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Mpeancnosue

Llenu, oCHOBHbIE MPUHLMNbLI 1 06LUME NpaBuna NpPoBeaeHus paboT MO MeXrocyaapCTBEHHON CTaHaap-
Tusauyum ycraHoeneHol FOCT 1.0 «MexxrocygapcrBeHHasa cuctema craHgaptusaummn. OCHOBHbIE NOMOXKEHUSI»
n MOCT 1.2 «MexrocygapcrBeHHaa cucreMa craHgaprusauyumn. CtaHaapThl MEXroCyaapCTBEHHbIE, npasuna
U PEKOMEHAAUMN MO MEXTOCYAAPCTBEHHON cTaHgapTusauuu. MNpasuna paspaboTku, NPUHATUSA, 0OHOBNEHUS
N OTMEHbI»

CBefieHus o cTaHaapTte

1 NMOArOTOBJIEH deaepanbHbiM roCy4apCTBEHHLIM YHUTAPHbIM NpeanpuatuemM «BcepoCcCUickuin Ha-
YYHO-UCCIe40BaTeNbCKUN UHCTUTYT CTaHgapTusaumm martepuanos U TtexHonorun» (Pryfr «BHUU CMTy),
Me>xrocyaapCTBEHHbIM TEXHUYECKMM KOMUTETOM NO craHaaptusaumn MTK 542 «lNpoaykuna HedTexmmnye-
CKOTO KOMMIeKca» Ha OCHOBE COOCTBEHHOTO MepeBOAa Ha PYCCKUM SI3bIK aHIMOA3LIMHON BEPCUM CTaHAapTa,
YKa3aHHOro B NyHKTE 5

2 BHECEH ®eaeparnbHbiM areHTCTBOM MO TEXHUYECKOMY PETYAMPOBAHUIO U METPOMOrMMK

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTU3aLumn, METPONOrMM U ceptudmkayumn (Npo-
Tokon 30 okTaAbpsa 2019 r. Ne 123-IM)

3a NpuHATUE NPOroNnocoBasnu:

KpaTKoe HanMeHoBaHWe CcTpaHbl Koa CTpaHbl COKpau.|eHHoe HanmeHoBaHWe
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 HaLWoHanbHOro opraHa fno craHaapTU3aLmn
Benapycb BY loccTanaapT Pecny6nukn Benapycb
Kuprusus KG KblprelactaHgapT
Poccus RU PoccTangapt
TagxukuctaH TJ TagxukcTaHgapt
Y3bekucraH Uz YacTaHgapt
YkpauHa UA MWH3KOHOMpPas3BUTUA YKpanHbl

4 Mpukasom PegepansHOro areHTCTBa No TEXHUYECKOMY PErynupoBaHMIO U METPONorMm ot 14 Hosibpsa
2019 r. Ne 1148-ct mexxrocygapcteeHHblv ctaHgapt FOCT I1ISO 8009—2019 BeBeaeH B AeNCTBUE B KA4eCTBe
HaumoHanbHoOro craHgaprta Poccunckon deaepaumm ¢ 1 uiona 2020 r.

5 Hacrtoawmin craHpapt MAEHTUYEH MexayHapoaHomy ctaHgapty I1ISO 8009:2014 «MexaHuveckue
npoTuBO3ayaToyHble cpeacTea. MHOropasosble NPOTUBO3ayYaTOYHbIE AuadpparMbl U3 HaTyparbHOrO UMK Cu-
TNIMKOHOBOTO Kay4yyka. O6Lue TexHuyeckne TpeboBaHua n Metoabl ucnoitaHuii» (Mechanical contraceptives —
Reusable natural and silicone rubber contraceptive diaphragms — Requirements and tests, IDT)

MexxayHapoaHbii ctaHgapt paspabotaH TexHUYeCcKMM KOMWUTETOM Mo crangaptusauyum ISO/TC 157
«HecucTemHble NpoTUBO3a4aTo4YHbIE CpeAcTBa U NpodunakTMka MHEKUMA, nepeaaroLmxcs NonoBbIM NyTEM
ANMN» MexagyHapogHon opraHu3auum no craHgaptusauum (1SO).

HaumeHoBaHue HacToALero craHgapta U3MEHEHO OTHOCUTENIbHO HAaWMMEHOBAHMSA YKa3aHHOTO Mexay-
HapOAHOro cTaHdapTa Ana npueeaeHus B coorsetcTane ¢ NOCT 1.5—2001 (nogpasgen 3.6).

Mpu npUMEHeHUn HacTosALero cTaHaapTa PekoMeHAYeTCs UCMOMb30BaTb BMECTO CChIMOYHbIX MeXay-
HapOoAHbIX CTaH4apPTOB COOTBETCTBYIOLLME UM MEXTOCYAapPCTBEHHbIE CTAHAAPTbI, CBEAEHUSA O KOTOPOM Mpu-
BeAEHbl B JONOMHUTENbHOM NpUNoxeHun OA
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6 BSAMEH I'OCT ISO 8009—2013

UHehopmayus o esedeHuu e Oelicmeue (npekpawieHuu 0elicmeus) Hacmosawez20 cmaHdoapma u usme-
HeHull K HeMy Ha meppumopuU yKka3aHHbIX ebiuie eocydapcme nybruKyemcs 8 ykasamessix HayuoHasbHbIX
cman0apmos, usdasaemMbix 8 AMUX 20cydapcmeax, a makxe e cemu ViHmepHem Ha calimax coomeemcemey-
oWuX HaUUOHaIbHbIX 0p2aHos o cmaHdapmusayuu.

B cnyvae nepecmompa, usMeHeHus unu OMmmMeHb! Hacmosiwez0 cmaHdapma coomeemcemeyiouas UH-
¢popmayusa 6ydem onybnukosaHa Ha oghuyuanbHOM UHmMepHem-caiime MexezocydapcmeeHHO20 cogema no
cmaxdapmu3ayuu, Memporoauu u cepmuchukayuu e kamarnoze «MexeocydapcmeeHHble crmaHO0apmab!y

© ISO, 2014 — Bce npasa coxpaHsitotTcst
© CraHgapTuHopm, ochopmneHue, 2019

B Poccuiickon deaepauumn HaCTOALMI CTaHAAPT HE MOXET ObITb MONHOCTbLIO UMK
YaCTUYHO BOCMPOWU3BEAEH, TUPaXXMPOBAH U PacnpoCTpaHEH B Ka4ecTBe oduLuansHoOro
nsgaHus 6e3 paspelueHns dPegepanbHOro areHTCTBa Nno TEXHUYECKOMY peryrimpoBaHuio
N MEeTponoruu
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BBepeHune

Ounadparmbl ABNSIOTCA MEAULIMHCKUMU N3AENUAMU, NOITOMY JOSDKHbI M3TOTOBNATLCS HA NPEANPUATUAX
C cepTudULNPOBAHHON CUCTEMON MEHEOXKMEHTA KauecTBa, COOTBETCTBYIOLLEN TpeboBaHMAM CTaHAAPTOB ce-
pumn ISO 9000 B coyetaHum ¢ ISO 13485.

YpOBHU KOHTPOMA U npeaens npuemnemMoro kadyecrsa AQL, yka3aHHble B HAaCTOALWEM CTaHAapTe, uc-
Nonb3yIT ANA OUEHKM kavecTBa. NMpegen npuemnemoro kayecrtea AQL ykasbliBaeT Ha MakcumanbHoe aony-
CTUMOE KOnu4ecTBO AedeKTOB B usaenuax. MNockonbky Agnadparmbl ABAAIOTCA U3AENUAMW MHOTOPa3oBOro
MCNOMb30BaHWSA, U3rOTOBUTENM JOIMKHBI CTPEMUTLCS K MPOM3BOACTBY Ge3aedekTHbIX n3genui.

MarotoButenu MoryT paspabartbiBaTb M UCMONb30BaTb AOMOMHUTENbHbLIE U anbTEPHATUBHbLIE METOAbI
KOHTPOJSI KAYeCTBA U3AENUIA ANS UX UCNOMb30BaHUA NOCHE BbINYCKa NPOAYKUMKU. OTU METOALI ¥ Pa3HbIX U3-
roTOBUTEMNEN MOryT ObITb Pa3HbIMM.
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M E X T OCVY O APTG CTHBETUHTUHUB 1 C TAHJAOAPT

MEXAHUYECKUE NMPOTUBO3AYATOYHbLIE CPEACTBA.
ANADPPAIMbl MHOITOPA3OBbBIE PESUMHOBbLIE 1 CUJITMKOHOBBIE

TexHuyeckue TpeGo0BaHUA U METOALI UCTbITAHUNA

Mechanical contraceptives. Natural and silicone rubber reusable diaphragms.
Technical requirements and methods of tests

Hara BBegeHnsa — 2020—07—01

1 O6bnactb NnpUMeHeHusA

Hactoswmn craHgapt yctaHaBnMBaeT MUHMMAanbHble TpeGoBaHMA U METOAbI MUCMbITAHUI aAnadparv
MHOropa3oBOro UCMNONb30BaHUS, U3rOTOBIEHHbIX U3 PE3UHbI HA OCHOBE HATYypanbHOIO UMW CUITMKOHOBOTO Ka-
yuyka. [lnadpparmel UCNONb3YIOT B KA4E€CTBE MPOTMBO3a4aTOYHbIX CPEACTB.

