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NpeavcnoBue

Llenn, oCHOBHbIE NPUHLMMBLI 1 OCHOBHOW MOPSAA0K NpoBeAeHUst paboT No MEXrocyAapCTBEHHOM cTanaap-
Tusauun yctadosnexol B FOCT 1.0—2015 «MexrocyaapcTBeHHass cucteMa crtangapTusaumn. OCHOBHbIE
nonoxeHus» nFOCT 1.2—2015 «MexrocyaapcTBeHHasi cuctema ctangapTusaumn. CTaHgapTbl Mexrocyaa-
PCTBEHHbIE, NPaBuia U pekoMeHaaLuuM No MexrocyaapcTBeHHon cTaHaapTusauuun. Mpaeuna paspaboTkuy,
MPUHATUA, OBHOBNEHUS 1 OTMEHBI»

CBeaeHus o cTaHpapTe

1 NMOArOTOBNEH ®egepanbHbiM rocygapCTBEHHBIM YHUTapHBIM NpeanpuaTuem «Bcepoccuinckuin
Hay4HOo-MccreaoBaTenbCkui UHCTUTYT CTaHgapTusauum matepmanos U TexHonoruiy (Pryrn «BHUU CMTy),
TexHn4eckum KoMuTeToM Mo cTaHaapTnaaumm TK 160 «MpoayKkumns HedpTeXMMUYecKkoro KOMREeKca» Ha OCHO-
Be COBCTBEHHOC NepeBoa Ha PYCCKUA A3bIK aHrMOA3bIYHON BEPCUU MeXAYHapoAHOTo CTaHAapTa, yKazaHHOro
B NyHKTE 5

2 BHECEH ®epeparnbHbIM areHTCTBOM No TEXHUYECKOMY perynnpoBaHuio n metponorun (PocctaH-
AapT)

3 MPUHAT MexrocyaapcTBEHHBIM COBETOM MO CTaHAapTU3aUM1, MeTponornM u cepTudukaumm (npo-
Tokon ot 28 despans 2017 r. Ne 96-11)

3a NPUHATUE NporoiocoBasnn:

Kpartkoe HavMeHOoBaHWe CTpaHbl Kop ctpaHbl CokpalleHHOe HaUMEHOBaHWe HaLMOHAIBHOTO opraHa
no MK (UCO 3166) 004—97 no MK (UCO 3166) 004—97 no cTaHapTu3auum
ApmeHus AM MunakoHomuku Pecnybnukmn Apmenns
Benapycb BY loccranpapt Pecny6bnuku benapycb
KasaxcraH KZ loccranpapt Pecny6nuku Kasaxcran
Kupruaus KG KbiprelactaHgapT
Poccus RU Poccrangapt

4 lMpukasom PegepanbHOro areHTCTBa MO TEXHUYECKOMY perynnupoBaHuio U MeTposiorumn ot 18 uona
2017 r. Ne 709-cT mexrocyaapctaeHHbi cTaHaapT FOCT ISO 10282—2017 BBeaeH B AeCTBME B KauecTBe
HauuoHanbHoro ctaHgapta Poccuiickon ®enepauum ¢ 1 uona 2019,

5 HacToswuii ctaHaapT uaeHTUYEH MexxayHapoaHomy ctaHaapty ISO 10282:2014 «OaHopasoBble cTe-
punbHble pe3nHOBble Xupyprudeckue nepyatku. Cneuucbukauma» («Single-use sterile rubber surgical
gloves — Specification», IDT).

MexayHapoaHbli cTaHaapT paspaboTtaH nogkomutetom SC 4 «M3aenus (KpoMe pyKaBoB)» TEXHUYECKO-
ro komuteTa no craHaaptusauum ISO/TC 45 «PeanHa 1 peavHoBble nsgenusi» MexayHapoaHoin opraHnsauumn
no ctangaptusaumm ISO.

Mpy npMMeHeHM HacTosILLEro cTaHAapTa pekoMeHAYeTCsl UCMOoMb30BaTb BMECTO CCINOYHBLIX MeXAayHa-
pOAHLIX CTaHAAPTOB COOTBETCTBYIOLLME UM MEXIOCYAapCTBEHHbIE CTaHAapThl, CBEAEHWUs O KOTOPbLIX NpuBeae-
Hbl B AOMOMHUTENIbHOM NpuroxeHun A

