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Mpepgncnosue

Llenn, ocHOBHble MPUHLMMLI U OCHOBHO NOPAAOK NpoBejeHns paboT No MeXrocyAapCTBeHHOW cTaH-
faptusauunn yctadHosneHsl B FTOCT 1.0—2015 «MexrocygapctBeHHasa cuctema ctaHgaptmsaumm. OCHOBHbIe
nosioxeHus» n FOCT 1.2—2015 «MexrocygapcTBeHHasa cuctema ctaHfgapTmsaumnmn. CtaHfapTel Mexrocygap-
CTBEHHbIE. NPpaBuia n pekoMeHjauny No MexrocyjapcTBeHHOR ctaHgapTusauuun. MNpasuna pa3paboTku, npu-
HATUA. OGHOBMEHNA U OTMEHbI»

CeefleHus o cTaHgapTe

1 NMOATOTOBJIEH O6WecTBOM C OrpaHUYeHHON OTBETCTBEHHOCTbI «[NoH Hayka u TexHonorum»
(OO0 «[tonoH Hayka un TexXHONOrMnM») Ha OCHOBe 0ULMaNbLHOro NepeBoja Ha PYCCKU A3bIK aHTN0SA3bIYHON
BEpCUUN yka3aHHOro B NyHKTe 5 ctaHgapTa, KoTopblit BbinonHeH ®Iyn «CTAHOAPTUH®OPM»

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHUYECKOMY PerysiMpoBaHuio U MeTposaornm

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHAapTu3auuu, mMeTponornn n ceptudukayum (npo-
TOKOM OT 27 ntoHa 2018 r. Ne 53-2018)

3a npuHATME nporosiocoBasnu:

KpaTKoe HavMeHoBaHue CTpaHbl KO,EI' CTpaHbl COKpameHHoe HalMeHoBaHWe HaluWOHasIbHOIo opraHa
no MK MiCO 3166)004- 97 no MK (MCO 3166)004-97 no cTaHgapTM3aLmm
Benapycb BY locctaHaapT Pecny6nukv Benapycb
KazaxcraH Kz locctaHgapt Pecnybavkm KasaxctaH
Poccus RU Poccrangapt
TamKnkncTaH TJ TampkukctaHgapT

4 Mpukaszom degepanbHOro areHTCTBa No TEXHUYECKOMY perynuposaHunio n metponorun ot 30 asrycta
2018 1. No 546-CT MexrocyapcTBeHHblit ctaHgapT FOCT 1ISO 11607-1—2018 BBeAEH B AelicTBME B Ka4ecTBe
HauuoHanbHOro ctaHgapta Poccuiickoih depgepauunn ¢ 1 anpens 2019 r.

5 HacTtoawwuii ctaHfapT MAEHTUYEH MexXAyHapoaHOMy cTaHaapTy I1SO 11607-1:2006 «YnakoBka Ans
MeAULMHCKNX n3genunii, nognexawmnx @uHnWHOK ctepunmnsauun. Yacte 1. TpeboBaHua k matepunanam, 6a-
pbepPHbLIM cucTemMam AN cTepunusaumm U ynakoBouHblM cuctemam» («Packaging for terminally sterilized
medical devices. Part 1. Requirements for materials, sterile barrier systems and packaging systems», IDT),
BK/MtOYas nameHeHne Amd.1:2014.

M3meHeHna K HacToslweMy cTaHfapTy, NPUHATbIE nocne ero ouymanbHoin nybnmnkaunm, BHECEHbI B
TEKCT HacTosiLlero cTaHgapTa W BblgeneHbl ABOMHON BepTUKA/IbHOW SIMHUENR, pacnosoXeHHOW Ha nonsax ot
COOTBETCTBYHOLLEro TeKkcTa, a 0603HauYeHne 1 rod NPUHATUA U3MEHEHWUS NpUBefeHbl B CKOGKax nocne cooT-
BETCTBYIOLLErO TEKCTA.

MexayHapoaHblii cTaHAapT paspaboTaH TexHnyeckum komuteTom ISO/TC 198 «CTepunvsaumsa megu-
LUMHCKNX n3genunii» MexayHapoaHoi opraHusauun no ctaHgaptusauum (1ISO).

OdhunumnanbHble aK3EMNNAPbI MEeXAYHApOAHOro cTaHgapTa, Ha OCHOBE KOTOPOro NOAroTOB/EH HacTosA-
Wuii cTaHAapT, U MeXAyHapoHble CTaHAapTbl, HA KOTOPbIe faHbl CCbIKW, uMeloTcs B PegepanbHOM UHpOp-
MaunoHHOM (hoHAe cTaHaapToB.

Mpn npuMeHeHUn HacToAWero ctaHgapTa pekoMeHAyeTCs MCMNOo/b30BaTb BMECTO CCbIJIOYHbLIX MEeXAy-
Hapo/HbIX CTaHAApPTOB COOTBETCTBYIOLME UM MEXIOoCyAapCTBEeHHble CTaHAapThl, CBEEeHNss O KOTOPbIX Npu-
BefleHbl B OMO/IHUTE/IBHOM NpuaoxeHun JA

6 BSAMEH IOCT ISO 11607—2011
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WNHdopmaumsa 06 M3MeHeHnsx K HacTosAWweMy cTaHfapTy nybamkyeTcs B eXerogHoMm vHgopmaum-
OHHOM YyKasaTene «HaunmoHanbHble CTaHAapThi», & TEKCT U3MEHEHN 1 NONPaBOK — B €XeMeCAYHOM WH-
hopmMaLMOoHHOM yKa3aTene «HauoHabHble CTaHgapThi». B cnyyae nepecMoTpa (3amMeHbl) AN 0T MeHbI
HacnosLWwero cTaHjapTa cooTBeTCTBYLee yBejom/eHne 6yjeT ony6/IMKOBaHO B eXXeMeCA4YHOM UHop-
MaUMOHHOM YyKa3aTesne «HaunoHanbHble cTaHfapThi». COOTBETCTBYyHLWas MHopMaLus, yBeaoMeHne
N TeKCTbl pasmeLlanTCca Takke B MHPOPMaLMOHHO cucTemMe obLLero nosib3oBaHNsa — Ha 0OULMaSIbHOM
caiiTe ®efepasbHOro areHTCTBa N0 TEXHUYECKOMY PEery/iMpoBaHnio 1 MeTposioruy B ceTn HTepHeT
(www.gost.ru)

© 1SO, 2006 — Bce npaBa coxpaHsitoTcs
©CTtaHgapTuHdopm, opopmaeHue, 2018

B Poccuiickoii ®egepaunn HacToswuit cTaHAapT He MOXET 6biTb MOHOCTHIO WU YACTUYHO BOCNPOU3-
BEfeH. TUPaXNPOBaH 1 pacnpocTpaHeH B kKayecTBe ouLMuanbLHOro n3gaHusa 6e3 paspeweHus degepanbHoro
areHTCcTBa No TEXHUUYECKOMY PEry/simpoBaHuio U MeTPooruu
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BeBepeHne

Mpouecc KOHCTPYMPOBaHUA U Pa3paboTKM YyNakoBOUYHbLIX CUCTEM A1 (DUHULLHON cTepununsaunuv Meau-
LMHCKUX U3Aennii ABNAETCS CMOXKHBIM U OTBETCTBEHHbIM 3TanoM. KOMMOHEHTbl M3A4eNns 1 ynakoBOYHYH CU-
cTeMy cnefyeT coyeTaTb TakuM 06pa3omM, 4TOObl NOAYUYUTb paLMOHanbHbli, 6e3onacHbIin U 3 PeKTUBHbIN
NPOAYKT, COOTBETCTBYIOLLNIA CBOEMY Ha3HAYEHWIO.

B HacToflem cTaHfapTe yCTaHOB/IEHbl OCHOBHblE XapaKTepuUCTUKM MaTepuanos U npegsapuTesibHoO
OT(POPMOBAHHBIX CUCTEM A1 UX MPUMEHEHUSI B YNaKOBOYHbIX CUCTEMAX, NpeAHasHauYeHHbIX AN OUHULLHOW
cTepunusanmm MeJuLUHCKUX U3eNnit, a Takke paccmaTpuBaeTcs WUPOKUIA AnanasoH noTeHumanbHbiX Mare-
puanos. MeAULMHCKUX U3AENNIA, KOHCTPYKLUNI CUCTEM YNaKoBKM N METOA0B CTepuamn3auni.

B ISO 11607-2 onucaHbl TpeboBaHna K Banugauumn npoueccos hopmmpoBaHusa, repmetTusaunm n céop-
Kn. Hactoswwmin ctaHgapT 3ameHseT EN 868-1 n yctaHaBnmBaeT o6uiMe TpeboBaHMA KO BCEM yNakoBOYHbIM
matepuanam, Torga kak EN 868. yactn 2— 10 — yacTHble TpeboBaHuA K Lenomy pagy obweynoTpebutenb-
HbIX MaTepunanos. O6e yactn ISO 11607 pa3paboTaHbl B COOTBETCTBUM C OCHOBOMOAaramowmmMn TpebosaHus-
MU eBpOneicKNX ANPEKTUB, KacaloLWwmnxcs MegULUHCKUX U3LeNNiA.