HacTtoswumit ctaHaapT He pacnpoCTpaHAeTca Ha Apyrvue BarMHarnbHble NPOTMBO3a4aTouvHble CPpeacTBa,
Takue Kak LepBuKasnbHble KOMMnayky, BarMHanbHble CnMpany U BaruHanbHble Npe3epsaTuBel.

2 HopmatuBHbIe CCbITKU

B HacTosALeM cTaHgapTe MCnonb30BaHbl HOPMATUBHBIE CCbINKKU HA CneaylLwme MexayHapoaHble CTaH-
AapTel [ANA 4aTUPOBAHHbLIX CCbINOK NPUMEHSIIOT TOMbKO YKa3aHHOE U3jaHne CCbINOYHOro cTaHaapTa, Ans He-
AaTUPOBaHHLIX — nocnegHee nsgadue (BkNoYasa Bce UBMEHEHUA K HEMY)]:

1ISO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and heat resistance tests (Pe3una
unu TepmonnacTtuk. AcnblTaHMA Ha yCKOPEHHOE CTapeHue U TeNSI0CTOMKOCTb)

ISO 463, Geometrical product specification (GPS) — Dimensional measuring equipment — Design and
metrological characteristics of mechanical dial gauges [[eomeTpuyeckue xapakrepuctuku mnsgenuin (GPS).
Mpubopbl Ana nsmepeHus pasmepos. KOHCTPYKLMSI U METPOSIOTMYECKUE XapaKTEPUCTUKN MEXaHUYECKUX NPK-
60OpOB C KPYroBOM LLKasnon]

1ISO 2859-1:1999, Sampling procedures for inspection by attributes — Part 1: Sampling schemes indexed
by acceptance quality limit (AQL) for lot-by-lot inspection [[poueaypbl BEIGOPOYHOrO KOHTPONSA NO ansTepHa-
TUBHOMY MpusHaky. Yactb 1. MNnaHbl BBIGOPOYHOro KOHTPONSA C ykazaHueM npegena npueMnemMoro Kayecrea
(AQL) ansa nocnenoBaTenbHOrO KOHTPONSA NapTum]

ISO 10993-1, Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (OueHka 6Monornveckoro AencTBUs MeauUUHCKUx uagenuin. Yacto 1. OueHka u ucnbl-
TaHusi B NpPOLEecce yrnpaBneHus puckamu)

ISO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxity (OueHka 6uo-
NOrMYECKOro AeNCTBUA MEAULMHCKMX n3genuin. Yacte 5. cnbiTaHusa Ha UMTOTOKCUYHOCTb in Vitro)

1ISO 10993-10, Biological evaluation of medical devices — Part 10: Tests for irritation and delaed-type
hypersensitivity (OueHka Guonornyeckoro AeiCTBUA MeauuUMHCKMX ngenuin. Yacte 10. OueHka ceHcubunu-
3UPYIOLLEro U pasgpaxaioLLero AencTeus)

3 TepMuHbI M onpeneneHus

B HacTosiwem craHgapte npuMeHeHbl TepMuHbl o 1ISO 2859-1, a Takke Cneayowmn TEPMUH C COOT-
BETCTBYIOLMM ONpefeneHnem:

M3paHue ochuuymanbHoe



rocCT ISO 8009—2019

3.1 naptua (lot, batch): Konuuectso anachparm 04HON KOHCTPYKLMM, LiBETA, POPMBbI, pasmepa n peuen-
TYpbl, U3rOTOBNEHHbIX B YCTAHOBMEHHbIW UHTEPBAn BPEMEHU N0 OQHON TEXHONOMU, C UCNONL30BAHUEM CbIPbA
no eauHoN cneuudukaumm, Ha ogHom o6opyaoBaHUK, OAHUM NEPCOHANOM.

MpuMmevyaHne — B HacTOsILIEM CTaHaapTe pasmep NapTMM He YCTaHOBIEH, OH MOXET GbiTb YCTaHOBNEH ANA
NOKynaTens B KOHTpaKTe Ha NOCTaBKy. B 3aBUCMMOCTY OT TEXHONOMMM NPOM3BOACTBA NapTHUA MOXET GbiTb ChopMUpOBaHa
U3 anadparm pasHblX pasmMepoB. B Takux criyqasx oTCReAnTb M3TOTOBIIEHHYI0 AnadparMy MOXHO No HOMepy NapTun U
pa3Mepy gnacparmoi.

4 OT60p o6pasuoB

Ot160p 06pasuos U ycraHoBreHue nnaHa orbopa BbIBOPOHHOro KoHTpons — no I1ISO 2859-1.

NMpuMevaHune — Pasmep napTum HeoGxoauM ANA onpeaerieHns konuyectsa o6pasLUoB ANS UCNbITaHWIA B COOT-
BeTcTBUM ¢ ISO 2859-1. Paamep napTuu ycTaHaBnNUBaeTCA U3roTOBUTENEM M pacCMaTPUBAETCA KaK YacTb TeXHormornve-
CKOro npoLecca W KOHTpOns kavyecTBa Npy M3roTOBIIEHUW.

5 Knaccudmkaums

Ouadparmbl nogpasgensioT Ha crneaylowme TUnbI:

a) Tun 1 — cnupanbHO-NPYXMHHAA gnadparma unu guacparma co cnmpanbHOW NPY>XMHOMN;

b) TMN 2 — nNNocko-NpyxMHHas Auadparma unu NIocko-nNMcToBas aguwadparMa, unu nnockas (auadpar-
ma MeHcuHra);

¢) Tvn 3 — anadpparma ¢ ayroobpasHoi npyxuHol unu auadparma ¢ ayroodopasHsim U3rnoom.

6 Marepuanbl

Onacbparmy, KpOMe NPY>XUHbI, U3FOTOBNSAIOT M3 Pe3nHbl HA OCHOBE HATYpasnbHOrO0 UMM CUMUKOHOBOTO
KayJyka.

Ona nio®oro HOBOro Matepuana unu nocne 3Ha4YUTENbHOr0 M3MEHEHUs peLienTypbl CMECU, NN TEXHO-
NOrMYyeckoro npotecca oueHky Guonornyeckoro aencreua cnegyer nposoautb no ISO 10993-1. Ucneitanua
Ha LUUTOTOKCMYHOCTb NpoBoasT no 1SO 10993-5, uccneaosaHue Ha HanuuKue pasapa)clowmx U ceHenbunu-
3upytoLumx ceoncte — no 1ISO 10993-10. YkasaHHble TpeGOBaHUS HE pacnPOCTPAHAIOTCA HA cnepMuuMaHble
cMasku (matepuana). Mo BO3MOXXHOCTW U3rOTOBUTENW AOMKHbI PEKOMEHAOBATL CNEPMULMAHBLIE CMA3KWU, OKa-
3bIBalOLLUME MUHUMAaNbLHOE pasapaaioLLee U He OKa3blBaloLLME CEHCMBUNU3NpytoLero AencTeus. MicnbiraHus
no oLieHke BUoONOrMYecKoro AeiCTBIS NPOBOAAT B aKKPEAMTOBaHHbIX Naboparopusx.

PerynupyioLume opraHbl MOTYT yCTaHaBnMBaTb AOMNOMHUTESNbHbIE TpeboBaHus, a Takke TpeboBaHus o
TOM, YTOObI pesynbrarbl OblNM MHTEPNPETUPOBAHbI KBaNUULUUPOBAHHbLIM TOKCMKONorom. B npotokone (oT-
yeTe) 0 TOKCUKOSIOrMYECKON OLEHKe yKasbiBaloT 0 6e30nacHOCTU U3ZEenus NPpU HOPManbHbIX YCHNOBUSIX WUC-
Nnonb30BaHuA.

MpumedaHune — MHorme nsgenus us nartekca, 3asBneHHele kak 6esonacHele, BKTtodan AvadparMsl 1 Mefn-
LMHCKME nepyaTku, npu UenbelTaHun B cootBeTcTBUM ¢ ISO 10993-5 MOryT NposBnsaTL NONOXUTENBHYHO LIMTOTOKCUYECKYHO
peakuuto, KoTopasi MOXET yKasblBaTb Ha MOTeHLManbHyo TOKCUYHOCTL /N Vivo, MPpW STOM U3AENUs HE CNEefYeT CHUTaTb He-
NPUrOAHBLIMU A1 UCMONB3OBaHMUSA NPY YCIOBUM OTCYTCTBUS pasfpaxatoLlero 1 ceHcMBunusnpyoLero eicTems.

7 KoHCcTpyKUMA

7.1 O6wue Tpe6oBaHuA

Ouadhparma AomkHa COCTOATL M3 KynonooGpasHoro konnavka u rubkoro oboaka, KOTOpble COCTaBAT
eauHoe uenoe.