6 BBE[EH BINEPBbIE
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UHebopmauus 06 usMeHeHUsIX K HacmosiueMy cmaHOapmy nybruKyemcs 6 exe200HoM UHGHOPMayUoH-
HoMm yka3amerie « HayuoHarnbHble cmaHO0apmel», a MeKCm U3MEHeHUU U MoMnpasoK — 8 eXXeMeCsIHHOM UHGop-
MayuoHHOM ykasamene «HayuonanbHblie cmaHOapmei». B criyyae nepecmMompa (3aMeHbi) UnU OMMeHb!
Hacmosiweeao cmaHOapma coomeemcmeyiouiee ysedomiieHue bydem oOryb/ILUKOBAHO 6 EeXeMeCsYHOM
UHGbOPMaUUOHHOM yKkazamerse «HauuoHaneHele cmarOapmsi». Coomeemcmeytowas UHhopMayus, yee-
OoMrieHUE U meKCmbI pa3MeLaromes makxe 8 UHghopMaluoHHOU cucmeme obujezo rofib308aHuss — Ha oghu-

uuarsnsHoMm cailime ®edepailbHO20 azeHmMemea o MexHUYEeCKOMY peays/iuposaHUIo U Memposioauu 8 cemu
UHmeprem (www.gost.ru)

© CraHpapTtuHdopm, 2017

B Poccuiickoi ®eaepaumm HacToALWMIA cTaHAAPT He MOXeT ObiTb MOIHOCThIO U YaCcTUHHO BOCMPOU3Be-
[OEH, TUPaXMpPOoBaH U pacnpocTpaHeH B kayecTse oduLmansHoro usgaHna 6es paspewwerHusa degepanbHoro
areHTCTBa Mo TeXHUYECKOMY peryrMpoBaHuio U MeTporiorum


https://meganorm.ru/mega_doc/dop_norm_update_31052025/sm_N_03_1-9_0003_skhema_akkreditatsii_meditsinskikh/0/sm_N_04_1-9_0011_politika_rosakkreditatsii_po.html

MonpaBka k TOCT ISO 10282—2017 MNMepyaTkn XMpypruyeckue pe3suHoBble CTepUsibHbIe OAQHOPa3oBhkIe.
TexHuyeckue TpeGoBaHUA

B kakom MecTe HanevataHo [onxHo BbITb

Mpeancnosne. Tabnuua corna- - YaGekucTaH uz YacTangapT
coBaHus

(UYC Ne 2 2019r)
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M E XTOCVYAAPGCTUBTETHHTU B # C TAHAODAPT

NEPYATKU XUPYPI'MYECKUE PE3UHOBbIE
CTEPUINbHbIE OAHOPA30BbIE

TexHuueckue Tpe6oBaHnuA

Single-use sterile rubber surgical gloves. Technical requirements

Harta BBepeHna — 2019—07—01

1 O6nacTb NpMMeHeHusA

HacTosiuuii ctangapT yctaHaBnueaeT TpeGoBaHUA K yakoBaHHLIM O4HOPa30BbIM CTEPUITbHBIM Pe3UHO-
BbIM NepyaTkam ¢ rnagkoi NoBePXHOCTLIO MW C YaCTUYHO UIM MOTNHOCTLIO TEKCTYPUPOBaHHOM NOBEPXHOCTLHO,
npeaHasHaYeHHLIM ANS XMPYPrudeckux Npoueayp ¢ Lenblo 3alvThl NauMeHTa 1 nonb3osarens oT nepekpec-
THOro 3apaxeHusl. HacToawuin cTaHOapT He pacnpoCTPaHSIETCs Ha CMOTPOBLIE UMW AWArHOCTUYECKUe
nepyarku.

TpeBoBaHMA HACTOSLLEro cTaHaapTa UCNONb3YIOT ANA OLEeHKNU kavecTBa U 6e30NacHOCTU Pe3UHOBLIX
XMPYPrMyecknx nepyaTok.

CraHgapT He ycTaHaBnmBaeT TpeGoBaHus No 6e3onacHoMy 1 NPaBUbHOMY UCMOSb3OBaHUIO, a Takke
Tpe6oBaHUs K NpoLiedypam cTepunusaLmm 1 nocrneayoemy o6patleHuio, ynakoBKe U TpaHCTIOPTUPOBAHMIO.

