBAAIOWMA paboTy C 3arpsasHeHHbIMM
MeLNUNHCKAMU MaTepranamu.

1.6 ¥Ycnosua akcnayataumn (MpUMeHeHUs) MeLULIMHCKOro 13aenns

MeaUUMHCKME CMOTPOBbIE OAHOPA30Bble NepyaTKy MPUMEHAKOTCS B fIeYeOHbIX MU NievyebHo-
NPOMUNAKTUYECKMX MEAULMHCKUX YUPEXAEHUAX B 3aKPbITOM MOMELLEHUN B CYyXOM MeCTe, BAaA OT
NPAMbIX COMTHEYHBIX NTyyeit, npu Temnepatype oT 10°C o 30°C 1 0THOCUTENBHOM BNaXKHOCTU He 6onee
80%, B COOTBETCTBMWN C MHCTPYKLMEN Ha MeMLMHEKOE 13Lenne.

[MepyaTKu TONMLKO ANS HAPYXXHOr0O NpUMeHeHus (U3genne He MHBA3UBHOE).

1.7 TlokKa3aHus K NPUMEHEHUNIO MeAULMHCKOro n3aenns

MoKa3aHVSMU K MPUMEHEHNIO MEAULIMHCKOTO W3eNMs SBNSETCS HeOOXOAMMOCTb NMPOBEAeHUS
MEANLIHCKMX OCMOTPOB, AMarHOCTUYECKNX 1 TepaneBTUUecKnX npoLieayp.
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1.8 “]JOTHBOIIOKBSOHHS MCAHNHHCKOr0O H3Je/IHA

l'lpo*rusonouasanuamn MCAHUHHCKOrO H3ACIHHA ABNAIOTCA:

I. Hanuuue y maumeHTa WAH MEOMUHMHCKOro pabGoTHMKA annepruyeckoil peakuud k Genkam
HATYpaILHOTO JIATEKCA;

2. Hanpune y nanueHnTa HAH MEOHUMHCKOrO paboTHHKAa amnepruyeckoil peakuuu Ha
OMYAPHBAIOLLCE BEIECTBO (MPHMEHNMO TOJILKO K ONYAPEHHbIM NepyaTKam);

3. Hamupe y nauuenta WM MeAHLHHCKOro pabOTHHKA ajnepruyeckoif peakuMu Ha OCTaTKH
TEXHOJOIHYECKUX XHMHYECKHX BELIECTB B MEAHILIHHCKOM M3JENHH.

1.9 Hucrpyxkuns no npHMeHEHHI0 MEIHUHHCKOr0 H3aeANs

Kak Hanesath nepuaTky:

)
2)

3)
4)

5)

6)

7

O0s3aTeNbHO BHIMLITE PYKH NEpeAl HANCBAHHEM KITH CMEHOH NepyaTox.

H3pneys nepuatky u3 kopoOkn. Pekomenayerca KacaTbCid OrpaHHYEHHON NOBEPXHOCTH
nepyaTKu. COOTBETCTBYIOIEH 3aNACThIO (BepXHHHA Kpall MaHKeThI).

HatsauyTs nepsylo nepyarxy.

H3Bneus BTOpYIO NMepuaTky ronoi pyko#, kacasch OrpaHMHECHHON NMOBEPXHOCTH NMEPUATKH,
COOTBETCTBYIOIIEH 3anACThIO,

Bo u3bexalHe KacaHHA KOXH MpeAmedbs pyKoH B nepyatke, NMOBEPHYTH HAPYXHYIO
NMOBEPXHOCTb MEPYATKH, KOTOPYIO MPEACTOWT HaZeTh, CNOKEHHBIMH NalblaMH pYKH B
nepyarke, TakuM obpasoM, Urobrl caenaTh BO3MOXKHBIM HaTATMBAHUE NIEPYATKH Ha BTOPYIO
PYKY.

Haaes nepuatku, cneayeT NpHKacaTeCs HCKNIOYHTRNBHO K NPEAMETaM, upenycuorpeunum
NOKa3aHHAMH K NPUMEHEHHIO H YCIOBHAMH HCMOJIL30BAHHA NIEPYATOK.