7.2 06080K

Mmbknit 06040K gnadpparmbl COeANHEH C AOCTATOMHO XECTKOW NPY>XUHON, COXPAHAIOLLENR KPyrnyto no-
CKyt0 KoHdurypauuto oboaka.
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7.3 YaepxuBawuwasn npyxuHa

YaepxuBaiowasa npyxuHa AormkHa ObiTb pacnosioxeHa BHYyTpU 060AKa U MOMHOCTbIO 3arepMeTu3upo-
BaHa.

7.4 KoHUbI NPYXUHBbI

KoHUpI Npy>U1HBbI A40SMKHbI BbITb 3akpenneHbl Takum 06pa3om, UToObl OHW He HapyLuanu LEenoCTHOCTb
noBepxHOCTU 060aKa.

7.5 Kynonoo6Gpa3sHbiit Konna4yok u 06040k

Kynonoo6pasHbiit konnavok U rmbkuin 06040K AOIDKHBI UMETH OMpeaeneHHy opMmy, NOBEPXHOCTb
[OIDKHA ObITb rNAaAKoON U HE NUIMKON.

8 Pasmepbl

8.1 inameTp

MNpeanoyTUTENLHLIN pasMepPHbIN paa HOMUHANbLHBLIX AMaMeTpoB Bkmoyaer 55, 60, 65, 70, 75, 80, 85, 90,
95 unu 100 mm.

Mpu ucnbITaHNAX B COOTBETCTBUU C NPUNOXEHNEM A 3Ha4YEHME ABYX U3MEPEHUIA AMAMETPA HE AOIDKHO
OTNMYaTLCA OT HOMUHATNBHOIO 3HaYEHUA Bonee YeM Ha 4 %. 3a pesynbrar u3mepeHus gmamerpa guacparmol
NPUHUMAIOT cpeaHeapuMETUIECKOE 3HAYEHME ABYX U3MEPEHUI, COOTBETCTBYIOLLIEE HOMUHANBHOMY Aname-
TPy C NpeaenbHbiM OTKNOHEHNEM + 2 MM.

UcnobiTbiBaloT 13 agnadparM kaxaoro agnameTpa. Bee sHaveHun auaMeTpos gnadparm 40MmKHbI yknaabl-
BaTbCA B YKa3aHHbIE Npeaenbl OTKNOHEHUNA.

8.2 TonuwuHa Kynonoo6pasHoro konnavka

Mpu ucnblTaHMAX B COOTBETCTBUU C NPUNOXeHueM B TonwmHa kynonoo6pasHoro konnadka auadparmsl
B CaMOM TOHKOM MecTe AormkHa ObiTb He meHee 0,20 MM.

9 dU3nMKo-mMexaHuyYecKkme CBOMCTBa Kyrnornoodpa3Horo Kornmnavka

9.1 MMPOYHOCTb NPU pacTAXKEHUU

Mpu ncnbiTaHWM B COOTBETCTBUM C NpUoxxeHneM C MegnaHHOE 3Ha4YeHUe NPOYHOCTU NMPU PACTSHKEHUMN,
nony4yeHHoe npu ucneitaHuu 13 gnadparm kaxaoro pasmepa, A0MMKHO BbITb HE MEHee 3HaYEHUS], YKa3aHHOTO
B Tabnuue 1.

Mpu ucnbiTaHUM B COOTBETCTBUM C NpunoxeHnem D MeanaHHoOe 3HaYEHWE NPOYHOCTU NPU PACTSHKEHUM
nocne TennoBoro crapeHns 13 auadparm Kaxxgoro pasmepa, AOMKHO ObiTb HE MeHee 3Ha4YeHuUsl, YKasaHHOTo
B Tabnuue 1.

Tabnuya 1 — PUsnKo-MexaHU4eCcKe CBONCTBA KyNonoobpasHoro Komnnadka

[AvadparMbl N3 pesnHbl Ha OCHoBe
HaTyparbsHOro Kayuyka

[uadparmel U3 pesnHbl Ha OCHoBe
CUNWUKOHOBOTO Kay4yka

HanmeHoBaHWe nokasaTtens
A0 TennoBoro focne TennoBoro A0 TennoBoro nocre TennoBoro
CcTapeHuna cTapeHua CTapeHnsa CTapeHuAa
[MpOYHOCTL MpU pacTaKeHUHU,
P PP 15 1 7 7
Mla, He MeHee
OTHOCUTENbBHOE YANUHEHNE
° YA 650 500 350 350

npu paspbise, %, He MeHee

9.2 OTHOCUTENbHOE YANIMHEHWE NPU pa3pbiBe

MpK UCMBLITAHUM B COOTBETCTBUM C NPUNOXEHUEM C MEAMAHHOE 3HAYEHNE OTHOCUTENBbHOTO YANUHEHUS
npu paspelse 13 guadparM Kaxaoro pasMepa JormkHO GbiTb HE MEHEE 3HAYEHUS1, YKa3aHHOro B Tabnuue 1.

3
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Mpu ucnbiTaHUM B COOTBETCTBMM C NpUNoxeHneM D meanaHHoe 3HaYeHne OTHOCUTESNbHOIO YANUHEHUA
npu pa3spbIBE NOCNe TENMOBOro ctapeHus 13 anadparm Kaxaoro pasmepa A0rKHO ObiTb HE MEHEE 3HAYEHUS,
yKasaHHoro B Tabnuue 1.

10 ®u3nkKo-MexaHMYeCKue CBOMCTBa 0604Ka U NPYXKUHbI
(avadcdparmbl TUNOB 1 1 2)

10.1 ConpoTUBNEHUE CXKATUIO

Mpun ncneitanum 13 agnadpparm B COOTBETCTBUM C npunoxeHuem E B uurepsane ¢ 1-ro no 1000-i yukn
CXaTUA AMaMeTp Kaxaon anadparmbl MEXAY TOYKAMU NPUITOXKEHUSI HATPY3KU AOIMKEH ObITb HEe MeHee 55 % 1
He 6onee 85 % HOMMHANBLHOIO AUameTpa.

AvameTp anadparmel, u3amepeHHblit nocne 1000-ro umkna cxartusa BAONb OCU CKATUSA, AOIDKEH ObiTb He
MeHee 90 % 3HavyeHusi, USMEePEHHOTOo nepea HavyarnoMm UCTbITAHUSA.

Mocne 1000-ro uMkna cxaTus Ha PesMHOBOW MIIEHKE NPU BU3yanbHOM OCMOTPE HE AOSHKHO ObIiTb Npu-
3HAKOB paspyLUeHuUs.

CrteneHb ckpyumBaHua nocne 1000-ro yukna cxatus, UsSMepeHHas B COOTBETCTBUM C NpUoxeHuem F,
normkHa bbiTb He 6onee 20°.

Marotosutenu guadparm, umetoue ceptuduumpoBaHnyto no 1ISO 9001 cuctemy MeHemKMeEHTa Kade-
CTBA UNKN aHANOMMYHYIO, MOTYT NMPOBOAUTbL UCTILITAHUA HA MHOTOKPaTHOE CXaTue Kak Tunosoe. B sTtom cnyyae
OT KaXKgoN napTumn NpoBoAaAT OAHO UCMLITAHME HA CXKaTUe U OAHO U3MEPEHUE CONPOTUBIEHUIO CKATUSA.

10.2 CKpyumMBaHue nNpu cxaTtmm

Mpu ucnbITaHUAX B COOTBETCTBUU C NpUroxxeHmeM F creneHb ckpyunBaHusa auadparmbl A0MmKHA ObiTb
He Gonee 20°.

Ot kaxxgoun naptum otéupaior 06pasibl B cOOTBETCTBUM € ISO 2859-1:1999 npu 06Liem ypoBHE KOHTPO-
ns 1, koa BbIGopku K.

Mpu ucnbITaHMSAX B COOTBETCTBUM C NpunoxeHneM F npeaen npuemnemoro kayecrsa AQL cocrasnser
1,0 %.

11 OtcytcTBUe aedekToB, onpeaensieMbiX BU3yarnbHO

Mpu UcnbITaHUM B COOTBETCTBUM C NpuUnoxkeHnem G Ha noBepxHOCTH agnadparMm He AO0ImKHO BbITb ae-
heKTOoB, onpeaensemMblX BU3yarbHO.

OT kaxgou naptum otéupaior o6pasLbl B COOTBETCTBUU € ISO 2859-1:1999 npu o6Luem ypoBHE KOHTPO-
ns 1, kog BbiGopku K.

Mpeaen npuemnemoro kadectea AQL cocrasnset 0,4 % Ans cneayowmx OCHOBHbIX BUAOB AeeKToB,
onpeaensieMbIxX BU3yaneHo:

a) OTBEPCTUE B KyNnonoobpasHOM Kofnavke;

b) pecbopmmnpoBaHHas NpPyxuHa,

C) CNIOMaHHas Npy>uHa;

d) aedpopmupoBaHHas opma;

€) HeyeTKas MapKMpoBKa Ha anadparme;

f) HeyeTKas MapkUPOBKa YNaKoBKK.

