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MNpeancnoBue

Llenu, ocHOBHbIE MPUHLIMMILI M OCHOBHON NOPAAOK NPOBeAeHWs paboT No MeXrocyaapcTBeHHON cTaHaap-
Tnsaumm yctanosneHsl B FOCT 1.0—92 «MexrocyaapcteeHHas cuctema ctaHgaptusauun. OCHOBHbIE MOno-
xeHuay u  [OCT 1.2—2009 «MexrocygapcTBeHHass cucTeMa cTaHgapTusaumui. CTaHaapThl
MeXrocyaapCTBeHHbIe, Npasuia U pekoMeH4aLmm no MexrocyapcTBeHHon ctaHgapTmsaumn. MNpasuna pas-
paboTKN, NPUHATUSA, MPUMEHEHWS, OBHOBMNEHNS N OTMEHbI»

CBepeHUs 0 cTaHpapTe

1 NOArOTOBIEH degepanbHbiM rocygapcTBeHHbBIM YHUTapHBIM NpeanpusTneM «Bcepoccuinckuin
Hay4HO-MCCneaoBaTeNbCKUIA LIeHTp cTaHaapTM3aunm, MHdopMaLunm n cepTuduKkaLmmn Coipbs, MaTepuanos 1
BewecTs» (Pryr «BHUUCMB»), TexHnyecknm komuteToM no ctangapTusauum TK 160 «lMpoaykunst HedTe-
XMMMNYECKOro KoMMeKca» Ha OCHOBe COBCTBEHHOMO ayTeHTUYHOrO NepeBoaa Ha PYCCKUM A3bIK CTaHAapTa, yka-
3aHHOro B NyHKTE 5

2 BHECEH degepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynmpoBaHuio U meTponorun (PoccTtaH-
AapT)

3 MPUHAT MexrocyaapCTBEHHBIM COBETOM MO CTaHAapTU3aLMUU, METPOSIOTNA 1 cepTudukaumm (npo-
TOKOM OT 14 HosIGpst 2014 1. Ne 72-11)

3a NpUHATUE Nporonocosann:

KpaTkoe HaumeHoBaHUe CTpaHbI Kog cTpaHsI CokpalleHHOe HaMMeHOBaHWe HaUUOHaNbHOro opraHa
no MK (MCO 3166) 004—97 no MK (LCO 3166) 004—97 Mo cTaHAapTMaauun
ApmeHus AM MwuHakoHoMukM Pecnybnuku Apmenuns
Benapycb BY loccrangapt Pecny6nuku benapycb
KazaxcrtaH KZ loccrangapt Pecny6nuku KaszaxcraH
Kuprusums KG KeipreisactangapT
MongoBa MD MongoBa-CraHaapt
Poccusa RU Poccrangapt
TapgxukncraH TJ TapgxukcTaHgapTt

4 Tpukazom PefepanbHOro areHTCTBa Mo TEXHUYECKOMY pPerynvpoBaHnilo U mMeTponorumn ot 19 mas
2015 r. Ne 374-cT mexrocyaapcTBeHHbli ctaHgapT FOCT EN 455-1—2014 ssedeH B AelCTBUE B KayecTBe
HauMoHanbHOro ctaHgapTa Poccuinckon Pegepauim ¢ 1 uons 2016 .

5 HacTtoswumi cTaHgapT naeHTU4eH eBponenckomy permoHansHomy ctaHgapTy EN 455-1:2000 Medical
gloves for single use — Part 1: Requirements and testing for freedom from holes (MeguuuHckne ogHopasoBble
nepyaTtku. YacTb 1. TpeboBaHus 1 onpeaerneHne oTCyTCTBUSI OTBEPCTUIA).

CrangapT paspabotaH TexHuveckum kommtetom CEN/TC 205 «HeakTtuBHble MegUUNHCKNE U3aenusi»
EBponelickoro komuteTa no ctaHgaptusaumm CEN.

MepeBog € aHMMUINCKOro AA3bIKa (en).

HaumeHoBaHWe HacTosLero ctaHgapTa U3MeHeHo OTHOCUTENbHO HaUMEHOBaHWSA yKkazaHHOro cTaHaap-
Ta aAnga npusegeHus B cootseTcTBUe ¢ FOCT 1.5—2001 (noapasaen 3.6).

OdmunanbHele 3Kk3eMnNspbl EBPONENACKOro peruoHanbHoro ctaHgapTa, Ha OCHOBE KOTOPOro NoAroToB-
NeH HacToALLMIA MeXrocyaapCTBeHHbIA CTaH4apT U CTaH4apTOB, Ha KOTopble AaHbl CCbIMKW, UMmetoTes B defe-
panbHOM NMHpopMaLMoHHOM hoHAEe TEXHNYECKNX PerfiaMeHToB U CTaH4apToB.