Bo u3bexaHne KOHTAMHHALMH Nepel TEM, Kak MPUCTYNHTL K HOBOH mpoueaype, caeayer
CMEHHTD MepyaTKy.

Kak cHuMats nepyaTku:

Y

2)

3)

Uto0bl CHATH nepuatky, CAeayeT NOJUENUTH €€ Ha YPOBHE 3alIACTbA, HE Kacasch KOXH
MPEeANNCYbs, H CTAHYTh C PYKH, BLIBOP2UHBas €€ HaU3HAHKY.

VY nepxnBas CHATYIO NEPYATKY pyKoit B nepyarke, CACAyeT NOMECTHTH NAbLB FONOH PYKH
Mexay nepuatkoil u 3anacTbeM. CHATH BTOPYIO NEPYATKY, CKATAB €€ N0 PYKE, H BJIOXKHTD B
NEPBYIO HEPHATKY.

BoIGpOCHTD MEpUaTKH B TIWATENLHO BHIMBITE PYKH.
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1.10 IIpeaynpexaeHHa U Mepbi NPeAOCTOPOKHOCTH

¢  Tonsko Ang 0AHOPA3OBOTO MPHMEHEHHA,

¢  Tonpko INA HHAMBHAYANIBHOTO IPUMEHEHHS;

e Heobxoaumo ofa3arenbHo KakAbA pa3 npoBoauTh THrHEHHuYecKylo oOpaboTky pyk nepea
HafieBaHHEM HJIH CMEHOH NepyaTokK, a TakKe NoCie CHATHA NEPUarTox;

¢ Heobxonumo noabuparh nepyaTkH HYXKHOTO pasMepa — OHH ROJDKHBI JIEFKO HAleBaThcd H He
JOJKHBI 3aTPYRHATH ABMKEHHA WIH CAABIHBATL KUCTH pyK. He npHMeHaTs npu HeCOOTBETCTBHH
pasmMepa;

e [lepuaTkn HeoOXx0aAMMO NOAOHPATL B 3aBHCHMOCTH OT BHIA BbIMOJIHAEMbIX MaHUNY IALKH;

o TJIpUKOCROBEHHA AONYCTHMbI HCKMOYHTENbHO K OrpaHHYCHHOH MOBEPXHOCTH NEPYATKH,
COOTBETCTBYIOWICH 3anACThIO (BEpXHHi Kpali MaHXeTbI);

e B 3aBHCHMOCTH OT XapaxTepa BHINONHACMON MaHHRYJALUMH, DJIA NOANEPKAHUA ONTHMANBLHOIO
YPOBHA 3alUMTb!, NEPYATKH PEKOMEHAYETCA MEHATL Yepe3 Kaxabie 60-120 MuuyT;

¢ HeobxonuMo 3aMeHnTh nepyaTkH nocie obHapyxeHHa nedexrta, NpoKona, IOBPEXACHHUA,

3arpA3HEHRA, NPH NONafaHHKU NOA NEPYATKY KHAKOCTH, a TAKXKE NPH NOABNCHHU NUNKOCTH. Ecnn

NOBPEAWJIACH OJIHA NEPUATKA, HEOOXOANMO 3aMEHHTD 0b¢;

HeobGxoaumo HaneBaTh NepHaTKH TOJNBLKO HAa CYXHE PYKH;

He mounts 1 Gepeusb OT BNary;

Hsberats BO31eHCTBHA NPAMBIX CONMHEYHBIX Ayuel;

B cocTas MEAMUMHCKOIO H3ACTHA BXOAMT HATYpaibHbiA KayuyKoBbIH naTekc, cnocobHbli BbI3BATL

ANIEPrUuecKylo peakiHio;

e Onyapueaiollee BELIECTBO MOXET BbI3BaTh &UICPrHYCCKYI0 PEAKUHio (MPHMEHHUMO TOJIBKO K
onyApeHHBIM NepyaTKaM);

¢ [lepuarky COACPXKAT OCTATKH TEXHONMOTHYECKMX XUMHYECKHX BELUECTB, CMOCOOHBIE BbI3BATH
ANNePruvecKylo peaxkumio;

o [lepuarky He rapanTpy1oT 100% 3aHTH PYK OT NPOKONIOB, NOPE30B H NOBPEXKACHHH, BLI3BAHHBIX
BO3AeHCTBHEM XHMHYECKHX BELLECTB.