2 HopMaTUBHbI€e CCbINKKU

B HacTosWeM cTaHdapTe Ncnonb308aHbl HOPMAaTUBHBIE CChINKX Ha crieaytolmne cTaHaapThbl:

ISO 37, Rubber,vulcanized orthermoplastic — Determination of tensile stress-strain properties (Pe3sunHa
BYNKaHn3oBaHHas unv Tepmonnactuk. OnpegeneHune ynpyro-npo4YHOCTHbIX CBOMCTB)

ISO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and heat resistance tests (PeauHa
BYJIKaHW30BaHHas UK TepMOMNNacTUK. McnbiTaHus Ha yCKOpEHHOe CTapeHne U TenoCTOMKOCTb)

ISO 2859-1, Sampling procedures for inspection by attributes — Part 1: Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection [[Mpoueaypbl oT6opa Npob Ans KOHTPONSA MO KAa4YeCTBEH-
HbIM MpusHakam. HacTe 1. MnaHbl oT60pa Npob ¢ ykasaHnem npuemnemoro yposHs kadecTsa (AQL) ans nocne-
[oBaTeribHOro KOHTPOMS NaPTUIA]

ISO 10993 (all parts), Biological evaluation of medical devices [Buonorimyeckas oLeHka MeLULIMHCKNX
nsgenun (sce yactn ISO 10993)]

ISO 15223, Medical devices — Symbols to be used with medical device labels, labeling and information
to be supplied (MeguuuHckne nsgenus. CUMBOMbI, UCMOMb3yeMble Ha APIbIKax MEAULUMHCKUX U34enuin npu
MapK1UpPOBKe 1 B NpefocTaBnsemMoin Hgopmadm)

ISO 23529, Rubber — General procedures for preparing and conditioning test pieces for physical test
methods (PesunHa. O6wme npouedypbl NPUrOTOBAEHUSI N KOHAWMLMOHMPOBAHUA 06pasLoB ANa UCNbITaHWA
husnyeckunx cBoMCTB)

3 Knaccudmkauus

3.1 O6wue nonoxeHus
Knaccudukauma nepyatok no Tuny, KOHCTPYKUMK U 06paboTke NOBEPXHOCTU NpuBeAeHa B 3.2—3.4.

WU3paHne opnuymnansHoe
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3.2 Tun

HacToswuit cTaHaapT ycTaHaBnMBaeT ABa TuMa nepyartok:

a) TMn 1 — nepu4aTku, U3roTOBMEHHbIE HA OCHOBE HaTypanbHOro narteKkca;

b) TN 2 — nepyaTKu, UIrOTOBMNEHHbLIE HA OCHOBE HATPUITLHOrO aTteKkca, U3oNPEHOBOro Nnarekca, Xmno-
POMpPeHOBOro NaTekca, pacTeopa 6yTaaneH-cTMPONbHOTO Kayyyka, 3Mynbcin 6y TagnmeH-CTUPObHOro Kaydyka
Unu pacTeopa TepMoanacTonnacra.

3.3 KoHcTpykuus

HacTroswuia CTaHOapT yCTaHaBnMBaeT ABa BaphaHTa KOHCTPYKUMM NepYyaTok:

a) nep4vaTk ¢ NpAMbIMU NanbLUamMu,

b) nepyaTtky ¢ nanbuamMn, USOrHyTbIMW B HanpaBreHU NagaoHu.

MepyaTkn OOMXKHbI 6bITb aHaTOMUYECKN npasuibHbIMUK, C BOMbLUXM ManbLeMm, pacnonoXXeHHbIM NO
HanpaBneHuwo K NagoHHOM NOBEPXHOCTU yKasaTellbHOro NanbLua, a He nexallnm. Manbubl MOryT ObITb npsMbl-
MW U USOTHYTBIMK MO HanpaBlieHUo K NagoHW.

3.4 O6paboTka noBepXHOCTH

HacToswui ctangapT ycTaHaBnMBaeT ABa Tuna o6paboTki NoBepXHOCTH:

a) TeKCTYpUpOBaHHas NOBEPXHOCTb BCer MepyaTku Uiy YacTu4Has TEeKCTYPUpPOBaHHas NMOBEPXHOCTb
nepyaTtku;

b) rnagkas noBepxHOCTb.

MpumevaHusn

1 MepyaTku MoryT 6bITb ONyAPEHHBIMW MU HEOMNYAPEHHBIMKW. B onyapeHHbIX nepyaTkax nyapa, gobasnsiemast npu
M3roTOBINEHWU, KaK NPaBUIo, CIYXUT Ans obrneryeHnsi HageeaHusi. HeonyapeHHsle nepyaTku n3rotoensiioT 6e3 gobaene-
HWA NOPOLLKOBbLIX MaTepnanos Ans obnerdyeHns HageeaHusi. HeonyapeHHble NepyaTkv Takke HasblBaloT «6e3 onyapuea-
HUAY, «6e3 NyapbI» UK APYrMmMy CNOBaMm C TaKUM e CMbICTIOM.