CBefeHnsi 0 COOTBETCTBMN MEXIOoCy4apCTBEHHbIX CTaHAAPTOB CCbINIOYHBIM CTaHAapTam rnpusedeHsl B
OoMonHUTeNbHOM nNpunoxeHnn JA.

CTteneHb cooTBeTCTBMA — naeHTu4Has (IDT)

6 BBEJEH BMNEPBbIE



FOCT EN 455-1—2014

UHpopmauust 06 USMEHEHUSIX K HacmosiueMy crmaHOapmy nybrukyemcs 8 exe200HOM UHGhOpMayUOH-
HOM yKasamerie « HayuoHarnbHble cmaHO0apmbl», a MeKCM U3MeHeHUL U rornpasoK — 8 eXXeMeCsIYHOM UHGhop-
MayuoHHoM ykasamene «HayuoranbHblie cmaHOapmei». B criyyae nepecmompa (3aMeHbi) Uiy OMMEHbI
Hacmosiweao cmaHOapma coomeemcmsyowiee ysedomneHue bydem orybuUKOBaHO 8 eXeMeCSYHOM
UHhopMayUuoHHOM yKkasamerne «HauyuoHanbHbie cmaHOapmbi». Coomeemcemsyrowasi uHghopmayusi, yee-
OomrieHUe U MeKCmbl pa3MeLiaromes makxe 8 UHghopMayuoHHoU cucmeme obujeao nosib308aHusi — Ha oghu-

yuansHom calime ®edepaiibHo20 azeHmMemea o MexHU4YeCKOMy pe2y/lupos8aHulo U Memporsioauu 8 cemu
UnmepHem

© CraHpapTtuHdopm, 2015

B Poccuiickolh deaepaLlmmn HacToALLMI cTaHAaPT HEe MOXET BbITb NOMHOCTLI0 UM YacTUYHO BOCMPOU3Be-
AeH, TUpaXX1upoBaH U pacnpocTpaHeH B KadecTse oduLmansHoro usgaHua 6es paspewerusa degepansHoro
areHTCTBa Mo TEXHNYECKOMY peryrMpoBaHunto n MeTponorum
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M E XT T OCYAOAPCTUBEMHHUB H# CTAHAAPT

NEPYATKU MEAULUWHCKUE OOHOPA3OBbBIE
YacTtb 1
MeTtoa onpeaeneHuss repMeTUMHOCTHU

Medical gloves for single use. Part 1. Method for determination of tightness

DaTta BBegeHnss — 2016—07—01

1 O6nacTb NpMMeHeHus

1.1 Hacroswuin ctaHgapT yCTaHaBMBaeT MeTo[ onpeaeneHns repMmeTM4HoCTU MeanLIMHCKUX ogHopa-
30BbIX Nep4aTok.

MpuMeyaHune—Cwm.take EN 374-1
2 HopmaTuBHbI€e CCbINKK

[ns npUmMeHeHna HacToALLEro cTaHaapTa HeoBXoAMMbI CrielyHoLLME CChINOYHbIe 4OKYMeHThI. [Ina Heaa-
TUPOBAHHOW CCHINKN MPUMEHAIOT NocneaHee U3gaHune CCbINMoYHOro AoKyMeHTa (BKIloYasi BCe ero UsMeHeHus).

EN 374-1 Protective gloves against chemicals and micro-organisms — Part 1. Terminology and
performance requirements (MepyaTkn ANs 3aWUTI OT XMMUYECKMX BELLECTB U MUKPOOpraHuMamMoB. YacTb 1:
TepmMuHonorus n TpebosaHms)

ISO 2859-1 Sampling procedures for inspection by attributes — Part 1: Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection [MMpoueaypbl BIGOPOYHOTO KOHTPOSSA MO KAYeCTBEHHBIM
npuaHakam. YacTb 1. MnaHel BIGOPOYHOro KOHTPOSS C ykasaHUeM NnpruemMneMoro ypoBHs kadectsa (AQL) ang
nocrneaoBaTeribHOro KOHTPOMA NapTUi]

3 TepMuHbI M onpeaeneHus

B HacTosLem cTaHAapTe NpUMeHeH cneayoLmii TepMUH C COOTBETCTBYIOLUM onpeaeneHneM:

3.1 meguumHckue ogHopasoBble nepyaTtku (medical gloves for single use): NepyaTtku, NpeaHasHa-
YeHHble AN WUCNOMb30BaHWA B MeAuuMHe AnS 3aluThl nauuveHTa v nonb3oBaTens oT NepekpecTHOro
3apaxeHus.