Mpu ncnbITaHMAX B COOTBETCTBUM C NPUNOXKEHUEM G AN HE3HAYMTENbHbIX 1ePEKTOB Npeaen npuemne-
moro kayectsa AQL cocrasnsiet 1,0 %.

12 MpoToKon UcnbiTaHW

MpPOTOKOMN UCTLITAHWI AOMKEH CoaepaTb TpeGoBaHMSA NpunoxeHus H.
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13 YnakoBka, MapKupoBKa U XxpaHeHue

13.1 YnakoBka

13.1.1 NluauBuayanbHasa ynakoBka

Kaxxagyto guacpparmy ynakoBbiBaOT B MUHAUBUAYANbHYIO YNAKOBKY, 3aLLMLLAIOLLYIO OT 3arpsA3HEHUs, BO3-
OENCTBUIN COMHEYHOTO CBETA U MEXAHUYECKUX NOBPEXAEHMI BO BPEMA TPAHCMOPTUPOBAHNSA U XPaHEHUS.

13.1.2 Norpebutenbckasn ynakoBka

YCTaHOBNEHHOE KONMMYECTBO MHAMBMAYANLHLIX YNAKOBOK YMaKOBbLIBAIOT B TPAHCMNOPTHYIO YNAKOBKY, 3a-
LM LLAIOLLYIO M3AENNS OT NOBPEXAEHUI NPU TPAHCNOPTUPOBAHUU U XPAHEHUU.

Ovadhparma gomkHa ObiTb ynakoBaHa B MHAUBMAYANbHYIO YNakOBKY MHOropasoBoro MUCMofb30BaHUSA,
3aLUMLLAIOLLYIO €€ OT MOBPEXAEHUN B TEYEHNE CPOKa rOAHOCTU.

13.2 MapkupoBka

13.2.1 MapkupoBka guacparmbl

Ha kaxkgyto anadpparmy HaHOCAT YETKYIO MApKUPOBKY, COAEPKALLYIO:

a) HaMMEHOBaHNE U3rOTOBUTENS UIU €70 TOProOBYIO MapKy;

b) HOMUHanNbHbLIN AMaMETP B MUNNIMMETPAX.

13.2.2 MapkupoBKa MHOUBMAYaNIbHOW YNAaKOBKKN

Ha nHauBMayanbHyto ynakoBKYy HAHOCSIT YETKYIO MapKUPOBKY, COAEpPXXaLLyIO:

a) HaMMEeHOBaHWe U/Uny TOProBy0 MapKy U3rOTOBUTENS MU NPOAAaBLA;

b) Homep napTuu;

C) HOMUHAanbHbLIW AUaMeTp B MUNMMETPAX;

d) pekoMeHAyeMyI0 M3rOTOBUTENEM AaTy peanu3auumn (Mecsil v roa), T. €. AaTy, nocne KOTopou Aua-
dparMa He gomkHa nocTynatb notpebutenio; oHa AomkHa ObITb HE Oonee AByX NET C AaTbl U3TOTOBIEHUS,
€Cnu gpyras He NoATBepXKAeHa pe3ynbTatamu UCTILITAHUIA B PEXXMME pearnbHOro BPEMEHMU UI YCKOPEHHBIMU
UCNbITAHUAMU;

€) HaumeHoBaHMe maTepuana (kayyyka), M3 KOTOpPOro U3roToeneHa guvadparma.

13.2.3 UHCTpPYKUUMN

Kaxxaasi uHAMBUAYyanboHas ynakoBka AOMkHa COAepXaTb MHCTPYKLUMIO MO NPUMEHEHWUIO U yXOAY 3a Aua-
dparmori B COOTBETCTBUM C NPUITOKEHUEM .

13.3 XpaHeHue

Pe3uHa co BpeMeHeM cTapeert. [JuadparMbl ynakosbIBalOT TAaKUM 06pa3oMm, 4TOOb! OHM Bbinu 3aLUyLLEHbI
npu xpaHeHuu. finacbparmbl He AOMKHBI XPAHUTLCA Gonee ykazaHHOro Ccpoka roAHOCTH, 0COBEHHO B YCNOBUSAX
Tennoro knuMmara. [inacdparmel cnegyer XpaHuTb B CyXOM, MPOXNagHOM MECTe B yNnakoBKe, 3alLmiLaoLLen ot
MeXaHU4eCKMX NOBPEXAEHUI U BO3AENCTBUA cBeTa. [pn oBHapy>XeHUM NpU3HAKOB paspyLleHusa marepuana
auvadparmbl (HanpuMep, NMNKOCTU, XPYNKOCTU, 06pa30BaHUSA MUKPOTPELLIMH), €€ YTUIU3UPYIOT.

Huadparma He AormkHa noABepraTbCs BO3AENCTBUIO aHTUCENTMYECKUX (DEHONOB HA OCHOBE MAcen U ux
NPOU3BOAHbIX, CMA30K HA HE(PTSAHOW OCHOBE, YaNT-CNUPUTA, KEPOCUHA U APYIMX POACTBEHHBIX OPraHUYECKUX
NpoAYKTOB.

[Nocne ucneiTaHuin guadparMel peKoMeHayeTca yTunuanposartb. MIHoraa amadparMbl COXpaHAIOT, YTO-
6bl NpoAEMOHCTPUpOBaTL cneuuduyeckme npodnemel. Takme aguacdparmMbl MapkupylotT unu obecnevmsator
XpaHeHue, UCKIIoyaLee UX HenpegHaMepeHHoe UCMNOoNb30BaHME.
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MpunoxeHue A
(obsazarenbHoe)

OnpepneneHune pasmepoB

A.1 ObnacTb NnpUMeHeHus

HacTosiee npunoxeHue ycTaHaBNMBaET METOA U3MEPEHUS pa3MepoB AuadparM U3 pe3uHbl Ha OCHOBE HaTypanb-
HOFO UMM CUITMKOHOBOTO KayuyKa.

A.2 NpuHumMn

PasMep onpenensiot No HapyXHoMy AuamMeTpy Anadparmel.

A.3 Annaparypa
A.3.1 MiameputensHoe yCTpOWCTBO CO LUKANon B MUNIMMeTpax.

A.4 MpoBegeHue ucnbITaHUn

A.4.1 Mpu nsmepeHun gnacparmy He 4ePOPMUPYIOT.

A.4.2 OcmaTpusaroT AnadparMy BUsyanbHo. ECM OHa BHIMSAAUT HEKPYINOW, BU3yanbHO YCTaHaBNUBaKT MUHU-
MarbHbIA AUaMeTp U NPOBOASIT OAHO U3MEPEHUe No SToi ocu B cooTBETCTBUM ¢ A.4.3.

A.4.3 TNomellaloT gnadparMy Ha MaMepuTensHoe yCcTpoWcTBo (A.3.1). M3MepsatoT HapyXHbIi guameTp rubkoro
obofKa C TOYHOCTLIO 0 1 MM B ABYX TOMKaX NEPNEHANKYNAPHO APYr K APYry. BeIUUCNSIOT cpefHee 3Ha4eHUe ¢ TOYHOCTLHO
o 1 mm.

A.5 OdhopmneHue pesynsraToB

MpoToKomM MCnbITaHW i 0POpPMIAIOT B COOTBETCTBUM C NPUIIOKeHWeM H, Takke ykasbiBatloT 3Ha4eHue pa3Mepa, onpe-
JeneHHoe 1A Kax40i anadparmel, pasnuyine Mexay 3Ha4eHUsMU 1 BbIYUCIIEHHOE CPefHEe 3HAaYEHUEe HapyXHOro Auna-
MeTpa rubkoro oboaka B MUNNMMETpax.
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MpunoxexHue B
(o6sa3aTenbHoe)

OnpepneneHune TOMWMHbI Kyrnosoo6pasHOro Konnayvka

B.1 O6nacTb npuMeHeHus

HacTosilee NpunoxeHne ycTaHaBNMBaeT METOZ USMEPEHUS TOMLLUMHLI KynonooGpasHoro konnayka guadparMel s
pe3uHLl Ha OCHOBE HaTyparnbHOMo UMW CUIIMKOHOBOTO Kayyyka.

B.2 MpuHuun
TonwuHy KynornoobpasHoro konnayka guadparmel U3MepsioT TOMNLLMHOMEPOM.

B.3 Annapatypa

B.3.1 TonwunHomep ¢ LUeHoit geneHusa 0,01 Mm B cootBeTCTBUM € ISO 463.

TonwuHoMep pa3meLLatoT Ha TBEpA O NOCKOH NOBEPXHOCTU. ToMLWMHOMED JOMKeH ObITb OCHALLEH NNOCKON KOH-
TaKTHOW nnoLagkoi AnaMeTpoM oT 3 0 7 MM, PacnonoXeHHO napannensHo ONOPHON NNUTe U NepneHAnKyNsapHO MNyH-
xepy. MNpunaraemoe AaBneHne AOMKHO BbITb paBHo (22 + 5) klMa.