1.11 Cpok roaHocTi MERHNHHCKOr0 H3AE/IHS

YCTaHOBNEHHBIH CPOK TOOHOCTH CMOTPOBBIX OJHOPA3’OBbIX HECTEPHIIBHBIX ony.npeunmx
NepyaToK U3 HaTyPaILHOTO JIaTEKCa COCTABNINET 5 JieT.

YcTaHOBNEHHBIA CPOK TOAHOCTH CMOTPOBLIX OAHOPA3OBBIX HECTEPHABHBIX HEONYIAPEHHBIX
NEPYATOK M3 HATYPAIILHOIO JIATEKCA COCTABNAET 3 roaa.
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2 YCnoBusi TPAHCMOPTUPOBKU, XPaHEHUST U YTUAN3ALUN MEAVLIMHCKOTO U3ae/ns
2.1 YcnoBust TpaHCNOPTUPOBKM MEANLMHCKOrO U3aenns

Ocobble TpeboBaHNSA K NEpeBO3Ke, OT/INMYHbLIE OT TPe6OBaHMI K HA3eMHOI NepeBO3Ke, NepeBO3Ke
Mo MOPH M MO BO3AyXY, OTCYTCTBYHOT. [py TPaHCNOPTMPOBAHWM He A0MKHbI HapyLLATbCA YCN0BUS
XpaHeHMs.

2.2 YCNnoBuAa xpaHeHUs MeAULNHCKOro u3aenns

CMOTpOBble MepyaTK/ XpaHAT B 3aKPbITOM MOMELLEHUM B CYXOM MeECTe, BAaN OT MPAMbIX
CO/IHEYHbIX Ny4Yel, UCTOYHWMKOB Tenna, BO3ropaHus, YnbTpaduoNeTOBOr0 W3My4YeHus, 030Ha, Npu
TemnepaType 10-30 °C 1 OTHOCUTENBLHON BNaXKHOCTW BO3Ayxa He 60onee 80%.

2.3 Ycnosusa ytunmsaunmm MeguLMHCKOro usgenus

YTunusauma MeauLmMHCKoro nsgenus «fepyatkm MefMUMHCKUE AMarHoCTUYeckume (CMOTPOBLIE)
0AHOpa3oBble HecTepubHble «BENOVY»» B P® 0CYyLLECTBASETCS OpraHn3aLuneid, oCcyLLeCTBASAOLLEN
MeLVUNHCKYIO [OeATeNbHOCTb, Kak oTXoabl Knacca B B cootBeTcTBuUM ¢ CaHlluH 2.1.7.2790-10
"CaHUTapHO-3NNAEMMONOrMYECKUMI TPeboBaHMAMM K 00paLleHUIo C MeAULMHCKUMK oTXodamun" 1
YTBEPXKAEHHOW MHCTPYKLMEN opraHu3aLuu.

3 MeToapbl 1 cpeacTBa Ae3UHAEKLNN, OYNCTKN MEAULIMHCKOTO U3aenns
MepyaTKy 0HOPA30BbIe CMOTPOBbIE HECTEPU/bHBIE NPEACTABNAOT COBOI MeANLIMHCKOE U3aenie

O[IHOPa30BOr0 MCMo/b30BaHUs. MOBTOPHOE MCMO/b30BaHMe MeAULMHCKOTO U3Aenus ABNsSeTca rpyobiv
HapyLLeHeM METO/I0B MPUMEHEHMS.
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4 Texuuqgeckoe oNHCAHNE MERHNHHCKONI0 HIREANR
4.1 Onucanne MeAWUHHCKOTO HIIEAHA

®opma. [Ipamsie nanbupl, Gonbiloit naneu H OCTANLHBIE NabLUB B OAHOH NJIOCKOCTH, MOAXOAAT
Ha mobyio pyky (aMOuaexcrpanbHuie). Kpalh MaHXeThl 3akaTan B BEHYHK,

MosepxnocTs. OnyapeHHble NEPYATKH — HCNIONL3YETCH MOAH(DHUHPOBAHHBIA KYKYpY3HbIiH
KpaxMajl, HEONyAPeRHbIE IepHaTKH — noasepraiorca obpaboTke XJIOpOM - XNOPHPOBaHHIO W/HIK

00paboTKe NONMMEPHBIM TOKPLITHEM.

daxTypa sHemueli nosepxnoctTh. [lepuaTtku MOTYT GbITh [JIANKHMH, TEKCTYPHPOBAHHBIMU HIH
TEKCTYPHPOBaHHbIMH Ha NAJIbLAX.