4 Tpe6oBaHue

MeauunHcKkMe oagHOPa3oBble NepyaTkn A0MMKHEI BbITb repMeTUYHLIMW NPY UCMbITAHUM B COOTBETCTBUM C
pasgenom 5.

5 WUcnbiTaHue Ha BOAOMPOHMUAEeMOCTDb AnA onpeaerneHna repmetTu4yHoOCTU

5.1 ApbuTpaxHoe UcnbITaHUe

YcTaHaBnmBatoT BepTUKanbHo Tpy6Ky pasmepamu, npuBeaeHHbIMA Ha pUcyHKe 1, Unu pasmepamm, cooT-
BETCTBYOLWMMU pa3Mepy nepvaTki, AnNs HanornHeHUs ee BOAOW Tak, YTobbl Tpybka yaepxusana nepyarky,
HanonHeHHyto 1000 mn BoAblI.

U3paHne opnumnansHoe
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a — MaHxeTa nepuartku; b — ukcupyiowiee ycTpoCTBO; ¢ — KOHeL TPYOKu Ans HanonHeHus

PucyHok 1 — Tpy6ka Ans HanonHeHns nepyaTkv BOAOH Mpy onpeaeneHni BO4OHenpoHMLaeMocTH

3akpennsioT nepyaTky PUKCUPYIOLMM YCTPONCTBOM Ha TpyGke Tak, YTOGLI MaHxeTa Gbina Ha paccTosi-
HUM He Gonee 40 MM OT KoHLA TPYGkY ANs NoMy4eHUsi BOAOHENPOHULLAE@MOro YNNoTHeH!s! Ge3 NoBpexaeHUs!
nep4aTku (CM. PUCYHOK 1).

HobasnstoT B nepuatky (1000 + 50) Mn Boak! TemnepaTypoit oT 15 °C a0 35 °C yepes oTKPbITHINA KOHeL,
TPY6KM.

n puMmevYyaHne — B 3aBncumocTu ot ucn blTyeMOﬁ nepYaTtkm YacTb BOAbl MOXET OCTaBaTbLCH B prsKe.

Cpasy Br3yansHO NpoBepaAtoT nepyaTky Ha BoAoNpoHMLaeMocTb. BuiiepxuBatoT 2—3 MUH 1 cHoBa Npo-
BEPSIIOT NepyaTKy Ha BOAONPOHNLAEMOCTb.

Ecnu 3a cyeT pacTsbkeHus nepyaTki Boda He noAHUMaeTcs 8 Npefenax 40 MM oT kpasi MaHXeTbl, MOgHU-
MaloT nepyaTKy nocre BTOPOrc 0CMOTpa C MOMOLLbIO COOTBETCTBYIOLWEro NpUcnoco6neHna Ao AoCTUKEeHNUN
ypoBHs Boabl 40 MM OT kpas MaHxeT. Yepes 2—3 MUH NMPOBEPSAIOT BU3YanbHO paHee HernpoBepeHHYIo YacTbh
rnepyaTtku Ha BOAONPOHMLaEMOCTb.

He y4uTbIBalOT BOAONPOHULAEMOCTbL B Npeaenax 40 Mm OT Kpast MaHXeThbl.

5.2 PyTuHHOe ucnbiTaHue
PyTWHHOe ncnbiTaHue NpoBoaAT no 5.1 unu no aHanoruyHon MeToaumke.

6 BbI6OPOYHbLIA KOHTPOSb, YPOBEHb KOHTPONSA U NpUeMneMbiv YypoBeHb
KayectBa (AQL)

OT6unpatoT o6pasLibl 4NA UCIBITAHUA OT KaXKaoi napTum nepyatok no 1ISO 2859-1, Ucnonbays ogHOCTY-
NeHYaTbll KOHTPOMNb U MUHUMarbHBIA 06bem BbIGOPKU U COOTBETCTBYIOLUMIA HOMEP MPUHATUS/OTKIIOHEHUS,
3KBUBaNEHTHBbI kody o6bema BbiGopku L. Mpu ucnbiTaHum no MeToauke, npuseaeHHon B 5.1 Ana apbutpax-
HbIX Lenen, npuemremMblil yposeHb kadectea (AQL) cCOOTBETCTBUS repMeTUYHOCTM AOMKEH BbiTb 1,5.