[JelicTBylOT eBponeiickne cTtaHAapTbl, cogepxalyne TpeboBaHNA K KOHKPETHbIM MaTtepuanam u npeg-
BapuTe/bHO OT(OOPMOBaHHbLIM 6apbepHbIM CUCTEeMaM /151 CTepUInM3aLmnmn, KOTopble U3BECTHbI Kak cCTaHAapThbl
cepun EN 868. HacToswmii cTaHgapT paspaboTaH B KayecTBe cpeAcTBa ANS AEeMOHCTpauun cobnwogeHns
ocHoBOMoarawwWwmx TpeboBaHnii eBponeickNX AUPEKTUB, Kacallnxca MeaNLNHCKNX N3AeniA.

CooTtBeTtcTBMe nonoxeHmam EN 868 yacTteil 2— 10 MOXET CNyXWUTb NOATBEPXAEHNEM cobNOAeHNs oa-
Horo unu 6osnee Tpe6oBaHMil HACTOALLEro cTaHAapTa.

CnctemMbl ynakoBKUM MeAULMHCKUX U3Aenunid, nognexaliux oKoHYaTebHON cTepuansaynv, npegHasHa-
YeHbl ANA cTepunusauuun usgenuii, obecrneyeHns mx PU3NYECKON 3aliUTbl, COXPAHEHUA CTEPUNBHOCTM A0
MecTa UCMOoJib30BaHUsA U CoO6M04eHNss acenTUYecKux CBOMCTB.

OCco6eHHOCTN MeAULMHCKOTOo u3fenus, npegnonaraeMble MeTofbl CTepunusauuu, CpoK roAHOCTH,
TpaHCnopTUpOBaHMe U XpaHeHne BAUAIOT Ha KOHCTPYKLMIO yNakoBOYHOW cucTeMbl 1 BbiGOp maTepuana.

OfIHO M3 CyLWEeCTBEHHbIX NPenATCTBUM A1 rapMOHU3aUnUn — 3TO TEPMUHONOTUA. TEPMUHBI «ynaKoB-
Ka». «KOHeYyHas ynakoBKa», «KOHe4YHas Tapa», «nepBuyHasa Tapa» W «MepBMYHAsA ynakoBka» TPaKTyHTCS no-
pasHoOMy B pa3HblX CTpaHax, 1 BbI6Op OHOI0 U3 3TUX TEPMUHOB Kak OCHOBbI A1 FTapMOHMU3aL MM C HACTOALLNM
cTaHfapToM siBUCA 6apbepoM /15t YCNeLlHOro 3aBepLlieHns paspaboTkM 3TOro JoKyMeHTa.

B pesynbTate BBefeH TepMUH «bapbepHasa cuctema g5 cTepuansayuv» s onucaHnss MMHUMabHOM
ynakoBKW, HEO6XOAUMMON NS BbINOMHEHNA 0CO6bLIX TpeboBaHWii, NpeAbABASEMbIX K MeAULUHCKOW ynakoB-
Ke. a UMeHHO: obecneyeHune yc/noBuUin 4NA NpoBeeHna cTepunmsanmmn, co3gaHne npueMaemMmoro MMKpooHoro
6apbepa 1 cobnofeHne acenTMYecknx CBONCTB. «3aliMTHaa ynakoBka» npegoxpaHsieT 6apbepHylo cuctemy
ANS cTepunusalmm, u BMECTe OHM 06pa3yloT ynakoBOUHYI0 cuctemy. «lNpeasapnutenibHO oThopMoBaHHble 6a-
pbepHble CUCTEMbI» MOTYT BK/lOYaTb N1t06ble YacTu 3TOW CUCTEeMbl, HanpuMep calle, nakeTbl, 3aneyaTbiBae-
Mble C MOMOLLbIO 3TUKETKW, Nepernbaemoli mononam, KaTywkn a8 HAMOTKN YNaKkOBOYHON MAEHKMN, MPUMeHsie-
Mble B 60/bHULaxX. O630p 6apbepHbIX CUCTEM A1 CTEpUAM3aLmnmn npefcraBneH B NpUaoXeHun A.

BapbepHas cuctema BaxHa AnA obecrneyeHns 6e30NacHOCTU MeULMHCKUX U3fenuit B npouecce u-
HULWHOW cTepuansaymn. PernameHTUpyioLw e opraHbl NPU3HaT BaXHY0 po/ib 6apbepHbIX CUCTEM 415 CTepu-
nu3aymmn, paccMatpuBas UX Kak BCnomoratesibHoe cpefCcTBO UM KOMNOHEHT MeULMHCKOTO U3fesnus.

MpepgsapnTenbHO OThOPMOBaHHbIE BapbepHble CUCTEMbI, KOTOPbIE 3aKynawT MeAuLUHCKUE yupexje-
HUS ANA MCNONb30BaHNS B NpoLiecce BHYTPEHHeR cTepunmnsaunm, Npu3HalTcs MeAULUHCKUMUN N34e/IMAMU BO
MHOIMX YacTaX cBeTa.

(U3meHeHne Ne 1,2014)
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M E X IO CVY O APCTUBEHH®GB R C T A HOAPT

YMAKOBKA A1 MEAVLMHCKUX U3AENNA. MOANEXALUNX GUHUIWHOW CTEPUNIU3ALNN
Yactb 1

Tpe6oBaHus Kk matepuanam, 6apbepHbIM cUCTEMAM A8 CTepuamsaumm
M yNakoBOYHbLIM CUCTEMAM

Packaging for terminally sterilized medical devices. Part 1. Requirements
for materials, sterile barrier systems and packaging systems

[ata BBegeHus — 2019—04—01

1 06nacTtb NpUMeHeHUs

HacTosawwmiA ctaHgapT ycTaHaBnuBaeT Tpe6oBaHUs K MaTtepuanam, npesBaputesisHo oT(OOPMOBaHHbIM
6apbepHbIM cucTeMaMm Ass cTepunusauun, 6apbepHbIM cucTemam ANa cTepuansauum U ynakoBOYHbIM CU-
cTemMaM. npegHasHavyeHHbIM AN PUHUILIHOW cTepuamnsaunum MeguuUHCKUX U34enunii 4o Toro, Kak oHu 6yayT
[lOoCTaB/IeHbl K MECTY UX MCNOMb30BaHNS, a TAKXKE ONUCbIBAET METO/bl UCNbITAHWIA.

HacToawwmii ctaHfapT npuMeHseTcs ANA yNnakoBbIBaHWS MOAWLMHCKUX U3Aenuii, noaBepraembix u-
HULWIHOW cTepuausaumm Kak B NPOMbILI/IEHHbIX YCNO0BUAX, TaK U B MEAULMHCKUX YUPEeXAeHNsaX, a Takxe npu
cTepunnsanmum MeguLUHCKUX U3aenuii HenocpeCcTBEHHO B 6GapbepHbIX cUCTEMAX.

HacToawwmii cTaHAapT He MPUMEHUM K yNakoBOYHbIM Matepuanam u/vam cuctemam, BHYTPW KOTOPbIX
HaxXo4ATCHA KOHTaMWHMPOBaHHbIE MeAUUMHCKUE U34eNnns, B nNpouecce UX TpaHCNOpTMpPOBaHWUS A0 MecTa no-
BTOPHOV 06paboTKN UM yTunnsayum.

HacToawwmii ctaHfapT He pacnpocTpaHsaeTcss Ha 6apbepHble CUCTEMbl U yNakoBOYHble CUCTEMbI 418
MeANLUHCKUX U3[enunit, KOTopble N3roTOB/IEHbl acenTUuyecknm Cnocob6oM. TakxKe MOXeT BO3HUKHYTb Heobxo-
AUMOCTb B lONOSTHUTENbHbLIX TPe6OBaHUSAX K yNakoBKe KOMMNEKca HNeKkapcTBo/usaenves.

HacToawwmii ctaHfapT He COAepXMT TpeboBaHUl k cuctemMe obecneyeHms KavyecTa 418 NPoOBeAeHNs
KOHTPONA Ha BCeX CTaguax Npou3BOACTBA.

(U3meHeHne No 1, 2014)

2 HopMmaTunBHbIE CCbIIKU

B HacToslleM cTaHAapTe UCN0/b30BaHbl HOPMATHBHbIE CChIJIKM Ha crefylole MexayHapoaHble cTaH-
AapTbl. 1A AaTVPOBaHHbIX CCbIJIOK MCMO/b3YOT TObKO YKa3aHHy0 B CCblJike pejakuuio. na HejaTupoBaH-
HbIX CCbISIOK UCMNOJb3YKT NOCNEAHIOW pefakuuio AOKYMeHTa, Ha KOTOpbli gaHa ccbinka, Bkawvas niobble
[OMOSTHEHUS!, U3BMEHEHNSA U NOMPaBKK.