B.4 NMpoBeaeHne UcnbiTaHUA

B.4.1 MoMeLyatoT KynonoobpasHeli Konnavok guadparMel Ha MNOCKyr ONOpHYo NAWTy TonwuHomepa (B.3.1).

B.4.2 MamepstoT TonwmHy KynonoobpasHoro konnavka o Gnuxaiwux 0,01 MM B LeHTpe anadparMbl U He MeHee
YeM B YETLIPEX paBHOYAaNeHHLIMU NO OKPYXHOCTW TOYKaX, pacnonokeHHbIX Ha NOoBUHE PacCTOSAHUA MeXAY LeHTPOM
N rMbKum o60KoM.

B.5 O6paboTka pe3ynsratoB

O opMASHOT NPOTOKON UCMBITAHUA B COOTBETCTBUM C MPUIOXEHNEM H, a Takke yKasbiBaloT MUHUManbHYIO TONLWM-
HY Kynonoo6pa3sHoro Komnnayka Kaxaoi ucnbiTaHHo# AnadparMel B MUNNUMETPaX.
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MpunoxeHune C
(o6sa3arenbHoe)

OnpeaeneHue ynpyronpovyHOCTHbIX CBOUCTB

C.1 O6nacTb NpuMeHeHUs

HacTosiliee MpunoXeHWe ycTaHaBNWBaeT METOA OMNpeAeneHUs YnpyronpoYHOCTHBIX CBOWCTB KynonooGpasHoro
Konnadka AnadparMbl U3 pesnHbl Ha OCHOBE HaTyparbHOro UM CUIMKOHOBOIO Kayyyka.

C.2 MpuHuun

O6pasel, 4N UCTbITAHUS 3aroTaBMMBAKT U3 KynonooGpasHoro konnavka Anadparmel M pacTaruearoT ero 10 pas-
PYLLUEHMS. VI3MepSIOT ycUrive npu pacTAXeHUU U OTHOCUTENbHOE YASIMHEHWE NPU paspbiBe.

C.3 O6opyaoBaHue

C.3.1 LWtaHueBblit HOX ANns 3aroToBkK obpasla B hopMme KorbLa BHyTpeHHUM AuameTpom (100,0 + 0,5) MM 1 wmn-
pvHoit (2,00 £ 0,02) mm.

C.3.2 TonwuHoMep B COOTBETCTBUM C NpUnoxeHnem B.

C.3.3 PaspbiBHas MalunHa, obecrnevunBatoLas NoCTOAHHYIO CKOPOCTL NepemMeLleHns TpaBepchl, COOTBETCTBYOLLaA
cnepyowum TpeboBaHusaM:

- namepeHme yeunusg ot 0 o 50 H;

- Hanu4ne AByX PONUKOB AnaMeTpoM npubnuantensHo 15 mMm Ans kpenneHus obpasua;

- CKOpOCTb NepemelLeHuns pornuka — (8,5 + 0,8) mm/c unu (500 + 50) MM/MUH.

C.4 NoaroToBka o6pa3ua Anst UCNbITaHUMA

M3 kynonoobpasHoro konnadka Kaxaoin anadparmel Belpybator obpasel, B popme KonbLa, UCronb3ys WTaHUeBbIA
Hox (C.3.1). McnbiTbiBatoT 06pasubl, BeipybrieHHble ¢ nepeoro pasa.

C.5 NpoBeaeHue ucnbiTaHua

C.5.1 NamepstoT TonwuHy obpasia TonwuHomepom Lo onuxaiiwei 0,01 MM. MismepeHns npoBoasAT B Tpex ToUKax
Kak MOXHO Grivxe K Kpato KonbLia W BEIMUCIIAT MeauaHy B cootBeTeTeun ¢ C.6.1.

C.5.2 HageBatoT ncnbiTyeMbll o6pasel; Ha poriMKK pa3phbiBHOM MaLIWHBI U pacTArMBatoT €ro 10 paspyLleHus.

C.5.3 3anucbiBatoT ycunne B MOMEHT paspbiBa ¢ ToOMHOCTbio Ao 0,1 H U paccTosHue Mexay LieHTpaMu posiukos ¢
TOYHOCTBIO A0 1 MM.

C.6 O6paboTtka pe3ynLratoB
C.6.1 MNpoYHOCTbL NpH pacTskeHun o, MMa, ans kaxgoro o6pasya BbIMUCAAIOT Mo dopmyre

F
LA, (C.1)
°T 2w
rae F — paspyliatolee ycunue, H;
w — WnpuHa obpasLa, paBHasa 2 MM;
t — TonwmHa obpasua, MMm.
PesynsraT okpyrnsoT 40 Lenoro Yucna.
C.6.2 OTHoCUTenNbHOE YANMHEHWe Npu paspeiBe £, %, Ans kaxporo obpasLa BbIYUCASAIOT No hopmyne
E = 2/+Croll_cint 100 (C2)

int
rae | — paccTosiHue Mexay LeHTpamu posivKOB Mnocre paspbiea, MM;

CroII
Ci)t — BHYTPeHHAS OKpyXHOCTb 06pasua, pasHas 100 Mm.

— [NIUHa OKPYXHOCTW POIvKa, MM;

PesynbraT okpyrnsitoT fo énmkaiwmx 10 %.

C.7 OcbopmneHune pesynsTaToB UCTbITAHMA

MpOTOKOM UCMbITaHWUS 0POPMIIAIOT B COOTBETCTBIM € NPUNOXKEHUEM H, U B HEM TakKe YKa3sbiBaloT 3Ha4YeHUe Npoy-
HOCTW NpU PacTAXEHUN 1 OTHOCUTENBHOIO YAMUHEHUA NpK pa3pbiBe Kaxaoro obpasua.
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MpunoxeHue D
(obsasaTenbHoe)

OnpepneneHune ynpyronpoYyHOCTHLIX CBOMCTB NOCSIe YCKOPEHHOro CTapeHus
B TepMocTaTe

D.1 O6nacTb NnpuMeHeHUA

HacTosiliee npunoxeHne ycTaHaBnWBaeT onpedeNieHUe U3MEHEHWS YNpYronpovHOCTHBIX CBOWUCTB AuadparM u3
pe3nHbl Ha OCHOBE HaTypasibHOMo UNK CUITIMKOHOBOIO Kayvyka nocre YCKOPEHHOro cTapeHus.

D.2 MpuHuun

BblgepxwuBatoT o6pasiisl Npy NOBLILUEHHO TeEMMepaType B TeUeHNe YCTaHOBIIEHHOTO BpPeMeHU 1 onpeaensioT ns-
MEeHeHWe NPOYHOCTY NPY PacTsHIKEHUN U OTHOCUTENBHOrO YAMHEHUS NPU pa3pbiBe B COOTBETCTBUM C NpUnoxeHnem C.

D.3 O6opynoBaHue

D.3.1 Tepmoctar — no 1SO 188.

D.3.2 LLraHueBbI HOX 4N 3aroToBKK o6paslia B hopMe KomnbLia BHYTpeHHUM AunameTpom (100,0 + 0,5) mm 1 wn-
puHoi (2,00 + 0,02) Mm.

D.3.3 TonwuHomMep B COOTBETCTBUU C NpunoxeHvem B.

D.3.4 PaspbiBHas MalunHa, obecneymnBatoLas NoCTOAHHYO CKOPOCTb NepeMeLeHNs TpaBepehl, COOTBETCTBYOLWAA
cnegytowmm TpeboBaHuAM:

- n3MepeHue yeunusa ot 0 go 50 H;

- Hanwu4ve gBYX PONMKOB WaMETPOM NpubnusutensHo 15 MM Ans kpenneHus obpasua;

- CKOpOCTb NepemelleHust ponvka — (8,5 + 0,8) mm/c unm (500 + 50) MM/MUH.

D.4 NoarotoBka 06pa3uoB ANs UCNbITaHUSA

D.4.1 U3 kynonoo6pasHoro konnavka Kaxzol ucnbliTyemoii gnadparmel Belpybatot obpasel B hopme konbLa, Uc-
none3ys Hox (D.3.2).
D.4.2 UcneiTeiBatoT 06pasypl, BeipybrneHHble ¢ NepBoro pasa.

D.5 Metoauka npoBegeHUA UCNbITaHUA

D.5.1 3aroToBneHHble obpasupl (D.4) BoiaepxuBatoT B TepmocTate (D.3.1) npu Temnepatype (70 + 2) °C B TeveHUe
(168 = 2) u.

D.5.2 MNocne cTapeHus BolgepxusatoT obpasLbl Npyu TeMNepaType OKpyxatoLleh cpefbl He MeHee 16 4, HO He 6o-
nee 96 u.

D.5.3 BusyansHo ocMaTpuBatoT o6pasLibl Ha Hanu4ue NIMNKOCTU, XPYNKOCTW U fPYrnX NMPU3HAKOB CTapeHUs.

D.5.4 VicnbITEIBAKOT U BEIMUCHIAIOT NPOYHOCTL NPU PacTSKEHWM U OTHOCUTENBHOE YANMHEHWE MPU paspbiBe B COOT-
BETCTBUM C NpunoxeHuem C.