2 Kpait marxeTbl nepyatkvm moxeT 6biTb 06py6rneH (06pesaH) nnu 3akaTtaH B BEHUMK.

4 Matepuanbl

MepyaTkyu AOMKHbI BbITh N3rOTOBMEHbI M3 CMEC Ha OCHOBE HaTypanbHOIo natekca UnuM HUTPUMNLHOTO
nartekca, U30nNpeHoBOro naTekca, XNoponpeHoBOro natekca, pactsopa bytaaneH-cTUPONbHOro Kaydyka, pacTt-
BOpa TepmoanacTonnacta unm amynscun byTagueH-cTMponbHOro kaydyka. [1ns obneryeHua HagesaHus nep-
YaToK MOXHO MUCMOMb30BaTh Ntobylo 06paboTKy NOBEPXHOCTU, CMasKy, Nyapy Uiv NONUMEpPHOe NOoKpbITUE Npu
ycnosuu cobnogeHus tpebosanuin ISO 10993.

UcnonbayeMelt NUrMeHT AosrkeH 6bITb HETOKCUYHBIM. BaxHo, uTobbl BewecTBa, Ucnonb3yemble Ans
06paboTkun noBepxHOCTH, 6binu Buoabcopbupyembimn.

Mpu noctaeke NoTpebUTENIO NepyaTku AOIDKHBI COOTBETCTBOBATL COOTBETCTBYHOLWEN YacTu (YacTam)
ISO 10993. NaroToBuTENb AOMKEH NpefoCcTaBUTb NOTpebuTento No 3anpocy AaHHble, NoATBepXaatolime
cobniogeHune aTux TpebosaHuiA.

Mpumevaunusn

1 MNpwm nepecmoTpe cTaHgapTa MoryT 6blTh BKMIOYEHbI APYIUe NPUroHbIE NONMMEPHbIE MaTepuarnsi.

2 Y notpebutenen nepuyaTok CO BpEMEHEM MOXET NPOSIBMATLCS annepruieckas peakums Ha KOHKPEeTHYI0 pe3uHO-
BYIO CMECb, B TaKOM Cny4ae cnegyeT UCnonb30BaThb NepyYaTku U3 PE3MHOBON CMECU APYron peLenTypsbl.

3 Tlpu nepecmoTpe craHgapTa MoryT ObiTb ycTaHoBreHbl TpeboBaHusi NO coAepXaHnio B nepyaTkax akcTparmpye-
MbIX BErNKOB, annepreHHbIX 6enKoB, OCTAaTOUHbLIX XMMUYECKMX BELWECTB, 3HAOTOKCMHOB U OCTaTOYHOIO OMNyApUBAIOLLETO
BeLLeCTBa NP HANYMU COOTBETCTBYIOLMX CTAHAAPTHbLIX METOA0B UCTbITAHWUIA.

5 OT60p ¥ NonyvyeHne NcnbiTyeMbIX O6pa3LoB

5.1 OT60p OGpazuyoB

[ns oueHku kavecTBa NnepyaTok obpasubl 0TouMpatoT No ISO 2859-1. YpoBeHb KOHTPONA U Npeaen npueM-
nemoro ypoBHs kayecTsa AQL JOomKHBI COOTBETCTBOBATL Yka3aHHbIM B Tabnuue 1.
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Tab6nuya 1— YpoBeHb KOHTPONA W Npeaen npuemaemoro yposHs kadectsa AQL

Mpeaen NpUemsIEMOro ypoBHS!

HavmeHoBaHue nokasartens YpoBeHb KOHTPO/IA
kayectBa AQL
Pasmepbl (WWpuHa, AnvHa, To/WMHA) S-2 4,0
fepmeTnyHOCTbL G-l 1,5

Ycunue npu paspbiBe ¥ OTHOCUTENbHOE YA/IMHEHUe
npu paspbiBe (40 M NOCNe YCKOPEHHOro CTapeHus) u
ycunume npu 300 %-HOM yA/nMHEeHUU (40 YCKOPEHHOro

cTapeHus) S-2 4,0

Ecnn pasmep napTum ycTaHOBUTb HEBO3MOXHO, NnapTueit cumtatoT ot 35001 go 150000 nap nepyaTtok.

5.2 W3roTtoBneHne o6pa3yos
O6pasubl Boipy6aloT U3 NafOHHOW UAW Tbi/IbHOW NOBEPXHOCTY NepyaTKu.

6 TpeboBaHusa

6.1 Pa3mepsbl
Mpu n3MepeHumn B TOUKaXxX, NOKa3aHHbIX HA PUCYHKe 1, LuMpUHA U ANMHA NafoHU nepyaTku 4O/MKHbI COOT-
BETCTBOBATb 3HAYEHUAM, NpUBELEHHbIM B Tabsinue 2, C UCNOJIb30BaHUEM YPOBHA KOHTpoaa nMAQL no tabnu-

ue 1.
ONVHY n3mepsaoT Kak kpaTyalillee pacCcTOsSHUE Mexay KOHYMKOM CpefHero nasbla M KOHLOM MaHXeTbl.