ISO 5636-5 Paper and board — Determination of air permeance and air resistance (medium range) —
Part 5: Gurley method [Bymara u kapToH. OnpefeneHne BO34YXONPOHULLAEMOCTI U CONPOTUB/IEHNSA BO3ayXa
(cpepHwnii gnanasoH nsmepeHuns). Yactb 5. Metog lepnu]

(N3meHeHne Ne 1. 2014)

3 TepMUHbI 1 onpegeneHns

B HacTosAWeM cTaHAapTe NPUMEHEHbI Ciefyolme TeEPMUHBLI C COOTBETCTBYIOLUMY ONpeseneHnsMu:
3.1 acenTtuyeckoe npeacrtaBneHue (aseptic presentation): BHegpeHue U nepegada CTEPUILHOTO U3-
Aenusa c cobaiogeHnem ycnoBuil 1 npoueayp, UCKIoYaWmx MUKpo6Hoe 3apaxeHue.

WN3paHue ouymansHoe
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3.2

6unoHarpyska (bioburden): Monynauns XnU3HeCnoco6HbIX MUKPOOPraHN3MOB Ha nsgenun nnn 6apbep-
HOIl cnucTeme ANSA CTepuan3auun uam BHYTPU HUX.
[ISO/TS 11139:20061

3.3 ykynopouHoe cpeacTteo (closure): CpefcTBO, UCNOMb3yemMoe A/ YKynopuBaHus 6apbepHoii cu-
CTeMbl ANs cTepuansaunm 6e3 NpUMeHeHUs K1eeBoro CoeAnHeHus.

MpuMeuaHue — BapbepHyO CUCTEMY A/ CTEPUNIM3ALUM MOXKHO YKYNOPUTL YNIOTHUTEBHBIMUA KPbILLKAMU
MHOropasoBOro MPUMEHEHUsI UMK NocnefAoBaTE bHBIM CTUGAHUEM YMAKOBKM [0 06pa3oBaHus CKPy4YEHHOTO KaHana.

3.4 uenocTtHocTb yKynopodHoro cpogctBa (closure integrity): CBoiicTBa repmeTusupyroLLero
cpefcTBa, No3BofslOWMe eMy NPenATCTBOBATbL NPOHUKHOBEHMI0O MUKPOOPTaHM3MOB B 3a/laHHbIX YCNOBU-
AX. KOTOpble OXBaTbiBAOT npouecc crepunusauunn, o6paboTky, pacnpegeneHne, TpaHCNOPTUPOBaHUE U
XpaHeHue.

(U3meHeHne Ne 1,2014)

3.5 cpok rogHocTun (expiry date): YkasaHue gatbl (rog v mecsy), 40 HaCTynjeHUs KOTOPOWN NpoaykT
crnepyeT NCNOMNb30BaThb.

3.6 mapkuposka (labellig): 3TukeTka ¢ NUCbMEHHbLIM, NEYaTHbIM, 3/IEKTPOHHbLIM UK rpacuyecknm oTob-
paXKeHVeM faHHbIX, Npukpenasemas kK Me ULMHCKOMY U34e/N0 AN YyNakoBOYHOW cucteme unu npunaraemas
B KayecTBe CONPOBOAMTE/IbHOIO JOKYMEHTA.

MpumeuyaHne — MapkMpoBKa COAEPXUT MAEHTUDUKALMIO, TEXHUYECKOE ONMCaHUe U Cnoco6 MpUMEHeHUst
MEULMHCKOTO U3LE/Ns, HO UCK/IIUaeT TOBAPOCONPOBOAUTE bHbIE JOKYMEHTbI.

3.7

MmeauunHckoe nsgenune (medical device): Jllo6oi MHCTPYMEHT, annapaT, Npu6op, mMawnHa, NpUcno-
co6neHne. UMNMIAHT, peareHT in Vvitro nnu kanmépatop, nporpaMmMHble cpefCcTBa, MaTtepuan uam nHoe no-
[o06HOe usgenve, npegHasHayeHHoOe NPou3BoOAUTENEM A/ UCMO/b30BaHUA, OTAE/IbHO UMW B cOYeTaHuu,
Ha NIOAAX AN OQHOW MM HECKONIbKUX OnpeaeneHHblX Lenel, Kak To:

- AnarHocTuka, npefoTBpalleHne, MOHUTOPUHS, NevyeHne, obneryeHve 3aboneBaHns.

- ANarHoCcTrKa, MOHUTOPUHT, NlevyeHne, obaeryeHne Unu KOMneHcauns TpaBmbl.

- uccnepoBaHus, nepecagka, moaudukaunsa uam nogaepxka opraHoB uan uU3nON0rMYecKoro npo-
uecca,

- noagepxaHvie nnu obecrneyeHe XnU3Hu.

- KOHTPO/b 3avyaTus,

- Ae3nHd ek MeaULUNHCKUX N3aenuii.

- nonyyeHne MHopmMaLmm Ana MeAULMHCKUX Leneil nocpeAcTBOM paccMOTpeHus in Vitro o6pasuos,
NoSTy4YeHHbIX U3 YENIOBEYECKOTO OpraHnu3ma,

1 KOTOPOE He BbINOIHAET CBOEro OCHOBHOTMO AeiCTBUA BHYTPY UM HA YE0BEYECKOM Tesle C NOMOLY b0
chapmakonornyecknx, MMMYHOMOTUYECKUX UNN MeTabonnyecknx cpepcts, HO (YHKLUU KOTOPOro MoOryT
6bITb NOAAEPXaHbl TAKOBbIMU CpeACcTBaMU.

[ISO 13485:2003]

NMpumeyaHune — 3ITOonpeaeneHne n3 ISO 13485:2003 pa3paboTaHo cneumasibHON KoMuccreid no rnobasib-
Holl rapmoHu3aumn (GHTF 2002).

3.8 MUKpPOOHLIN Gapbep (microbial barrier): CBoiicTBa repmeTusnpyrowlero cpeactsa, NpenaTCcTByO-
Wwre NPOHNKHOBEHWNIO MUKPOOPraHn3MOB B 3a[aHHbIX YC/TOBUSIX, KOTOPble OXBaTbiBAOT NpoLecc cTepunansa-
uumn, 06paboTKy, pacnpegeneHve, TpaHCNOPTUPOBAHNE U XPaHEHME.

(U3meHeHne N9 1, 2014)

3.9 ynakoBOUYHbIli maTepuan (packaging material): /llo6oi maTepuan, NnpuMeHseMsblii Npu U3roTose-
HUM AW YKYNOPUBAHUWN YNAKOBOYHON CUCTEMDbI.

3.10

ynakoBoyHasa cuctema (packaging system): CoueTaHne 6apbepHOi cCUCTeMbl U 3aWKUTHON yna-
KOBKM.
[ISO/TS 11139:20061
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npeaBaputenbHo cpopmupoBaHHaa 6apbepHas cuctema gna crepununsaunm (preformed sterile
barrier system): bapbepHas cuctema gnsa crepunmsaunmn (cm. 3.22), Kotopas NoCTaBASAETCA YACTUYHO CO-
6paHHOl AN HANO/IHEHUS U OKOHYATE IbHOrO 3aKPbITUA WKW YKYNOpUBaMUS.

Mpumep — Cawe, 6yMaxHble NakeThl U O TKPblI Thle MHOrOpa3oBble YNaKoBKW.

[ISO/TS 11139:2006]
3.12

npoaykTt (product): PesynbTar npouecca.
(ISO 9000:2005]

MpumMmeyvyaHne — [N o6ecneyeHns CTaHAAPTOB CTEPUM3ALIN NPOLYKT SBSETCS BELLECTBEHHbIM MaTepu-
asiom: K HEMY OTHOCSITCS! CbIpbE, MPOMEXYTOUHBI NPOAYKT, C60pOYHas eAnHULA Y MeAUKO-CaHUTapHble TOBapbl.

[ISO/TS 11139:2006]

(N3meHeHne Ne 1, 2014)

3.13 3awuTHaa ynakoska (protective packaging): KombuHauns matepuanos, cnoco6CTByOlWan npe-
[OTBpalLeHNo NOBPEXAEHUSA CTEPUNBLHON 6apbepHOl CUCTEMBI U UX COLEPXUMOro C MOMEHTa C60pKM 1 10
mMecTa UCMoMb30BaHUA.

MpumeyaHne — TepmuH 3ammcTBOBaH U3 ISO/TS 11139:2006.

3.14 noBTOpPHO Mcnonb3yemblit maTtepuan (cycled material): MaTepuan, nonyyeHHbli B npouecce
nepepaboTKM OTXOA0B C Lie/blo NpUAaHNa UM NepBoHavasbHbIX CBOWCTB WU ANA APYTNX Lenei.