D.6 O6paGoTka pesynLraroB

MpoToKon ucnbiTaHUs OOPMIIAIT B COOTBETCTBUM C NPUMOXEHWEM H, 1 B HeM Takke yKasblBaloT CrieayroLlyto
WHOpMaLuto:

a) onucaHue N6Oro yxyaLUeHUsA nocne YCKOPEHHOro CTapeHus;

b) sHaueHWss NPOYHOCTY NPU PACTSKEHWU U OTHOCUTENBHOO YASIMHEH WS NpU pa3pbiBe Kaxzaoro obpasLia.
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MpunoxeHue E
(o6sa3arenbHoe)

OnpeaeneHue CONPOTUBIIEHUA CXKaTUIO U OCTAaTOYHOW AedopMaLnmn NPyXuHbl auadparmel

E.1 O6nacTb npumMeHeHus

HacTosilee npunoxeHue ycraHaBnuBaeT METOA ONPeAereHNs CTENEHU CKaTUS U OCTaTOYHON AedopManun gna-
dparMbl U3 pe3nHbl Ha OCHOBE HaTypasibHOro UK CUITMKOHOBOTO Kay4vyKa Co CnUpanbHON MW NNOCKON NPYXNHOM.
JaHHbIil MeTog He MCMONb3YIOT AN UCNbITaHUA AuadparM ¢ JyroobpasHbIMU NpYXUHAMK.

E.2 NpuHumn

E.2.1 CHayana cXumaloT npyXxuHy anadparmbl noj AeiAcTBUEM Macchl.

E.2.2 Nocne usmepeHna conpoTUBIEHUS cXaTuio AuadparMy MHOTOKPaTHO CKUMaLOT Ha 25 % OT ee HOMUHaNbLHOro
AnamMeTpa U oTrnycKatot.

E.2.3 lNocrne 1000-ro yukna cxaTusi NOBTOPSIOT U3MEPEHUE CONPOTUBNEHUA CXaTUIO. [JJONONHUTENBLHO U3MEPSIOT
OCTaTOMHYIO lechOpMaLnio U CKpyYnBaHUE, Bbl3BaHHbIE LIMKNUYECKO AedopMaLuein.

E.2.4 VNsrotoButenu gnadparm, uMetome ceptudpuumuposaHHyio no 1ISO 9001 cuctemy MeHeaKMeHTa KadecTsa
WNU aHanornyHylo UNU 3akynatrolue NPYXUHbl Y MOCTaBLYMKa C aHanorM4HoW cepTuduUUpoBaHHON CUCTEMOI MeHea-
XMeHTa KayecTBa, MOryT He NPOBOAUTL UCNBITAaHWUA KaxxA o napTum npoaykuum no E.4.5 — E.4.9 n BMecTo aToro gonycka-
€TCA NPOBOAUTL UCTbITAaHUA Ha CONPOTUBNEHNUE CXaTUlo Kak TUnoBoe.

E.3 Annaparypa

E.3.1 Npunbop Ans ucnbiTaHnA Ha cxaTne, obecneunBatouili BosgeicTBUE Ha guadparMy ctepkHeM maccoid 280 r
noa AeiCTBUEM CUIbl TAXKECTU.
Mpumep npubopa npusefeH Ha pucyHke E. 1.

1\

1 — cTepxeHb Maccon 280 r; 2 — anadparma

PucyHok E.1 — lMpubop Ana ncnbitaHna Ha cxaTtue
10
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E.3.2 YctpoiicTBo, o6ecneunsatollee LUKIUMYHOE cxaTtue gnagparm Ha (25 + 5) % oT HOMUHANBLHOrO guamerpa.
E.3.3 Mpubop Ana nsmepeHns cTeneHn cKpyunBaHUsA B COOTBETCTBUMN C NpUNoXeHueM F.

E.4 MeToauka npoBeAeHUA UCNbITAHUN

E.4.1 N3aMepsatoT HOMUHaNbHLIR gnameTp Anadparmsl Dy B COOTBETCTBUM € NPUNOXEHNEM A.

E.4.2 MNomewatoT AnadparMy Mexay AByMS METaSNIMYECKUMU CTEPXKHAMM, KaK NOKa3aHO Ha pUcyHke E1.

E.4.3 MeaneHHO OTMYCKaloT BEPXHUIA CTepXeHb Takum obpasoM, 4Tobbl gnadparma Gbina cxaTta napannensHo ee
Avamerpy.

E.4.4 U3amepsioT paccTosiHMe B MUNNMMETpaxX Mexay ToUKaMu NPUNOXEHNUS Harpy3ku k rubkomy o6ogky nocne cxa-
A B TedeHune 15 c. Ecnu guametp Dy AnadpparMel He COOTBETCTBYET TpeGOBaHNAM HacTOALLEro cTaHAapTa, UcnbiTaHne
npeKpaLLaroT U cYUTaloT AnadparMy He COOTBETCTBYIOLLE TpeboBaHUAM HacToSALWEro cTaHaapTa.

E.4.5 YcraHasnueatot Anadparmy B yCTPOUCTBO, obecrneynBatoLLiee LUMKNUYECKoe cxaTue. YCTPOWCTBO NO3BONSAET
OAHOBPEMEHHO UCTbITbIBaTbL OfIHY UNW HECKONBKO Anadparm.

E.4.6 Cxumatot gnadparmy 1000 pa3 co ckopocTbio 30 — 40 UMKNOB/MWUH 1 yAansaloT U3 ycTpoucTea.

E.4.7 MNoBTOPAKT UCNbITaHUE Ha conpoTUBNeHne cxaruio no E.4.1 — E.4.4.

E.4.8 N3mepstoT guaMeTp Anadparmbl BAONb OCK CxaTus, ucrnonb3ys Nnpubop, ykasaHHbIi B npunoxeHnn A (A.3.1).

E.4.9 N3mepsIoT cTeneHb Kpy4eHUn B COOTBETCTBUU C NpuUnoeHneM F.

E.4.10 BusyanbHo ocMaTpuBaloT pe3UHOBYIO NEHKY Ha HaruyYue NpM3HaKoB paspyLUEeHUs.

E.5 O6paborka pe3ynsraroB

E.5.1 Nepen ucnuiTaHneM Ha cxatue B 1000 LMKNOB BBIMUCIIAIOT U3MEHEHUe AuaMeTpa auadparmbl AD, %, no
copmyne

ap=190-1, (E1)
Dy
rae | — paccTosiHue Mexay To4Kamu NPUNOXKEHUS Harpy3ku, MM;
Dy — HOMUWHaMbHLI AnaMeTp, MM.
E.5.2 BuluncnsoT nameHeHusa anametpa anadparmbl AD,gqq, %, nocne 1000 umknos cxatus no dpopmyne
ADyo00 = 10Dﬂ, (E.2)
0
rae | — paccrosHne Mexay To4Kamu NpunoxeHus Harpysku nocne 1000 ynKnNoB cxatus, MM,
Dy — HoMWHanbHbIA fuameTp, MM.
E.5.3 BbluncnsoT nsmeHenune anametpa AD,, %, nocne cxartus no opmyne
AD, =100 —DI;OOO- (E.3)

0

E.6 OchopmneHue pesynsraroB

E.6.1 MNpoTokon ucnelTaHUss oOPMIISAIOT B COOTBETCTBUM C MPUNOXEHUEM H, U B HEM TakKe YKasbiBaloT:

a) usmeHeHve fuametpa AD,, %, BO BpeMsi EPBOTO CKaTUA OTHOCUTENBHO HOMUHANBLHOIO AnaMeTpa Ans Kaxaon
ucnbiTaHHOW guadparmsl;

b) nsmeHeHve gnamerpa AD,qqq, %, Nocne 10000 cxaTusi OTHOCMTENLHO HOMUHANBLHOIO AnaMeTpa AnA Kaxaoi
ucnbITaHHOW gnadparmel;

C) U3MeHeHWe AnameTpa AuadpparMel nocne cxartus AD,, %;

d) ntoBLle NpU3Haku pa3pylUeHNs, OTMEYEHHLIE NPU BU3YaribHOM OCMOTPE.
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Mpunoxexne F
(obszaTenbHoe)

OnpeperneHue cTeNeHU CKPyYUBaAHUS CNUPANBbHON M NITOCKOM MPYXUHbI
avadpparMbl npu cxaTumn

F.1 O6nactb NnpumMeHeHUA

HacToslee NpunoxeHue ycTaHaBNMBaeT MeTO ONPe/leneHnA CTENEHN CKpYUMBaHNSA NPU CKaTUK CrinpansHoi Npy-
KUHBI 1 NNOCKON NPYXWUHBI Anachparm U3 pe3nHbl Ha OCHOBE HaTypasibHOrO UM CUITMKOHOBOrO Kaydyka. [laHHbI MeTog, He
NPUMEHSIOT AN UCABITAHNUA gnacdparm ¢ AyroobpasHoil NpyXKUHOIA.