MpumeyaHune — OANHY MOXHO U3MEPSTb, MOMeLLas NnepyaTKy Ha onpasKy C 3aKpyreHHbIM KOHLLOM paguycom
5 Mm.

X — nonosuHa paccTtoaHuAa Mexay oOCHOoBaHMEM yKa3aTe/ibHOro nasibua h OCHoBaHMeEM 60NbLIOT0 nanbua

PucyHok 1 — TOYKM M3MEPEHUS WUPUHBI U ANIUHbI NepyaTku
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Ta6nnya 2— Pa3Mepbl nepyatok v npegesbHble OTKIOHEHUS

Koga pasmepa

55

6,5

7,5
8
8,5
9

9,5

WupnHa W (pucyHok 1), Mm

67 £4
72 +4
77+ 5
83 +5
89 +5
95+ 5
102 + 6
108 + 6
114+ 6
121 £ 6

Anuna / (pucyHok 1), Mm,
He MeHee
250
250
260
260
270
270
270
280
280
280

TonwmHa (B TOUKax, NokasaHHbIX
Ha PUCYHKe 2), MM, He MeHee

[nsa Bcex pasmepos:
rnagkas nosepxHoctb — 0,10:
TekcTypupoBaHHas
nosepxHoctbo — 0,13

LWnpunHy nepyaTkm U3MepAIT B CPpefHEN TOUKe MexXJy OCHOBaAHWEM yKa3aTe/lbHOro nanbLua M OCHOBaHU-
em 60NbLWOro Nanbya, pasmellas nepyatky Ha NJ0OCKOVW NOBEPXHOCTH.
TOoNWWHY ABOWHOW CTEHKM HEWCNONIL30BAHHOW NepyaTkn namepsoT no 1ISO 23529, npuknaabiBas gasne-
HMe K nATKe TonuwmHomepa (22 =5) klMa, B KaXAON M3 TOYEK, NOKa3aHHbIX Ha PUCYHKe 2: Ha pacCcTosHUK
(13 = 3) MM OT KOH4YMKA BTOPOro nanbua, NPUGNN3NTENBHO B LLEHTPE /laf40HU 1 Ha paccTosAHUKn (25 =5) mm oT
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Kpas maHxeTbl. TONWWUHY OIHON CTEHKWN B KaXKAOW TOUKE PErUCTPUPYIOT Kak NOMOBUHY U3MEPEHHOMN TOMNLLUHDI
ABONHOM cTeHKU. OHa A0MKHa COOTBETCTBOBaTb pa3MmepaM, ykasaHHbIM B Tabnuue 2, ¢ UCNonb3oBaHUEM
ypoBHsi KoHTponst M AQL, npueaeHHbIX B Tabnuue 1.

Ecnunpu BusyanbHOM 0CMOTpPe NepyaTku BbISIBISIIOT TOHKME YHaCTKuW, B TakMX MecTax crieflyeT usmepsaTb
TONLWMHY OAHON CTEHKW. ToNWMHa rfagKon NoBepXHOCTU U TEKCTYPUPOBaHHOW MOBEPXHOCTN OAHOW CTEHKN NP
U3MepeHUn B COOTBETCTBUUN C HACTOALLMM CTaHAapTOM AoikHa 6biTb He MeHee 0,10 MM 1 He MeHee 0,13 MM
COOTBETCTBEHHO.

MpennoytutenbHan TonAWWHa KoHLA MaHXeTbl, uaMepeHHasa no ISO 23529, nomkHa 6bITh He Gonee
2,50 Mm.

Mpunmeyanune— Paccroanue (48 + 9) mm onpeaensieT NpUGNN3NTENbHLINA LEHTP NagoHN NepuaTok pasHbiX
pa3mepoB.

6.2 NepMeTUYHOCTb

Mpr ucnbiTaHUM Ha repMeTUYHOCTL MO NPUNoXeHno A 06beM BbIGOPKU U 10MYCTUMOE KONMUYECTBO HeCOo-
OTBETCTBYIOLLNX (C YTEUKON) NepyaTok B BbIbopke onpedensitoT B COOTBETCTBUM C YPOBHEM KOHTpons n AQL,
npuBeaeHHbIMK B Tabnuue 1.