3.15 noBTopsiemocTb (repeatability): To4HOCTbL COOTBETCTBUA MexAy pesynbTaramu nocregosatesb-
HbIX M3MepeHuii OJHOro 1 TOro Xe onpefeseHHOro KomyecTsa, nognexallero usmMepeHuio (usmepsiemasn Be-
NINYMHA). KOTOpOe NPOBOAAT B OJHUX U TEX Xe YC/IOBUAX.

MpumeyaHne 1— 3TV YyCNOBUSA HA3LIBAIOT YC/I0BUSIMU NMOBTOPSEMOCTH.

MpumMmeuyaHne 2— YCMOBMS NOBTOPSEMOCTM MOTYT BK/KOUATb CrEAytoLLee:

- OfIHY W Ty XXe MeToAuKy U3MepeHus:;

- OQHOTO M TOTO Xe 3KCnepTa;

- OAUH U TOT € N3MEePUTE/IbHbIV UHCTPYMEHT, KOTOPbIA UCNOMbL3YIOT B OAHUX U TEX KE YC/IOBUSX;
- OQHO U TO K& MECTO NPOBEAEHNS U3MEPEHNS!;

- NOBTOPEHUE YEPE3 KOPOTKUI MPOMEXYTOK BPEMEHHN.

MpumeuaHne 3 — [OBTOPSIEMOCTb MOXET GbiTh BbIpaXKEHA KONMYECTBEHHO HA OCHOBAHUU AUCTIEPCUOHHbIX
XapakTepucTuK pesysbTaTos.

MpumeyaHne 4 — TepMmuH 3aMMCTBOBaH 13 MeXayHapo4HOro C/lI0Bapsi OCHOBHbIX U O6LLMX TEPMUHOB B 06-
nactn metposnorun. 1993. onpepenexue 3.6.

3.16 BocnpounssogumocTb (reproducibility): TOYHOCTb COOTBETCTBUA MEXAY pe3ynbTaTamMu U3MepeHnii
Of,HOTO M TOrO Xe onpeAesieHHOro KonuyecTsa, Nognexalero nsMepeHnio (M3mepsiemas BesiMynHa), kotopoe
NPOBUAAT B U3MEHAIOLWMUXCA YCUBUAX.

MpumeyaHne 1— [Ana 060CHOBAHHOIO 3asB/IEHNSI BOCMPOM3BOAUMOCTM HEOGX0AMMbI TPEGOBaHMSI HA 13Me-
HEHMEe YC/IOBWIA.

MpumeyaHue 2— KU3MEHSAIOLLMMCS YCIOBUSIM MOXHO OTHECTY:
- MPUHLMMN N3MEepPeHNs:

- MeToz, U3MEPEHNSI:

- CMEHy 3KcrnepTa;

- U3MEpPUTESIbHBIA NHCTPYMEHT;

- CTaHAAapPTHbI obpaseL:

- MECTO NpoBeAEHNs U3MEPEHUS;

- YCNoBuA NpUMEHEHNA:

- Bpems.

MpumeyaHne 3 — BoOcnponsBogMMOCTb MOXET ObITh BblpaXXeHa KO/IMYECTBEHHO HA OCHOBaHWUMN AUCNEPCUOH-
HbIX XapakTepucTuk pesybTaTos.

MpumeuyaHne 4 — TepMuH 3aMMCTBOBAH 13 MeXayHapo4HOro C/ioBapsi OCHOBHbIX U OGLLMX TEPMUHOB B 06-
nactn metposiornn. 1993. onpepenexue 3.7.
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3.17 mHoropa3oBas ynakoeka (reusable container): XXecTkaa 6apbepHan cuctema A5 crepunmsauum,
KOTMPYIO MOXHO NOMo/b30BaTb MHOTOKPAaTHO.

3.18 kneeBoO coeaunHeHune (seal): Pe3synbTar coeHEHUS NOBEPXHOCTEN.

MpumeuaHne — T[loBEPXHOCTU MOMYT 6bITb COEMHEHBI C NMOMOLLbIO K/IeEB UK TEPMUYECKOTO M1aB/IeHNS.

3.19 uenocTHOCTb KleeBOro coeanHeHus (seal integrity). CBolicTBa kKneeBoro coeguMHeHus, No3Bons-
lowmne emy npenATcTBOBaThH NMPOHNKHOBEHWIO MUKPOOPraHN3MOB B 3afaHHbIX YC/IOBUAX, KOTOPbIE OXBaTblBAKOT
npouecc ctepunusanun, o6paboTky, pacnpegeneHue, TpaHCNOPTUPOBAHMNE N XpaHeHue.

3.20 npoyYHOCTb KNeeBoOro coefnHeHuns (seal strength): MexaHuyeckas NPOYHOCTb KNIEEBOr0 COeAUHEHNS.

3.21

cTepunbHoCThb (sterile). OTCyTCTBME XU3HECNOCOOHBIX MUKPOOPTraHN3MOB.
[ISO/TS 11139:2006]

3.22

6apbepHasn cuctema gna crepunusayunun (sterile barner system): MuHumanbHas ynakoska, Kotopas
nNpenAaTCTBYeT NPOHUKHOBEHNIO MUKPOOPraHW3MOB 1 NO3BO/ISET NPOAEMOHCTPUPOBATL acenTuyeckne CBoIi-
CcTBa NpojykTa B MecTe ero NpUMeHeHus.

[ISO/TS 11139:2006]

3.23 cTepunabHana ynakoska Anfa nposofHuka xuakocTtu (stenle fluid-path packaging): Cuctema 3a-
WWUTHON 060/104KM ANsi NPOBOAHUKA XUAKOCTU W/MNKM yNakoBKM, NpefHasHauyeHHas Ansi obecneyeHus cre-
PUNBHOCTY YacTW MeAULUHCKOTO U34eNusi, KOHTaKTUPYIOLWen C XNAKOCTAMM.

MpumeuyaHue — [IpUMepPOM CTEPUIILHON YNaKOBKW /1St NMPOBOAHUKA XUAKOCTU MOXET C/YXUTb BHYTPEHHSIS
yacTb TPYGOK ANs1 BBEAEHUS] BHYTPUBEHHOM XUAKOCTH.

3.24 coBMecTMMOCTb CO cTepunusaumneli (sterilization compatibility): CsolictBa ynakoBo4yHoro mate-
puana un/unn cuctembl, NO3BOMAKOLIME UM BblAEPXNBaTb NPOLECC CTepuansauumn n obecneynBatb fOCTUXKE-
Hue TpebyeMbIX YCIOBUIA ANA CTepuamn3anum BHyTPU yNnakoBOYHON CUCTEMbI.

3.25

cTepunusywmnin areHT (sterilizing agent): ®usunyeckoe nam xMMmmuyeckoe BeLW,eCcTBO UM KOMbUHaLus Be-
LeCTB C AOCTATOYHOV MUKPOBOLMAHON aKTUBHOCTbLIO A191 [OCTUXXEHUSI CTEPUIBHOCTY B 3afaHHbIX YC/TOBUSIX.

[ISO/TS 11139:2006]

3.26 dhuHnwHas ctepunusaynsa (terminal sterilization): Mpouecc, B pe3ynbTarte KOTOPOro CTEPUNN3YIOT
NPOAYKT BHYTPU 6apbepHOi cucTembl 4NS CTepunmnsauuu.

3.27 cpok nonesHoro ncnonbloBaHua (useful life): Mepnog BpemeHn, B Te4eHMe KOTOPOro y40BAETBO-
psloTca Bce TpeboBaHUA K pabounm xapakTepucTukam.

3.28 Banupgauus (validation): (O6wee) MoaTBepxAeHWe nyTemMm uccnefoBaHuii n obecnevyeHne 06b-
€KTUBHOIO CBMAETENbLCTBA TOr0, YTO KOHKpPeTHOoe TpeboBaHve K 0CoO60My npefnosiaraeMomy YC/iI0BUIO MOXeT
6bITb BbIMO/THEHO.

MpumeuyaHne — ITO onpegesieHre NPUMEHNMO K Ba/IMAALMN METOLOB WCTILITAHUS U KOHCTPYKLMN.

3.2Y Banupgaumns (validation): (Mpouecc; JokyMeHTUpOBaHHasa npouenypa noayvyeHuns, 3annucu n MHTep-
npeTtauuu pesynbTaToB, HEO6XOAUMbBIX A1 NOATBEPXAEHUS TOro, YTO NMPOL,ECC HEM3MEHHO AaeT NPOAYKLMIO,
COOTBETCTBYHOLWYIO 3aaHHbIM Tpe6oBaHNAM.

MpumevyaHne — TepMmuH agantuposaH 13 ISO/TS 11139:2006.

4 O6wwne TpeboBaHus
4.1 O6uwme ycnosus

CooTBeTcTBME OfHOMY NN 6onee TpeboOBaHMAM HaCTOALLEro cTaHgapTa MOXeT ObiTb NPOLEMOHCTPU-
poBaHO NyTeM MCNoab30BaHWsA OAHOW nnn 6onee cnepywunx yactein cepum EN 868-2—EN 868-10.