Pasmepni. B 3aBucHMOCTH OT pasmepa, B Tabauue | yKasaHbl 3HAUCHHA WIHPHHBI, JJIHHLI H
TOJNLIHHB MEAHIHHCKOTO H3ACTHA.

Tabauya 1 - Pazvepbt MeQuyuncro2o u30eiusn:

Pazmep
S M L XL
IlInpuna W (pucyHok |), MM < 80 80+10 95+10 11010 >110
Jnunna | (pucyHok 1), MM, He 220 230
MeHee
Tonmuna (B TOUKaX, yKa3aHHBIX
Ha
PUCYHKE 2), MM, HE MeHee
- rJagKas noBepXHOCTh 0.08
- TEeKCTYpPHPOBAHHAA 011
NOBEPXHOCTD
TonuwHa BeHYHKa, MM, He 250
Gonee ’

Haumenosaune nokasareis XS
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PucyHok 1 — Touksd AN H3IMEPEHHN WHPHHE! H JUIHHL NEPUATKH

PucyBok 2 — Toukn H3MEPEHUA TONMMHEI CTEHKH NEPIaTKH
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4.2 dur3MUecKmne XapaKTePUCTUKN MeANLMHCKOrO U3aenms
4.2.1 ®UNKO-MeXaHNUECKME XapaKTEPUCTUKN MEANLMHCKOIO M3aeNns
B Tabnuue 2 npeAcTaBneHbl (IN3MKO-MeXaHUUYECKMe NoKasaTen MeANLIMHCKOTO U3aenis.

Tabnmua 2 - 3HayeHUst (PU3NKO-MeXaHUUECKNX NoKasaTeneii nepuaTokK:

ONMMCAHVE CNneynNemnKALMNA
1 J10 YCKOPEeHHOro cTapeHus:
- yCUnmMe npu paspbise, H, He MeHee 7,0
- YA/IVHeHVe Npu pa3pbise, %, He MeHee 650
- NPOYHOCTb MpY pacTsHKeHumn, MIa, He MeHee 18

2. [ocne YCKOpeHHOro ctapeHus:

- ycunue npu paspbise, H, He MeHee 6,0
- YANMHEHVe Npu paspbise, %, He MeHee 500
- NPOYHOCTb MpY pacTaxeHun, MIMa, He MeHee 14
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4.2.2 YpoBHH KOHTPOJIA H NIpHeMIeMblii yposeHb KauecTBa
MEAHUHHCKOTO H3eSH

B uensx KOHTPONS KauecTBa MEANLIHHCKHE NEPYaTKH OTOHPAIOT H NPOBEPRIOT B COOTBETCTBUH CO
crainaptom ISO 2859-1.

I'epmeTnunocte. I'epMeTHYHOCTL onpeaensaior B cooTBeTcTBHH ¢ EN 455-1. MeauuuHcKie nepyaTkn
repMeTHuHbl. [Ipuemnemsiit ypoBenb kauectsa (AQL) cocrasnser < 1.5.

Onyapusalomee BemecTBo. ConepxaHie OCTaTOYHOro ONYAPHBAIOILETO BeLIECTBa ONPEAENAIOT B
COOTBETCTBHH ¢ TpeGoBannamu craniapra ACTM J1 6124.
o Jlns onyapeHHBIX NMEpYaTOK MOMYHYEHHbIH NoKasatenb He npeBbluuaet 10 Mr/am? Ha ozuy
nepyaTky.
e Jlna HeonyApeHHHIX NEpPUaTOK NONYYCHHBIH NMOKa3aTeNb HE NpeBbIIAET 2 MK Ha OAHY
nepyarxy.