6.3 MNpoyYHOCTHLIE CBOUCTBa NPU PacTSXEHUU
6.3.1 O6wwue nonoxeHunn

[MpoYyHOCTHBIE CBOMCTBA NpUY pacTskeHun onpedensioT no 1ISO 37. U3 nagoHHO! Unu ToifbHOW NOBepX-
HOCTM Kaxkg o nepyaTku BbipybatoT Tpu o6pasiia B opMe ABYXCTOPOHHEN NonaTku Tuna 2.
3a pesynbTaT UCTBITaHUsi MPUHMMAtOT MeAnaHHOe 3HaYeHUe.

6.3.2 Ycunve npu paspbiBe U OTHOCUTENbHOE YANUHEHWe MpPU pa3pbiBe O YCKOPEHHOro
cTapeHus

Mpwn onpeaenerHun no 1ISO 37 ¢ ucnonb3oBaHMEM UCMLITYeMbIX 06pa3LoB B ¢hopMe ABYXCTOPOHHEN
nonaTku Tuna 2 ycunue npu paspbise, yeunue npn 300 %-HoM yaNMHEHUN U OTHOCUTENbHOE YASIMHEHUe Npu
paspbiBe AOSIKHBI COOTBETCTBOBaThL TpeboBaHNAM, MPUBEAEHHBIM B Tabnuue 3, Npu UCMOMb30BaHUM YPOBHS
koHTponsa n AQL, npusegeHHbIx B Tabnuue 1.

Tab6nwuya 3—poYHOCTHLIE CBOMCTBA NPU PaCTAKEHUN

TpeboBaHnue Ans nepyatku TMNa
HaumeHoBaHue nokasatens
1 2
Yeunve npuw paspbiee 40 YCKOpeHHoro ctapenusi, H, He meHee 12,5 9,0
OTHocUTENbHOE yANUHEHWE MPY pa3spbiBe 0 YCKOPEHHOMO cTape-

Hus, %, He MeHee 700 600
Yeunve npu 300 %-HOM yAnMHEHUM 0 YCKOPEHHOTo cTapenus, H,

He Gonee 2,0 3,0
Yecunve npuw paspbiee nocne yckopeHHoro crapenusi, H, He meHee 9,5 9,0
OTHoCUTENBHOE YANMHEHUE NPU Pa3pbiBe MOCIE YCKOPEHHOro CTa-

penus, %, He meHee 550 500

6.3.3 Ycunue npu paspbiBe M OTHOCUTENbHOE YA/IUHEHUE NpPU pa3pbiBe NOCe YCKOPEHHOro
cTapeHusA

McnbiTaHuA Ha yckopeHHoe cTapeHue nposodaT no ISO 188. Mocne BbiaepxunsaHus 06pasLoB, BbIpY6-
NeHHbIX U3 nepyartok, Npu Temneparype (70 £2) °C B TedeHue (168 + 2) 4y 3Ha4eHMA yCUnUS Npu paspbiBe U
OTHOCUTENbHOrO YANNHEHUS Npy paspbiBe AOIPKHbI COOTBETCTBOBaTL TpeboBaHUAM, NpuBeAeHHLIM B Tabnu-
ue 3, Nnpy Ucnonb3oBaHNM YpoBHs KOHTponst M AQL, npuBeaeHHbIX B Tabnuue 1.

6.3.4 Ycunue, Heo6xoaumoe ana nonyveHus 300 %-Horo yanuHeHuA

Mpu nenbitadun no ISO 37 ¢ ucnonbsoBaHnem obpasLoB B hopMe ABYXCTOPOHHEN NonaTki Tuna 2 ycu-
nue, Heobxoaumoe Ans nonyyerust 300 %-Horo yanMHeHusl, OMKHO COOTBETCTBOBATL TpeGoBaHUAM, Npuse-
AeHHbIM B Tabnuue 3, Npy Mcnonb3oBaHUM YPOBHSI KOHTPoNs U AQL, npuBedeHHbIX B Tabnuue 1.
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6.4 CtepunbHocTb

MepyaTki AOMKHBI BbITb CTEPUbHBIMU. o TpeBGoBaHuo NoTpebuTensa gorkeH GblTb ykasaH crnocob cTe-
punuaaumu.