Mpumeyarue—[OaHHbl ypOBEHb KOHTPONsi cootBetcTBYeT TpeGoawuam [upektmebl EC 93/42/EEC
«MeauumHckne npnGopel, yCTponcTea u obopyaoeaHves (npunoxenve IV, nydkr 6.3) u He NpeaycMaTpuBaeT yBenuyeH-
HblIll 06'eM BbIBOPKM, BIUSAIOLLMI HA MPON3BOACTBO M 3aTPaThl Ha UCTbITaHNe. MuHMManbHbI 06BEM BbiGOPKM 3KBMBANEH-
TeH kogy obbema BbiGOpkM L ans oBecrneveHust QOCTOBEPHONM OLEHKM kayecTBa MapTMu HeGONbWOro mnu He
ycTaHOBMNeHHoro obbema.
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7 TpoTokKon ucnbiTaHUM

MpoToKoM UCMbITAaHUN AOMKEH coaepXKaTb:

- 0bo3HaveHWe HacTosILLero cTaHaapTa;

- TUMNEepyaToK 1 HoMep NnapTuu;

- HauMeHoBaHWe U apec N3roTOBUTENSA UM ANCTPUBLIOTOPa N CNbITaTeNbHON TabopaTopun, eCrivi OHN
oTNnMyaloTCs;

- JaTy npoBeAeHUst UCTIbITaHNs;

- pesynbTaTbl WcnbiTaHWA (06bem napTun, obbem BbIGOPKM, KOMWYECTBO HECOOTBETCTBYIOLLMX
rnepyaroxk).
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Mpunoxenne ZA
(cnpaBo4HoOe)

Paspenbl HacTosllWero cTaHaapTa, B3auMocBsi3aHHble C TpeﬁoBaH NAMU UNKU gPYyruMm NonoXxXeHuAam

DOupektus EC

HacTtoswwii ctaHpgapT paspaboTaH B COOTBETCTBUM C OCHOBHbIMY TpeboBaHusmm aupektnebl EC 93/42/EEC.
Mpepynpexaenne — Knepuatkam MoryT ObITb NPUMeHUMbI Apyrre TpeGoBaHus u apyrve dupektnebl EC.
B T1abnuue ZA.l npueeaeHbl pasgensl HACTOSAILLEro CTaHAapTa, COOTBeTCTBylowme TpeGoBanuamM [UpekTvBb

93/42/EEC.

CobniogeHne TpeboBaHNA HacTosILLEro cTaHAapTa ABNsieTc OCHOBHbIM TpeboBaHnem JupeKTuBbl U
B3aMMOCBSI3aHHbIX JOKYMEHTOB EFTA.

Tab6nunya ZA.1— CooTBeTCTBUE pasaernoB HacTosiwero ctaHgapta dupektuse EC93/42/EE

Paspgen/nogpasnen HacTosLlero

CooTBeTcTBYyOLLEE OCHOBHOE TpeboBaHue

KommeHTapum

craHgapTa OupekTusbl 93/42/EEC
4 1,2,3,7.2,81
5 1,2,3,7.2
5.2 8.1
6 1,2,7.2,81
7 1,2, 8.1




Mpunoxenne OA
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CBegeHUA o COOTBETCTBUM MeXrocygapctBeHHbIX CTAHAAPTOB CCbINTOMHbLIM CTaHOapTaMm

Tabnuuya OAA

O603HauYeHUe U HAUMEHOBAHUE CCbINIOYHOTO MEXIYHAPOAHOTO
M eBPONeiickoro PerMoHanbHOro craHaapTa

CreneHb
COOTBETCTBUA

O60o3HaYeHUe U HauMeHoBaHUe
COOTBETCTBYIOLLETO
MeXrocyaapcTBeHHOro
craHgapTa

EN 374-1:2003 Mepuatkn gns 3awmTbl OT XUMUYECKMX BEWECTB W
MUKpoopraHuamoB. Yactb 1: TepmuHonorusa n tpeboeanHus

ISO 2859-1:1999 Mpoueaypbl BbIGOPOUHOro KOHTPONA No KaUeCTBEH-
HbIM npuaHakam. YacTe 1. MnaHbl BbIGOPOYHOro KOHTPOIS C yKa3aHu-
eM npuemMnemoro ypoBHsi kadectea (AQL) ans nocnegoBaTenbHOro
KOHTpONs napTum

hopmMaLnoHHOM POHAE TEXHNYECKMX pernaMeHToB U CTaHaapToB.

* COOTBETCTBYIOLMIA MEXIOCYAAPCTBEHHbIN CTaHAAPT oTCYTCeTBYET. [0 €ro yTBepXaeHnsa pekoMeHayeTcs UCnosb-
30BaTh NEPEBOA Ha PYCCKUIM A3bIK JaHHOrO cTanaapTa. MepeBod AaHHOTO cTaHagapTa Haxogutes B deaeparibHOM WH-
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