4.2 CucTtembl KayecTBa

4.2.1 [elcTBus, onnucaHHble B HACTOsILLEM CTaHAapTe, cledyeT BbIMOMHATL B pamMkax oguunanbHoii
cUCTeMbl KauecTBa.

MpumeyaHne — ISO 9001 nISO 13485 cogepxat TpeboBaHUS K COOTBETCTBYHOLMM cuctemam kadvectsa. [o-
NOSIHNTENbHbIE TPe6oBaHNA MOTYT BbITb YCTaHOB/IEHbI KOHKPETHOW CTPaHO UK onpeAeneHHbIM PerMoHoM.

4
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4.2.2 He f0/1KHO 6bITb HEO6XOAMMOCTU CeEPTUMDMKALMM CUCTEMBI KauyecTBa TpeTbel CTOPOHOI ANA Bbl-
nonHeHNs TpeboBaHWii HacToALWero cTaHgapra.

4.2.3 YypexpeHuns 34paBoOXpaHeHns O/DKHbI paccmaTpuBaTb MCNO/Ib30BaHWE CUCTEMbI KayecTBa, Ko-
Topasi TpebyeTcsa B UX CTPaHe WAN pernoHe.

(U3meHeHne No 1, 2014)

4.3 OT60p Npob

MnaHbl oT6opa Npo6, UCNONb3yEMbIX ANA BbIGOpa U UCNbITAHUSA YNAKOBOYHbIX CUCTEM, AO/IKHbI ObiTh
NPUMEHNUMbI K CUCTEMAM YNakoBKW, Nogsexalwmm oueHke. MnaHbl 0T60pa NPo6 A0MXHbI 6bITb CTATUCTUYECKN
060CHOBaHbI.

MpumeuyaHne — [Mpumepsbl NiaHoB oT6opa Npob npueegeHbl B 1ISO 2859-1 nnm I1ISO 186. JononHUTENbHbIE
nnaHbl 0T6opa MOryT 6bITb YCTAHOB/IEHbI TEMU CTPAHaAMU UM PErMoHamMm, B KOTOPbIX NPOBOAAT O0T60P Mpob.

4.4 MeTofbl UCNbiTaHUA

4.4.1 Bce MeTOoAbl UCMbITAHW, NPUMEHSAEMbIE /11 NOATBEPXAEHUS COOTBETCTBUSA HACTOSLWEMY CTaH-
[AapTy, 4O/DKHbI NPOXOAUTL Banuaauuio, pesynbTaTsl KOTOPOKR cneayet opopMISATL 4OKYMEHTasbHO.

MpumeuvaHne — TlpunoxeHre B COAEPXNT NepeyeHb COOTBETCTBYHOLMX METOAOB UCTbITAHMIA.

4.4.2 Banupjaunsa mMeTtofa MUCMbITaHWs AO/MKHA NPOAEMOHCTPUPOBATL NPUTOLHOCTb NMPUMEHAEMOTO Me-
Toga. OHa BK/lOYaeT crefyol e 31eMeHThI;

- pa3paboTKy 060CHOBaHMA 415 BbIGOpa COOTBETCTBYIOLLMX METOA0B UCMbITAHWIA YNaKOBOYHbIX CUCTEM;

- pa3paboTKy KpUTEPUEB NPUEMKN.

MpumeyaHne — [pOLLIO YCMNELIHO/OKOHUYMMOCH HeyAauell — Bug, KpUTepUst NPUEeMKY;
- onpefieneHyie NOBTOPSEMOCTM METOAA UCTIbITAHUS;

- onpefeneHre BOCNPOV3BOAMMOCTY METOAA UCMbITaHWST;

- yCTaHOB/IEHVE YYBCTBATENbHOCTU METOAA /1 UCTbITAHUSA LIeNOCTHOCTM.

4.4.3 Ecnvn B MeTOfax UCNbITAHNA He YCTAHOB/IEHO MHOe, 06pasLbl A8 UCMbITAHUS JO/DKHbBI NPOXO4UTb
KOHAMLMOHUPOBaHMe npu Temnepatype (23 = 1) eC 1 oTHOCUTENbHON BRaxHocTn (50 £ 2) % B TeueHne 24 4
MUHUMYM.

4.5 lokymeHTauusa

4.5.1 NoaTBEpPXAEHNE COOTBETCTBUA HACTOALLEMY CTAHAAPTY A0/KHO 6bITh JOKYMEHTaIbHO 0DOPMIIEHO.

4.5.2 Bce [OKYMEHTbI [0/KHbI XPaHWTb YCTAHOB/IEHHbI nepuog BpemeHu. Mpu onpegeneHnn cpoka
XpaHEHUs1 [OKYMEHTOB CnefyeT yunTbiBaTb Takne (DakTopbl, kak TpeGoBaHWs pernaMeHToB, CPOK TOAHOCTH
1 NPOCNEXNBAEMOCTb NPUUYNH OTKA30B MEAULMHCKUX U3AeNuUit nn 6apbepHoit CUCTEMbI A/t CTEPUAN3ALUN.

4.5.3 B 4OKYMEHTbl COOTBETCTBMSI MOTYT 6bITb BK/IOUEHbI, HO HE OrPaHUYEHbl 3TUM, IKCNyaTalLnoHHbIe
[aHHble, TEXHUYECKME YCNIOBUSA U Pe3ybTaTbl BA/IMAMPOBAHHbLIX METOL0B UCMbITAHWA.

4.5.4 2NeKTPOHHbIE 3anncu, 3N1eKTPOHHbIE U COBCTBEHHOPYYHbIE MOAMUCK, UCMOMTHEHHbIE B 3/1EKTPOH-
HbIX 3aMUCsIX, KOTOpPble CNOCOGCTBYIOT BaMAaLun, NPON3BOACTBEHHbIA KOHTPObL UKW ApYTe NPOUecChl npu-
HATUS PeLleHnit No KayecTBY AO/IKHbI GblTb HALEXHLIMU.

5 Martepuans u npegsaputesibHO OTPOPMOBaHHbIe 6apbepHbie CUCTEMbI
ONs cTepunusaymu

5.1 O6wue TpeboBaHuA

5.1.1 Tpe6oBaHuA K Matepuanam [0/KHbl COOTBETCTBOBATL TEM. KOTOpble NPefbABAAITCA K MaTepu-
anam. Ucnosb3yembiM B NpeaBapuTesibHO 0ThOpPMOBaHHbIX 6apbepHbIX CUCTEMAX, a TakkKe B 6apbepHbIX CU-
cTemax Ana crepuansauunm.

5.1.2 TpeboBaHus, npuBeaeHHble B 5.1, He ABAAKTCA NONHbBIMU. MaTepuasnbl, UMeloLne XxapakTepucTu-
KN. KOTOpble He yka3aHbl B 5.1. MOXHO OLeHMBaTb C MOMOLLbIO KpUTEPUEB 3PP EKTUBHOCTU, NPUBEAEHHbIX B
paspene 6.

5.1.3 Ycnosusi, B COOTBETCTBMM C KOTOPbIMW NPOU3BOAAT U obpabaTbiBaldT martepuan uam otopmo-
BaHHYyl 6apbepHyto cucTemy, cnegyet ycTtaHaBInBaTb, KOHTPOIMPOBATb U PETMCTPUPOBATL, €C/IM BO3MOXHO,
4YTO6bI rapaHTUpoOBaTh:
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a) COBMECTUMOCTb 3TUX YC/NIOBWIA C NpeanonaraemMbiM UCNOSIb30BaHUEM Matepuana un/unu 6apbepHoi
cucTembl AN cTepunusauum;

b) coxpaHeHue aKcnayaTaunmoHHbIX XapakTepucTuk matepuana n/mnu 6apbepHoil cucTemsl Ana cTepu-
nusaunn.

5.1.4 Kak MMHUMYM HE06X0AMMO yUnTbIBaTb cnegyouiee:

a) TemnepaTypHbIii AnanasoH;

b) Avanas3oH AaBneHus;

C) AnanasoH BAXHOCTH;

d) MakcMManbHy CKOPOCTb U3MEHEHUS BblLENEPEeYnCIEHHOro, NPY BO3MOXHOCTHU;

e) BO34eliCTBME COMTHEYHOTO CBETa WK yNbTPaduoneToBOro U3NyyYeHus;

f) uncToTy;

) 6uoHarpyaky;

h) anekTpocTaTtuyeckyl NPoBOANMOCTb.

5.1.5 NCTOYHMK, NICTOPUA 1M NPOCNEXMBAEMOCTb BCEX MaTtepnanos, 0Co6eHHO nepepaboTaHHbIX, f0/XK-
Hbl GbITb U3BECTHbI W MPOKOHTPONIMPOBAHbI, YTOObLI rapaHTUPOBaTb, YTO KOHEYHbI NMPOAYyKT GyaeT cOOTBET-
CcTBOBaTb Tpe60OBaHNAM HAcTOALLEero cTaHgapTa.