Conepxanne NPOTEHHOB B JATEKCHBIX NEPUATKAX.

o ConepxxaHHe 3KCTparupyembiX BoAoH NpoOTcHHOB He Gonee 200 MKI/AM? DpH NPOBCACHUH
nensiTaHuii B cootBeTcTBun ACTM 11 5712.

o CofepkaHne AaHTHrEHHbIX NPOTenHOB He Gonee 10 MKr/mM? MPH NPOBEACHHN MCNBITAHUH B
cooTseTcTBHM ACTM J1 6499.

I
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5 MoGounsie AcitcTBRR
Bo3MOXHBI NPOABNCHNA HA KOXE aNNEpruuecKnX peakuuii npy HCNOAL30BAHAY HIACUA.

6 OG¢cToRTeNLCTBA, NPH KOTOPLIX NOTPEOHTENL HOIAEH NPOKOHCYAbLTHPOBATLCR
€ MEAHUHHCKHM PaloTHHKOM

Maumenty pekoMeHAYeTcs NPOKOHCYNBTHPOBATBCH ¢ MEAHIMHCKAM paboTHHKOM NpH
BO3HHKHOBEHHH Ha KOXE ANEPrHYECKHX peakumii Npy NCNONb3OBAHHH H3ACHHA.

7 F'apanTin NpoH3BOAHTENN

Ipon3soauTenb (H3rOTOBHTEND) FAPaHTHPYET COXPAHHOCTL BCEX NAPaMETPOB H XapaKTEPHCTHK
MEAHLMHCKOIO H3JCNHA C YYETOM NpHEMaeMoro yposHs kadectsa (AQL) < 1,5, a taxxke kauecTsBo
MEAULMHCKHX NepYyaToK B TEHCHHE BCEro CpoKa rogHOCTH ¢ JAaThl H3rOTOBJICHHA, NPH YCNOBHH
IENIOCTHOCTH YNaKOBKH, COOMIOJACHHS YCNOBHII TPAHCNOPTHPOBKM, XPaHEHHA M IKcIiyaTaluH B
COOTBETCTBHH C HHCTPYKLHEH.

8 Cpeaenun 06 YNoIHOMONEHHOM NPEACTABHTENE NPOHIBOANTEIN

1o ecev eonpocam, ceészannbiv ¢ obpaujenuem MeOUYUNCKO20 u30EAUR na meppumopuy PO,
HeoOX00uMO0 00paamecs X YnornomMouenomy npeocmasumenio npou3eooumens.

O6atecTBo ¢ orpannyestoii orsercreennocTio <BHHOBH»

000 «<BMHOBH»

Poccus, 194292, r. Cankr-IleTepOypr, nepeynok S-ii Bepxuuit, aom |, nutepa XK, nomewenne 20
Ten. 8 (812) 309-16-32 ’
www.benovy-company.ru

E-mail: benovy@benovy-company.ru
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MepeBof C aHrIMMCKOro A3blka Ha PYCCKUIA A3bIK BbIMOSIHEH NepeBOAUYMKOM Karvposoi
Bacunucoii AHapeeBHON. MoATBEpPXKAAHD, UTO BbIMO/HEHHbIA MHON MEpeBOA SiBX
NpaBu/ibHbIM, TOYHbIM U MO/HbIM.

t r” AU )1<(C\

Poccuiickas ®Pegepauns
CaHkT-lNeTepbypr

MATHaAUATOro Mast Be ThiCAuM ABaALATOro roja.

A, O3eHc AnekcaHap eoprveBuY, BPEMEHHO WCMOMHSAKOWMNIA 0653aHHOCTU
HOTapuyca  HoTapuanbHOro  okpyra  CaHkTt-IeTepbypr  [3eHc  HaTanbu
AHATO/MbEBHbI, CBUAETENLCTBYIO MOAJIMHHOCTL MOAMWUCU MepeBofynKa Karvposoi
Bacunncbl AHOPeeBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoanMcasLIero 4OKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo B peectpe: Noe 78/80-H/78-2020-"MA0O

B3bICKaHO rocyapCTBEHHON nownHbl (No Tapudy): 100 py6. 00 Kon.

A.l". 13eHC

TOro B HacTOSILLIEM [OKYMEHTE:

24 (pBafuaTh YeTbIpe) nmMcTa

Bp.n.o0.HoTapuyca A.l". 13eHC
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