F.2 MpuHuun

CxumatoT rubkuii obogok gnadparmel No ero AuameTpy, UCNONb3ys COOTBETCTBYIOLEee obopyaoBaHue (cM. F.3), 1
onpeaenstoT OTKIOHeHWe rbkoro o6ogka OT ropM3OHTarNbHO| NNOCKOCTH.

F.3 O6opynoBanne

F.3.1 ObopynosaHue ANS UCTLITAHUA Ha CKpyYMBaHue, NPUBEAEHHOE Ha pucyHke F.1, COCTOWT U3 ABYX MeTannu-
YeCKUX CTePXHEN, OANH MOXET NnepeMeLlaTbesl BAOSMb CBOE OCU, HO HE MOXET BpallaTbCs, ApYyro — HemnogBMXeH OT-
HOCUTENBHO CBOE 0CK, HO MOXeT cBOBOAHO BpallaTbCs.

P _B I

I/A

N | | :D:EO

o

A — HeMOABUXHbII CTepXeHb; B — NoABUXHbIN CTepXeHb; P — yKkasaTenb, / — paccTofHUE MeXay CTePXHAMU, MM

PucyHok F.1 — O6opyaoBaHue Ans ckpy4mBaHua guadgparmel

F.4 MeToguka npoBeAeHNA UCTIbITaHUN
F.4.1 MNomewaloT gnadparMy, Kak NnoKkasaHo Ha pucyHke F.2a).
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a) YcraHoBka anadparmel

b) PerynuposaHue nHtepsana /

.
aw

c) MNokasaHus YrmoBoro BpalLeHus

A — HenoABWXHEbIN CTepXeHb; B — NOABUXHbIA CTepXeHb, P — Lukana

PucyHok F.2 — YcTaHoBKa 1 ckpyuuBaHue guadparmol

F.4.2 CxumaroT guadparmy, perynupysa ctepxeHb A TakuMm obpasoM, 4Tobbl paccTosiHue / Mexay KOHLaMU CTepX-
Hell COOTBETCTBOBAIO 3HA4YEHUAM, NpUBeAeHHbIM B Tabnuue F.1 [cM. pucyHok F.2b)].

F.4.3 Peructpupylot yron noBopoTa cTepxHs B no wkane P [cMm. pucyHok F.2¢)].

CTeneHb ckpyunBaHus gnadpparmbl jomkHa ObiTb He Gonee 20°.

13
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Tabnuya F.1 — PaccTtodgHne Mexay CTEPXHAMMU ANA peKOMEHAYEMbIX AUaMeTPOB Anadparm
B munnumetpax

HoMuHaneHbI pekoMeHAyeMbIli AnamMeTp Anadparmbl PaccTosHue Mexay cTepxHaMn?), /
55 21,5
60 22,5
65 23,5
70 24,5
75 25,5
80 26,5
85 27,5
90 28,5
95 29,5
100 30,5

a) PaccroaHune gna Apyrux guameTpoB onpeaenAarT MeTo40M UHTepnonALnn Unn skcTpanonaynn.

F.5 O6pa6oTka pe3ynsraTtoB

MpOTOKON UCMBITaHWA 0HOPMIISIOT B COOTBETCTBUM C MPUNOXEHUEM H, N B HEM TakxkKe yKasblBatoT CTeNeHb CKpydm-
BaHWS KXo guacpparmel U YUCIo guadparM, y KOTOPLIX 3Ha4YeHWe CTEMNeHN CKpyUMBaHus npesbicuo 20°.
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Mpunoxexue G
(o6sa3arenbHoe)

OnpepeneHue aedeKToB, onpeaenseMbiX BU3yarnbHO

G.1 O6bnacTtb NnpUMeHeHUs

HacTosilee NpunoxeHne ycTaHaBnuBaeT ABa anbTepHaTUBHLIX METoAa onpefeneHna aedekToB guadparMbl s
pe3nHbl Ha OCHOBE HaTypanbHOMo UKW CUITMKOHOBOIO Kaydyka, onpejenaeMblX BU3yanbHO. C UCMNOSib30BaHUEM aneKTpu-
Yeckoi namnel unu cxatoro Bosgyxa. Metoabl no G.3 n G.4 paBHOLIEHHbI, MOXHO NPUMEHATL OfUH U3 HUX.

G.2 MpuHUMN

BuayansHo ocMaTpuBaloT rmbkuii 060A0K U pacTAHYTHIA KyrnonoobpasHblii konnavyok gnadparmel.

G.3 BusyanbHblit OCMOTP C MCMONbL30BaHUEM AEKTPUYECKOKH Namnbl

G.3.1 O6opyaoBaHue

G.3.1.1 CTeKNSHHbINA LMNUHAP C MCTOYHUKOM CBETA BHYTPU.

LiunuHap He AOMMKEH HarpeBaTbCA UCTOYHMKOM CBETA [i0 TaKoi cTeneHu, YTobbl okasbiBaTb HebnaronpusaTHoe BO3-
feicTBne Ha maTtepuan guadparmel. Mpumep o6opyaoBaHus npuBeaeH Ha pucyHke G.1.

15
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/
/

@40

@10 v\

150

1 — KonbLo ANSA yAepxaHWsa agvacparmbl;, 2 — namna

PucyHok G.1 — MNpumep obopygoBaHus 415 BU3yanbHOro ocmoTpa guadparmel
€ Ucnons3oBaHuem namnoi

G.3.2 MeToaMka nposeAeHUa UCNbITaHUI
OcmaTpuBatkoT rmbkuit 0Go40K, 3aTeM HaTArMBAIOT guadparMy Ha CTEKNSHHbIA uunukgp (G.3.1.1) Takum obpasom,

YTOGbI OHa Bbina pacTaHyTa I'IpI/IGJ'II/ISVITeJ'IbHO B ABa pasa Nno OTHOWEHUK K HOMUHaNnbHbLIM JNIMHEAHBIM pasmepam. I'Iepe-
MelLlatoT guadhparmy u Bu3yasnibHO OLEHUBAIOT Hanuime lJ,e(beKTOB B KyI'IOJ'IOO6p63HOM Konnadke.
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G.4 BusyanbHbIl OCMOTpP € UCNOMNb30BaHWEM CXaToro Bo3ayxa

G.4.1 O6opynoBaHue

G.4.1.1 YcTpoiicTBO A5t (hUKCUPOBaHWA Juadpparmbl 1 yaepxaHusi pacTaHYTOro Bo3fgyxoM Kynonoo6pasHoro Kor-
navka npveegeHo Ha pucyHke G.2.

g,

6

1 — KonbLP, duKcupytollee guacparMy; 2 — pacTaHyTasa Auadparma; 3 — HeBO3BPaTHbLIN kNanaH, 4 — BO3/yXOBbINYCKHOW Knana;
5 — knanaH; 6 — NCTOYHUK NoJayn Bosayxa noa AasneHnem

PucyHok G.2 — lMpumMep obopygoBaHus Ana ocMoTpa guadparmbl NPU NOMOLLU CXAaTOro Bo3fyxa

G.4.2 MeTtoaunKa npoBeeHUSA UCTbITAHUA

OcmaTpuBatoT 06040K W, UCMOMb3ysA YCTPONCTBO (CM. pucyHok G.2), HagysatoT AnadparMmy BO3LYXOM B TeveHue
1 MUH Takum o6pasom, 4ToObl KynonoobpasHelid KoNayok yBenuyuics B fiBa pasa No OTHOLEHUIO K €0 HOMUHarbHOMY
pasmepy. BuayanbHo ocMaTpuBatoT HagyTyto AvadparMy Ha Hanmvue [edeKToB.

G.5 O6paboTKa pesynsraros

G.5.1 MNpoToKon ucnbiTaHMA 0POPMIAAIOT B COOTBETCTBUM C MPUINOXEHNEM H, U B HEM TalkKe yKasbIBaloT:
a) UCMnornb3oBaHHbIA METOA UCMbITaHWUI,
b) uncno gnadparm ¢ ogHUM Unu Goree U3 HUXKeNpUBELEHHbIX CYLLECTBEHHBIX BUAUMBIX JedeKToB:
1) oTBepCTUE B KyNornooOpa3HoM Konmnadke;
2) fedopMmnpoBaHHas NpyxuHa;
3) crioMaHHas NpyxuHa;
4) pedbopmunpoBaHHas opma guadparmel;
5) HeyeTKass MapkuMpoBKa.
C) Yncno gunadparm ¢ o4HUM Unu Bonee N3 HUXKENPUBEAEHHbIX He3HAYUTENbHBIX [eeKTOoB:
1) HannyMe NATeH Ha Kynonoobpa3HoM komnnadke (BKModas kpas);
2) Hanu4me NOCTOPOHHWUX BKIHOHEHWNA;
3) IMNKOCTb NOBEPXHOCTHU;
4) nrobble Apyrue fedekTsl, KOTopble MOTyT NOBUATL Ha SKCNMyaTaLUuoHHbIe XapaKkTepucTUKK fuadparmbl.