MpumeuyaHne — MMpu 4eACTBYIOLMX TEXHONOMSX MaSIOBEPOSITHO, YTO B NepepaboTaHHbIX MaTepuasiax MoxeT
CMOML30BATLCS YTO-TO APYrOe KPOME NEPBUUHBIX MPOU3BOACTBEHHBIX OTXOAO0B, TaK Kak HefoCTaTOUHbIA KOHTPO/Ib He Mo-
3B0/IsieT 6€30MacHO NPUMEHSTL APYroii NepepaboTaHHbIi MaTepuan B 6apbepHbIX crcTeMax.

5.1.6 Heo6xoaMMO OLEHUTL Cneaylolimne ceolicTBa Marepmana:
a) MUKPOGHbLIN 6apbep (cM. 5.2);
b) 6BMOCOBMECTUMOCTb U TOKCUKONOTNYECKNE NMPUSHAKN.

MpumeyaHue — ITO 06bIYHO OTHOCUTCS K MaTepUaiamM, HaXOAALLMMCS B KOHTaKTE C n3genmem. PykoBoacTBo
no 61MocoBMecTMMOCTY AaHo B 1ISO 10993-1.

Heo6x04MMO OLEHUTL BAUAHNE CTepun3alnm Ha 6MOCOBMECTUMOCTb;

C) chusnyeckme n xMMmu4yeckme CBONCTBA;

d) coBMecTUMOCTb C npoLeccamu hOPMUPOBAHUS U CKIENBAHUS;

€) COBMECTMMOCTb C YCTaHOBJIEHHLIMU NpoueccaMu cTepunnsanmm (cMm. 5.3);

f) no6ble orpaHNYeHNs CPOKOB FOLHOCTU MPU XpaHeHUU 40 1 nocne cTepuansanuu.

5.1.7 Martepuansl, HanpuMmep o6epToyHble, Bymara, NofVMepHas MNieHka, HeTKaHblli maTepuan um
MHOTOKpPaTHO WCNOJIb3yeMblii BOTOKHUCTbI MaTepuas, A0/DKHbI COOTBETCTBOBATb C/eAylWuM o6wmm Tpe-
60BaHUAM;

a) maTepuasbl JOKHbI ObiTb HEBbILEMAYNBAOLWNMUCA U HE UMETb 3anaxa B YCTAHOB/IEHHbIX YCN0BUAX
MPUMEHEHWNS 1 B TaKOl CTEMEHM, YTOObI 3TO HE MOBAMAMNO HN HA UX XapaKTePUCTUKN, HN Ha X 6e30nacHOCTb.
OHU TaKXe He A0/KHbI HeraTUBHO BO34eNCTBOBaTb HA MeANLMHCKUE U3AEeNNS, C KOTOPbIMUA OHU KOHTaKTUPYIOT.

MpumeuyaHne — [ns onpeaeneHns 3anaxa He TpebyeTcs NpUMeHeHe CTaH4apTU30BaHHOTO MeToAa UCbITa-
HUSA, TaK Kak HenpusTHbIE 3anaxm MOXHO NOYyBCTBOBATb;

b) B Martepuanax He JO/IXHO ObiTb AbIP, TPELWUH, Pa3pbiBOB, MOPLUH, CKNAAO0K UIN IOKANN30BaHHbLIX
YTONLWEHUA N/MAN YyTOHYEHNUI, CNOCOBHbIX YXYAWNTb UX (PYHKLMOHUPOBaHNE;

C) NIOTHOCTb MaTepuasnos (Macca Ha eguHULY naowann) Ao/HKHa COOTBETCTBOBATbL 3aJaHHOMY 3HAUYEHWIO:

d) matepuasnbl JO/HKHLI 06HAPYXMBATb NPUEM/IEMble YPOBHU YNCTOTLI, Ha/IM4ne TBEPAbIX HacTuL, U nyxa;

e) maTepuasnbl 4O/KHbI COOTBETCTBOBaTb TPEOOBAHUAM K 3afaHHbIM yAebHbIM UM MUHUMaNbHbIM (O U-
3MYEeCKMM CBONCTBAM, TakMM KakK NPOYHOCTb Ha pacTshKeHue, OTK/IOHeHue No TOoJHe, CONPOTUB/EHNE pas-
pbIBY, BO3YXOMNPOHNLAEMOCTb 1 MPOYHOCTL Ha NpojaBnBanne;

f) maTepuanbl 4OMKHbI COOTBETCTBOBATL 3afaHHbIM XMMUYECKUM CBOCTBaM (TakMMm Kak BennyuHa pH,
cofiepxaHune Xxnopuaos v cynbdaTtos), UTOObI YA0BIETBOPATL Tpe60BAHUAM, YCTAHOB/IEHHLIM K M@ UL MHCKUM
n3fennam, ynakoBoUYHbIM CMCTEMaM UK npoueccam cTtepuansayum;

) maTepuanbl He JO/KHbI COAepXaTb UK BblAeNATb B 4OCTATOYHOM KO/IMYeCTBe BelecTBa, KoTopble
CUMTAOTCA TOKCUUYHBLIMWU U MOTYT HAHOCUTL Bpe[ 3[0p0BbI0 0. B NpoLecce Uan nocse cTepuansanum B ycsno-
BUAX UX NPUMEHEHNUSA.

5.1.8 B gononHeHne k TpeboBaHnaM, ykasaHHbIM B 5.1.1—5.1.7, maTepuanbl ¢ afre3noHHbIM C/I0eM
[O/DKHbI COOTBETCTBOBATb HMXENEPEeUNC/IEHHbIM TpeboBaHNAM;

a) CTPYKTypa aAre3svoHHOro c/os Ao/hkHa 6biTb HenpepbiBHONW, 6€3 NponyckoB U pa3pbiBOB, KOTOPbIE
MOTyT 6bITb NPUUYNHON feDEKTOB CKNEenBaHUS;
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b) NNOTHOCTL HAHeCeHUa Knes Ao/HKHA COOTBETCTBOBATb YCTAHOB/IEHHOMY 3HAUYEHUIO:

C) matepuasnbl [O/DKHbI MPOAEMOHCTPMPOBATL MWHUMA/IbHYIO YCTAHOBJ/IEHHYIO MPOYHOCTL K/1€eeBOro
cnosa nNpu cknenBaHuy C 4pyrum matepuasioMm B 3afaHHbIX YCNOBUAX.

5.1.9 B gononHeHne k TpeboBaHWsiM, ykaszaHHbiM B 5.1.1—5.1.7 n. B cnyyae npumeHumocTu. 5.1.8,
6apbepHble cucTeMbl AN CTEPUIN3aLMN U OTPOPMOBaHHbIEe 6apbepHble CUCTEMBbI [0/KHbI COOTBETCTBOBATb
HUXenpuBeAeHHbIM Tpe60BaHNAM:

a) matepuasnbl U KOMMNOHEHTbI, HaNpPUMep NOKPbLITUA, Kpacal e nanm XMMnyeckne MHANKaTopbl, He J0X-
Hbl HeraTUBHO B/IUATL HA MeJULMHCKOe U3fenne B pesynbTarte peakuuu, 3arpasHeHus n/unu nepeHoca Ao. so
Bpemsa WA nocsie npouecca crepunmsaluu:

b) Npu hopMMUpoOBaHUN CkNenBaHMeM [JO/KHbl OblTb COBMOAEHbI TPe6OBaHUSA K WMPUHE U MPOYHOCTH
KneeBoro cnos (NPOYHOCTb Ha paspbiB U/UNK NpoAasB/iMBaHue);

C) oTcnavBaHne ynakoBOYHOrO C/N0A MPU OTKPbIBAHUW YNaKOBKW [AO/IKHO OblTb HENPEpPbIBHbLIM U OfHO-
poAHbIM. 6e3 paccaoeHna UaM paspbiBa matepuana, Cnoco6HOro yxyALWwnTb acenTuyeckme CBONCTBa ynakos-
Kn n nx MNpofcTasneHuun Mpn UTKPbIBAHUN.

MpumMmeyaHne 1— MoMUMO TPEGOBAHWIA K KOHCTPYKLMM 1 chopMe BYMaXHbIX NAKeTOB U TEPMOCBApPVBAEMbIX
calle 1 py/IoHOB [JO/MKHbI Co6/toAaTh TpeboBaHwWs, NpeAbsABSEMbIE K UX XapakTePUCTHKaM.

MpumeyaHne 2 — CobntofeHne MakcumasnbHon MPOYHOCTKN KNieeBOoro Cnos MOXeT 6bITb HeO6X0AMMO, ecnu
KfeeBble coegnHeHus ByayT OTKpbIBaTb 4151 NPe3eHTaum acenTuyeckmx CBOIACTB;

d) kneeBble coeMHEHUS U/MNKN YKyNnopoUHble cpefcTBa A0/KHbI 0becneynsaTb 6apbep OT NPOHUKHOBE-
HUA MUKPOOPraHW3MOB.