7 YnakoBKa

MepyaTtkn AOSDKHBI 6bITb YNakoBaHbI B NocneAoBaTenbHY0 ABYXCMOWHYHO YNakoBKy.
8 MapkupoBka

8.1 O6wwue nonoxeHun

8.1.1 MapkupoBka fomkHa cogepxaTb 0603HauUeHNe HacToAWEero cTaHaapTa. [na MapKupoBKA MOXHO
ucnonb3oBaTb MeXayHapoaHble cumeonst no 1ISO 15223,

8.1.2 MapkunpoBKy NpUBOAAT Ha A3bIKe, COrNacoBaHHOM MeXay 3anHTepecoBaHHbIMU CTOPOHaMMN.

8.1.3 [Ons nepuatok c 06paboTaHHON NOBEPXHOCTLIO HA BHYTPEHHE N U/ MHONBUAYANbLHOW YNakoBke
AOMKHO BbITb NpeadynpexaatoLlee ykasaHne o6 acenTMYecKoM yaaneHun onyapuBatolmMx BellecTB nepeq
NCMonNb3oBaHNEM.

8.2 BHyTpeHHAA ynakoBka

Ha BHyTpeHHel ynakoske AormkHa BbITh YeTkas MapKUpPOBKa C yKasaHneMm:
a) pasmepa;

b) cnoB «nesasi» nnu «L» unu «npasas» nunm «R».

8.3 UHpmMBuayanbHas ynakoBKa

Ha BHellHen ynakoBke kax Aol napbl NepyaTok 4OMKHA ObITb YeTKasi MapKMpPOBKa C yKazaHWeM:

a) HavMeHOBaHWS NV TOBaPHOTO 3HaKa U3roTOBUTENSA UMK NOCTaBLUMKE,

b) ucnonbsyemoro maTtepuana;

c) cnos «[MPAMbIE NANbLbI» nnn « COrHYTbIE NAJIbLbI» unu apyron nHdopmanm o KOHCTPYKLUN
nepyaTok;

d) cnos « TEKCTYPUPOBAHHBIE» unu «MAAKUE», «OMYAPEHHLIE» unu «HEOMYAPEHHbLIE»
unu apyroi uHcopmaumm 06 06paboTke NOBEPXHOCTU NEPYATOK;

e) pasmepa;

f) naeHTUDUKALMOHHOrO HOMepa NapTUK, YKa3aHHOTO U3rOTOBUTESIEM;

g) cnoe «OATA U3IFOTOBJTIEHUA» unu aHanorndHbIX, a Takke YeTbipex undp, BKMYaOWMX rog u
MecsL, U3roToBNeHus,

h) cnos « CTEPUNBHbLIE 4O BCKPLITUA UNN NOBPEXAEHUA YINAKOBKW»;

i) cnosa «OAHOPASOBBbIE»;

j) cnos «XUPYPIMYECKUE MEPYATKW»;

k) cnos «[podyKT N3roTOBNEH U3 HaTypanbHOro narekca, KOTOpbIA MOXeT Bhbi3blBaTb annepruieckne
peakuuny U1 aHanorn4HbIX 418 nepyatok Tuna 1.

8.4 NpynnoBas ynakoBKa

pynnoBas ynakoBka A0/MKHa coAepXaTtb onpeAeneHHoe KoNUYecTBO MHAMBUAYaNbHBIX YNakoBOK Nep-
YyaToK OAHOro pasmepa 1 NpeaHasHaveHa Ans obecneveHus 6e3onacHoOro TPaHCNOPTUPOBAHUA U XPaHEHUSI.
"pynnoByto ynakoBKy MapkupytoT no 8.3, nepeuncneHns a)—g), i) nj), a Taioke AONONHAIOT MapKUPOBKY yKasa-
HUeM «XX nap XMpypruyeckux nepyaTok» U UHCTPYKUUEN No XPaHEHUHO0.
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MpunoxeHne A
(o6a3aTenbHoe)

VicnbiTaHne Ha repMeTUYHOCTb

A.1l Annapartypa

A.1.1 UunuHapudeckas nonas onpaeka HapyXHbIM AnamMeTpom He MeHee 60 MM v A/IMHO, A0CTaTOYHOM ANs yaep-
XaHUS NPUKPEN/IeHHOR 1 HanonHeHHol 1000 cM3Boabl NepuyaTtku. MNpumep onpasky NpUBEAEH Ha PUCYHKe A.1.

MpumeuyaHue — XKenatenbHo UCNOML30BATbL NMPO3PAYUHYIO OMNPABKY.

1— kptouok; 2 — unnuHAp; 3 — HaapesaHHas NMHUA HA BHYTPEHHEN NOBEPXHOCTY CTEHKM
PrncyHokA.1 — OnpaBka

A.1.2 TMopggepxusarliee yCTPONCTBO A8 yAepXaHUA nepyatkyu B BEPTUKa/IbHOM MNOMOXEHUW MPWU HanoJHEHUMU
BOAOW (CM. pUCYHOKA.2).