17



FOCT ISO 8009—2019

MpunoxeHue H
(o6sa3arenbHoe)

MpoTtokon ucnbiTaHua

MpoToKon UCMbITaHUS AOMMKEH cogepxXaTh:

a) HaMMeHoBaHWe 1 agpec UcnelTaTenbHOl naboparopuu;

b) HauMeHoBaHWe 1 agpec 3aKas4uka, Npu HeobxogMMocCTH,

C) naeHTUdUKaLmMIo NPOToKoNa UCNblTaHus;

d) ngeHtTndpmkayuo obpasLos (Konuyectso obpasLioB, HOMeEP U 06LEM NapTK), a Takke UHOPMALMIO O TOM, KEM
6bin npoBefeH oTbop 06pa3Los.,;

€) npoucxoxaeHue obpasLa u faTty ero NocTynneHns B UCMbITaTeNbHy nabopartoputo;

f) o603Ha4eHWe HacTosALLero cTaHAapTa, COOTBETCTBYIOLLME pa3ferbl U NMPUMNOXEHUS,

g) onucaHue OTKINOHEHWUI OT HaCTOSALLEro cTaHaapTa;

h) pesynsrartbl UCMBITAHWIA B COOTBETCTBUM C MPUMOXKEHUSAMM;

i) NOrpeLUHOCTb U3MEPEHNIA,

j) AaTy opopmneHns npoTokona UcnbITaHus, NOAMNUCh U JOMMKHOCTL NULA, OTBETCTBEHHOIO 3a@ MPOTOKON UCTIBITaHUS.
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MpunoxeHue |
(obs3aTenbHoe)

MHCTPYKLUMM NO yXoay U MCNONb30BAHUI0 MHOFOPa30BbIX Pe3NHOBBLIX
NpOTUBO3a4YaTOYHLIX Anadparm

1.1 O6wme TpeboBaHuA

B HacToALlleM NpUNnoXxXeHnn npueegeHbl MHCTPYKLUUW NO NCNONB30BaHUKO U yXo4y 3a MHOropa3oBbIMK ,D,I/IanpaFMaMVI
N3 pe3nHbl Ha OCHOBE HaTypalibHOro UM CUNMKOHOBOIO Kay4vyKa, KOTOpbleé HAaHOCAT Ha WHAUBUAYalbBHYHO YNaKoBKY UMK
BKNagblBakT B UHOVBUAYalrbHYHO yNakoBKy qwacbparMbl.

1.2 MHCTPYKLMU MO UCMONb3OBaHUIO

WHCTPYKLUMM AOMKHBI COAePXaTh:

a) peKoMeHzAaLmu, Kak BCTaBMATL M YAansaTb Auadparmy, a Takke Kak NpOBEPUTL, UYTO OHa HAaXOAUTCS B NpaBunb-
HOM MOMOXEHUMU;

b) pekoMeHzaLMK MO UCMONB30BaHMIO NOAXOAALLEN Gronorniecku GesonacHom cnepMULMAHON CMaskK, He oKasbl-
BatoLLell paspyLiatolLiero Bo3feicTBUS Ha MaTepuan anadparmMbl U ykasaHWUA o TOM, YTO crieayeT UCMONb30BaTb TOMLKO
cnepMULMAHLIE MaTepuarbl, KOTOpble He OKa3blBarT HEraTUBHOMO BO3AENCTBUS Ha MaTepman guadparmsl;

C) UHPOpMaLMIO O TOM, YTO UCTONb3yeMoe CMa3oqHOe BELLECTBO AOMKHO GbITb Ha OCHOBE BOAOPaCTBOPUMOro Ma-
Tepwana unu 4pyroro cMaso4Horo Matepuana, He OkasblBatoLLero HeraTUBHOrO BO3AEACTBUS Ha PE3UHY;,

d) npeaynpexaeHne o ToM, YTo Nocne poxaeHus pebGeHka, a Takke Npu notepe unu Habope Maccel Gonee 3 Kr He-
o6xo[MMO Mcronb3oBaTh Auadparmy Lpyroro pasMepa.

1.3 UHCTpYKUuMKM no yxoay

MHCTpyKLUMK No yxofy AOMKHbLI COAepXaTh:

a) nepep nepBbIM UCMONb3oBaHMeM guadparMy Heo6XoAUMO BbIMbITL TEMIOW BOA O C MbINTOM U BLITEPETL HACYX0
MSArKON candeTko;

b) nocne ucnonk3oBaHus Anadpparmy crnefyet BeIMbITbL TENON BOAOW C MbINIOM, TLLATENBLHO MporonockaTs U Bbl-
TepeTb Hacyxo MArkon candeTkoi. Mpu cyluke Anadparmy He cnefyeT HarpeBaTb. He cnegyeT ncnosb3oBaTb CUHTETK-
Yeckne MotoLLMe BelllecTBa U opraHudeckue pactsoputenu. MNocne kaxaoro ucnonb3osaHna u 06pabotku gnacdparmel ee
MPOBEPSAIOT Ha HaNU4Me CreayroLmMX 4edeKToB:

1) HanW4Me OTBEPCTUIA UMK NATEH,;
2) HEMOMHOE MOKPLITUE NPYXNHBI PE3NHON;
3) Npu3HaKku paspyLUEHWUsI pe3uHbl (MU3MEHEHWE LIBETa, YTOHEHWE U T. 4.);

C) Npu COOTBETCTBYIOLLEM YyXoAe Anadpparma CnyxuT B Te4eHWe yKa3aHHOro M3roTOBUTENEM CpoKa 3KChnyaTaLuuu.
Mpw oBHapyxeHnn Kakux-nnbo aedeKkToB anacparmy crefyet 3aMeHnTb;

d) Ha nHaMBMAYyanbHOW ynakoBke criefyeT 3anucaTb AaTy Hadana Ucrnons3oBaHus guadparmel;

€) B CBSA3W C TeM, YTO CMa3Kku Ha OCHOBe Macra, B TOM Y1CIie Ba3enuHa, OKasblBaloT paspyluatolee Bo3aeicTeme
Ha pe3nHy Ha OCHOBE HaTyparnbHOro kayvyka, CnefyeT UCnons3oBaTk TOMbKO BOAOPACTBOPUMEIE CMa3KW UMW CMasku Ha
OCHOBE APYroro CMaso4qHOro Marepuana, He OKasblBatoLLEro paspyLuatoLLero BO3AeNCTBUS Ha Pe3uHy;

f) Anadparmel, N3roTOBMNEHHbIE U3 Pe3UHLI Ha OCHOBE HaTypanbHOro Kay4yka, CreayeT XpaHuTb 3allMLEHHLIMU OT
BO3Je/CTBUSA CBETA,

g) ecnu anadparmy He UCMONb3YIOT, €€ CreayeT XpaHUTb B UHAWBUAYaNbHOW ynaKkoBKe.
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Mpunoxexnue A
(cnpaBouHoe)

CBefeHus 0 COOTBETCTBUM CChISIOYHbIX MEXAYHAPOAHLIX CTAHOAAPTOB
MEXrocyAapCcTBEeHHbIM CTaHAApTaM

Tabnuya OA1
0O603HaYeHne CCbiNTIOYHOro CTteneHb 0O6o3HaYeHne U HauMeHOBaHUe COOTBETCTBYIOWEro

MeXayHapoaHoro ctaHaapra COOTBETCTBUA MEeXrocyjapCTBEHHOIO CTaHaapTa

ISO 188 IDT MOCT ISO 188—2013 «Pe3unHa n Tepmoanactonnactel. AcnbiTaHua Ha
YCKOPEHHOE CTapeHUe U TENMOCTONKOCTbY

ISO 463 — *

ISO 2859-1:1999 — *

ISO 10993-1 IDT MOCT ISO 10993-1—2011 «M3penua MeguumHckne. OueHka buonoru-
4YecKoro AeWcTBNA MeauLUMHCKUX nagenuid. Yactb 1. OueHka n uccnefo-
BaHUA»

ISO 10993-5 IDT FOCT ISO 10993-5—2011 «M3penua MeguumHckne. OueHka buonoru-
4YecKoro AeWCTBUA MeAaUUMHCKUX nsgenuid. Yactb 5. NcecnefoBaHuAa Ha
LIMTOTOKCUYHOCTL. METOALI in Vitro»

I1ISO 10993-10 IDT MOCT ISO 10993-10—2011 «WN3penua MeguumHckne. OueHka Buoro-

rMyecKkoro gencTeusa MeguuyuHcknx usgenuid. Yacte 10. MccnenoBaHus
pasgpaxarowero u ceHcubUNU3UpyoLLero fencTBUA»

BETCTBUA CTaHAapTOB:

- IDT — ngeHTUYHble CTaHaapThI.

* COOTBETCTBYOLLMIA MeXrocyapCTBEHHbIA cTaHAapT oTcyTcTBYeT. [lo ero NPUHATUS peKOMEHAYETCA MCMONb30-
BaTb NEPEBO Ha PyCCKUid A3bIK AaHHOTO MeXAyHapogHOro cTaHgapTa.

MpuMeYvyaHMe — B HacToALei TabnuLe UCMONB30BaHO CrieqytoLlee YCroBHOe 0603HauYeHNe CTeNeHn CooT-
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