5.1.10 B gononHeHne k TpeboBaHUAM, ykaszaHHbiM B 5.1.1—5.1.7, MHOropasoBble yNakoBKW JO/IKHbI CO-
OTBETCTBOBATb HWXENPUBEAEHHbIM TpeboBaHUAM.

a) kax/jasa ynakoska JO/KHa 6bITb CHabXeHa CUCTEMOl 3alyunTbl OT BCKPbITWSA, KOTOpas Y4eTKo ykasblBa-
€T Ha HapyleHune LesloCTHOCTY YKYNOpOYHOro CpeacTsa;

b) MecTo NPOXOXAEHUA CTepuM3yloLLero areHTa A0/KHO obecneunBaTb 6apbep OT NPOHWKHOBEHUS
MUKPOOPraHn3MoB Npu BbIrPy3Ke yNakoBKN U3 CTepuinsartopa, TPaHCNoOPTUPOBAHUU U XpaHeHun (cMm. 5.2);

c) nocne hopMnpoBaHNa 6apbepHoii CUCTEMbI /18 CTepUnN3aLun YKynopoyHoe cpeicTBo [O/IKHO o6e-
cneynsaTb 6apbep OT NPOHUKHOBEHWUS MUKPOOPraHU3MOB;

d) KOHCTPYKLUMA yNnakoBKM A0/KHA 061erynTb OCMOTP BCEX 3HAUYMMbIX YacTel;

e) nepej KaxabiM nocrnefylwWwmMm npyuMeHeHneM Heo6xo4MMO yCTaHOBUTb KPUTEPUN NPUEMKN A8 Npo-
BeeHNs BU3yaslbHOro ocmMoTpa.

MpumeyaHne 1— MNMoMUMO BU3yasIbHOrO KOHTPONSA, ABAAIOLLErOCA Hambonee obLLeli NpoLeaypoii, MoryT 6biTh
MCNOMb30BaHbI U ApYTie METOAb! NPUEMKUY;

0 oTAeNIbHble KOMMNOHEHTbl ynakoBKN O,CI,HOI7I Moaenn OJKHbI 6bITb UM MOTHOCTHIO B3aVMO3aMeHSEeMbl,
NN UMeTb KOHCTPYyKUUIO, B KOTOpOVI 3amMeHa KOMMNOHEeHTOB He npeaycMoTpeHa.

MpumeyaHue 2— 370 TpeGoBaHME K KOHCTPYKLMM [O/MKHO GbITb 0603HAYEHO KOAOM WM Ha AP/bIKE;

[l) N3roTOBMTE b AO/KEH yKa3aTb METOANKN 06CNYXNBAHNSA, YACTKN 1 CNOCO6 KOHTPO/SA, TEKYLEro pe-
MOHTa U 3aMeHbl KOMNOHEHTOB.

MpumMmeyaHne 3 — [lONOMHUTENbHbIE PYKOBOACTBA MO MPUMEHEHWIO MHOTOPa30BOl YMNakoBKu MpUBEAeHbl B
EN 868-8.

5.1.11 B gononHeHne Kk TpeboBaHnsM, ykazaHHbIM B 5.1.1—5.1.7 n. ecnm npumeHumo, B 5.1.8. MHOro-
pa3oBble BO/IOKHUCTbIE MaTepuanbl AO/MKHbI COOTBETCTBOBATb HUXENpUBeAeHHbIM TpeboBaHUsAM:

a) nocne BOCCTAHOB/IEHNSA MaTepuana u nocje Kaxgaoro uukna cTepununsanmnm omxHbl 6biTb cobnoge-
Hbl TPE6OBAHUA K 3KCMNyaTalMOHHbIM XapakTepucTukam;

b) AO/MKHbI 6bITh YCTAHOB/IEHbI U AOKYMEHTaIbHO 0DOPM/IEHbI CNOCO6bLI 06PabOoTKM C Lie1bio NPOMbIBKM
N OUNCTKMW.

NMpumeyaHue — 3TO MOXKET GbITb BU3yasbHbIli KOHTPOSb, APYrMe METOAbl UCTbITAHWS U KpUTEpUM NpUEMKM
yNakoBKW A1 MOBTOPHOTO MPUMEHEHNS;

c) cnoco6bl 06paboTKM AO/MKHLI COOTBETCTBOBATL TEM. KOTOPbIEe yKa3aHbl Ha aTUKeTKe.

5.1.12 fins MHOropasoBbiX 6apbepHbIX CUCTEM, BK/IOYas yNakoBKW U BONOKHUCTbIE MaTepuanbl, cnegy-
eTonpefennTb, BefeT M o6paboTka B COOTBETCTBMM C yKa3aHHbIMWN MHCTPYKUUSIMY K MOpYe CUCTEMBbI, YTO MO-
XeT OrpaHnynMTb CPOK ee MosIe3HOro Mcnosib3oBaHusa. B Tex cnyyasx, korga nopya npegckasyema, KoiMyecTso
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LlMKNOB MOBTOPHOI 06paboTkn, KOTOpPble MOXET BblAepXaTb CUCTeMA, JO/HKHO ObliTh 3asiB/IEHO Ha 3TUKeTKe
npoAykTa, unn Heobxo4MMO ykasaTb KOHeLl, CpoKa MosIe3HOro UCMosib30BaHUs.

5.2 CgoiicTBa MUKpOBGBHOTo 6apbepa

5.2.1 HenpoHnuaemocTb MaTepunasna cnegyet onpefensatb B COOTBETCTBUU C NpuaoxeHmem C.

MpumeuyaHue — CBONCTBA MUKPOBHOrO 6apbepa YNakoBOUYHbLIX MATepUasioB, NPUMEHSEMbIX B KOHCTPYKLMM
6apbepHbIX CUCTEM AN CTEPUNN3ALMN, ABSIOTCA OYEHb BaXKHLIMU AN 06ECneUeHns LeNoCTHOCTM U 6e30NacHOCTY Npo-
AykTa. MeTogpl OLEHKM CBOWCTB MUKPOGHOTO Gapbepa NoapasaensioT Ha fBe KaTeropuu: Te. KOTOopble NOAX0AAT AN He-
NPOHULLAEMbIX MATEPUA/IOB, 1 Te, KOTOPbIE NOAXOANT A/t NOPUCTLIX MaTEPUAIOB.

5.2.2 fleMoHCTpaLMa HeNpPoHNLLAEMOCTN MaTeprasna Ao/KHa yA0BIeTBOPATL TpeboBaHuio, NpeabaBas-
eMOMYy K MUKPOGHOMY 6Gapbepy.

5.2.3 MNopucTble MaTepuanbl J0/KHbI CO34aBaTb OCTATOUYHbI MUKPOGHbIA 6apbep OT NPOHWKHOBEHUS
MUKPOOPraHn3mMoB, YTOObl rapaHTMpoBaTb LLe/IOCTHOCTb 6apbepHOoil cucTembl 415 cTepunusauny n 6esonac-
HOCTb NPOAYKTA.

MpumeyaHne — He cywecTByeT yHUBEPCA/IbHOTO METOAA MOATBEPXKAEHNS CBOWCTB MUKPOGHOro Gapbepa.
OLeHKy CBOICTB MMKPOGHOTr0 6apbepa NopucTbIx MaTepuasnos, kak NpaBusio, NPOBOAAT, NoaBepras o6pasLbl 3apaxeHuto
cnopamu 6akTepuii UM MUKPOYaCTUL, U3 a3p0o30/1si, NPU HEKOTOPOU COBOKYMHOCTW YC/TOBUIA UCTIbITAHWSI, BK/THOYAOLLMX
CKOpPOCTb NOTOKa Yepes Martepuas, MUKPOGHOe 3apakeHune obpasua v NPOoAO/KUTENBHOCTL UCTbITaHus. CBoicTBa MU-
KPOGHOro 6apbepa Npu 3afaHHbIX YCI0BUSAX ONPESENAT CPaBHEHMEM CTEMNEHN NPOHUKAHNUSA GakTepPUiA UM MUKPOYACTML,
CKBO3b MaTepuas ¢ nepBoHaYasibHbIM 3arpsi3HeHneM. [laHHble BaIMAMPOBaHHOMO MeToAa (hM3NUHECKUX UCTbITaHUA, comno-
CTaBNsieMble C JaHHbIMY Ba/IMAMPOBAHHOIO MeToAa MUKPOBUOIOrMYECKOTO 3apadkeHUs, CYMTAOTCA NpUeMIeMbIMA A1S
onpefieNneHnsi CBOCTB MUKPOGHOro Gapbepa. Tak Kak BasLAMpoBaHHbIe METOAbI MUKPOGHOTO 3apaXXeHus MaTepuanos n
6apbepHbIX CUCTEM CTAHOBSTCA AOCTYMHLIMU, OHW GyAyT PacCMOTPEHbI C Lie/bl0 BKIOYEHNSA B MOCneyoLwye peaakumm
HacTosLLero ctaHaapTa (3a 6osee noapobHoi MHopMaumeli obpauaiiteck K Sinclair n Tallentire 2002 [41]. Talientire n
Sinclair 1998 [40]. Scholia et. al 1995 [39] n Scholia et al. 2000 [38]).