A.1.3 pagyvmpoBaHHbIN UMANHAP BMECTUMOCTbIO He MeHee 1000 cm3 unu apyroe Ao3mpylollee ycTponcTeo, cno-
co6Hoe nogasatb 1000 cm3BOAbl 3a OAMH pas.
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PucyHok A.2 — Moapepxusaroliee yCTpoicTBO

A.2 TpoBepeH Ve ncnbiTaH ua

MpukpennawT nepyaTky K LMAVUHAPUYECKON MOMOW onpaBke C MOMOLLbI NOAXOASLWEro yCTpohcTBa, Hanpumep
YNAOTHUTENBHOIO KOJIbLA KPYT10r0 CeYEeHUs, TakuM 06pa3oM, YTo6bl Ha onpaske pasMellanock He 601ee40 MM nepyaTku.
HanueatoT B onpasky (1000 + 50) cm3BoAbl TeMnepaTypoli He Bbiwe 36 °C. YaansawT Bogy, CayyaliHo nonasBLlyto Ha
nepuatky. Ecnu Boga He nogHumMaeTcs B npegenax 40 MM OT Kpas MaHXeTbl, NepeMeLaloT nepyartky Bbile, YToObl rapaH-
TMpOBaTb UCNbITaHMe BCel nepyaTku, Kpome 40 MM OT Kpas MaHxeTbl. Cpa3y NpoBepsAT nepyaTky Ha yTeuky BoAbl. pu
OTCYTCTBUM YTEUKM OCTaBAAIOT NepyaTky Ha onpaske Ha 2—4 MUH Noc/e HanosIHEHWUS BOAOM M 3aTeM NOBTOPHO ee ocMart-

pviBatoT. He yunTbiBaloT yTeuky B npegenax 40 MM OT Kpasi MaHXeTbl. 15 o61eryeHnst HabnaeHns Boay MOXHO Nogkpa-
LI1BaTb BOAOPACTBOPUMbIM KpacuTenem.
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Mpwunoxenne JA
(cnpaBo4Hoe)

CBefeHUs1 0 COOTBETCTBUM CChINOYHBIX MeXxAyHapoaHbIX CTaHAaPTOB
MeXrocygapcrtBeHHbIM CTaHAapTaM

Tab6nunua OA1

0O60o3Ha4YeHne CCbINOHHOro MeXayHapoaHoro CreneHb O6o3Ha4YeHne 1 HAUMEHOBaHUE COOTBETCTBYIOLLENO
craHgapTa COOTBETCTBUA MEXrocyaapCcrBeHHOro craHgapra

ISO 37 IDT FOCT ISO 37—2013 «PeaunHa nnu TepMonnacTuk.
OnpepenexHve ynpyronpoYHOCTHbIX CBOWMCTB Npu pac-
TSKEHUN»

ISO 188 IDT FOCT ISO 188—2013 «Pe3uHa n Tepmoanacto-
nnactel. WcneiTaHusi Ha yCKOpPeHHOe cTapeHue U Ten-
NOCTONKOCTb»

1ISO 2859-1 — *

ISO 10993 (all parts) IDT MOCT ISO 10993 «U3pennst meanumHckmne. OueHka
6ronornyeckoro AeWCTBUS MEAULIMHCKUX u3genum»
(Bce vacTn)

ISO 15223 — *

1ISO 23529 IDT FOCT ISO 23529—2013 «Pe3unHa. O6wme metoabl

NMPUrOTOBMEHUS U KOHAULMOHUPOBaHUS1 06pa3uoB Ans
onpegeneHusi U3NYeCKNX CBONCTBY

* COOTBETCTBYIOLLMI MEXIOCYAapCTBEHHbIM CTaHaapT OTcyTCTBYeT. [O ero npuHATUS PEKOMEHAYETCS NCNONb30-
BaTb NEPEBO/ Ha PYCCKMIA A3bIK JaHHOrO MexayHapoaHoro ctaHgapTa. OduunanbHbii NnepeBos 4aHHOMO MeXayHapod-
HOro cTangapTa HaxoauTes B GedepansHOM MHGOPMaLMOHHOM hOHAE CTaHAapPTOB.

MpwnmeyaHue—B HacTosiwen Tabnmue UCNONbL30BaHO criedyrollee ycnoBHoe 0603HaYeHne CTeneHu cooT-

BETCTBUA CTaHAapTOB:
- IDT — naeHTU4YHbIe CTaHaapThl.
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KntoueBsble croga: Oo4HOpa3oBble CTEePpUSIbHbIE PE3NHOBLIC XUPYPrudeckKne nep4aTku, TeXHUYeCckne Tpe60-
BaHUA
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