5.3 CoBMecTUMOCTb C NpoLeccom cTtepununsaynm

5.3.1 Heo6Xx0AMMO NPOAEMOHCTPUPOBATb, YTO Matepuasbl U 0TPOPMOBaHHbIe 6apbepHble CUCTEMbI F0-
OATCS AN UCMNOMb30BaHUS B npouecce(ax) ctTepuansanumy U COOTBETCTBYIOT napameTpam Lukna.

5.3.2 COBMEeCTUMOCTb CTEPUAU3ALNM C NPOLLECCOM CneayeT onpeaensatb, UCNO/b3ys CTepUAN3aTop,
KOTOPbIA CNPOEKTUPOBaH, CKOHCTPYMpPOBaH M pa6oTaeT B COOTBETCTBUM C TpeGoBaHUSIMU ONpeaefieHHbIX
MeXAYHapPOAHbIX NN eBPONEeicKNX CTaH4apToB.

MpumevyaHne — Hanpumep.cm. IS017665-1. ISO 11135. ISO 11137(BceyacTn). ISO 14937; EN 285. EN 1422
nnn EN 14180. B HacTosiLee BpPeMs NPenpUHUMAIOTCA YCUINSA MO rapMOHM3aLmn 3TUX MeXAyHapOoaHbIX N eBPONencKmx
CTaHJapToB.

(N3meHeHne N2 1.2014)

5.3.3 Heo6X04MMO OLeHNTb XapakTepucTUKM MaTepnasnos, YTOObl rapaHTMpoOBaTb UX COOTBETCTBME 3a-
AaHHbIM NpefenamM nocse Toro, kak OHW GbiNN NOABEPTHYTbLI BCEM NpoLeccam cTepuansaLum.

5.3.4 Mpouecchl cTepuan3alm MoryT BKIoYaTb MHOroKpaTHoe Bo3AelicTBMe Ha CUCTEMY OfHOTO 1 TOro
Xe Wnn pasHeix Mpuueccns cTepunmsanum.

5.3.5 Mpwn onpejeneHnn NpUrogHoOCTH COrNacHO yCTaHOB/IEHHOMY NMPYMEHEHWI0 paccMaTpuBalT MaTe-
puanbl pasHoro Tuna, KOTopble UMEeKTCA B HaMYMn Ans TeKyLWwnx nocTaBok.

5.3.6 Ecnu ynakoBka npogykta npegctasnsieT co60ii CBEPTOK WU ynakoBKa MHOTOCNOHA, MOTyT 6bITb
YyCTaHOB/IEHbI pa3Hble Npejesnbl CBONCTB MaTtepuana AN BHYTPEHHWUX N BHELWHUX C/IOEB.

5.3.7 OnpegenexHvie NpUrogHOCTU MOXHO NPOBOAWTbL OJHOBPEMEHHO C Basupauuein npoueccos cTepu-
nmsaumu.

5.4 COBMECTUMOCTb C CUCTEMOII MapKUPOBKM

CuctemMa MapKknupoBKU JOJKHA:

a) ocTaBaTbCsl HEMOBPEXAEHHOW U ya060unTaeMoil 0 4OCTaBKMA YNakoBKM K MECTY MCMOMb30BaHUSA:

b) 6bITb COBMECTUMA C MaTepuanamu, 6apbepHOn CUCTEMOWR U MEeAULUHCKUM M3[4eNIMeM BO BPEMS W No-
cfle npoueccoB cTepuamn3auuy, COOTBETCTBOBATL NapameTpaM LMKAa U He A0J/XHa OKa3biBaTb HEraTMBHOrMO
B/IUAAHNS Ha NpoLuecc cTepunnsaymm:

C) KpacuTenu Ha oTneyaTaHHbIX WM HaNUCaHHbIX 3TUKETKaxX He A0J/DKHbl MPOHMKAaTb B MeAuLUHCKOoe
nusgenve wau BCTynaTb B peakuuio C ynakoBOYHbIM MaTepuanom w/unm cMCTeMOR, He AOKHbI yXyawaTh Ka-
8
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4eCTBO ynakoBO4YHOro martepunana n/vnun cuctemsbl, a Takxe U3MEHSTb uBeT Ao Takoil cTeneHu, 4tobbl 6bINO
HEBO3MOXHO NpoYnTaThb TEKCT.

MpumMmeuyaHne — CuUCTeMbl MApPKMPOBKM MOTYT UMETb pasHble hopMbl, BKIOYAS NeyaTb UK HaANUCh Hemno-
CPEACTBEHHO Ha MaTepuasie u/vnu 6apbepHoit CUCTEME, UK STUKETKY, COCTOSILLLYIO U3 APYroro C/ios MaTepuana, nprkpe-
N/SIEMOrO K MOBEPXHOCTU MaTepuana uunm cuctembl MyTem NPUKIEUBaHNS, NAABMEHNUSI UU UHBIM COCOGOM.

5.5 XpaHeHue n TpaHcnopTupoBaHue

5.5.1 MaTtepuanbl 1 0T OPMOBaHHble 6apbepHble CUCTEMbI A1 CTEPUNN3aLnmn fOHKHbI 6biTh ynakoBa-
Hbl TakuM 06pa3oM, YTOObl 06eCneyYnTb UX 3alWnTy AN1A COXPaHEHUS IKCNAyaTaLMOHHbIX XapakTepucTuk npu
TPaHCNOPTUPOBAHUN U XPAaHEHUU.

5.5.2 MaTepunanbl 1 oThOpMOBaHHble GapbepHble CUCTEMbl MOAJIexaT TPaHCNOPTUPOBAaHUIO U XpaHe-
HUI0 B TaknX yCNOBUSAX, KOTOPbIA rapaHTUpPYOT HEM3MEHHOCTb 3KCNyaTalMOHHbIX XapakTepucTuk B Jonyctu-
MbIX npegenax (cm. 5.1).

3TOro MOXHO JOCTWYb:

a) NoATBEPXAEHMEM COXpPaHEHNSA XapakTepPUCTUK B onpefeneHHbIX N3roTOBUTEIEM YCIOBUSAX XpaHEeHUS;

b) noffepxaHMem ycnoBuii xpaHeHuUs B 3afaHHbIX Npejenax.

6 KOHCTpPYKTMBHble Tpe6GoBaHMs 1 TpeboBaHUs K pa3paboTke ynakKoBOYHbIX
cuUcTem

6.1 O6wme Tpeb6oBaHUSA

6.1.1 YnakoBo4Has cuctema fo/KHa UMETb TaKyt KOHCTPYKLMIO, KOTOpasi N03BOIMT MUHUMWU3NPOBATb YIpo-
3y 6e30MacHOCTU No/b30BaTeNs 1 NaLWEHTA B CNeyuanbHo npeaHasHaueHHbIX 415 3TOro YC/10BUSIX NOJIb30BaHUS.

6.1.2 YnakoBo4yHasi cuctema fo/mbkHa o6ecneuynBaTb (QM3UYECKYIO 3alUTY W COXPAHATb LENOCTHOCTb
6apbepHoil cUCTEMbI 4151 CTEPUU3ALUN.

6.1.3 bapbepHas cucTemMa A0/KHA 4aBaTh BO3MOXHOCTb CTEPUIN30BATL NPOAYKT U 6bITh COBMECTUMOM
C BbiGpaHHbIMM NpoLeccammn cTepunnsanmm.

6.1.4 BapbepHas cucTema Aos/xHa o6ecneynsatb CTEPUILHOCTL NPOAYKTA BMN/IOTL 40 MECTa €€ UCMOJb-
30BaHNA UM 40 UCTEYEHUsI CPoKa FOgHOCTU.

MpumeyaHne — CwMm. Takke6.4.1.

6.1.5 LleniocTHOCTb 6apbepHOIl CUCTEMbI MOXHO MCMO/b30BaTh Kak MOATBEPXKAEHUE COXpaHEHUs cTe-
pUNBLHOCTY NPOAYKTA.

MpumeyvaHnne — CMm. ANSI/AAMI ST65:2008 n Hansen etal. 1995 [35]. MoTeps cTepunbHOCTU un-
HULWHOM ynakoBkn 06yc/ioB/ieHa BO3AeliCTBMEM COObITUI, a He BIMSAHNEM BPEMEHU.

(U3meHeHne Ne 1. 2014)

6.1.6 Ecnu NS aHanorMyHbiXx MeAULMHCKAX U3LENuii UCnosib3oBaHa OfHa W Ta Xe ynakoBo4Has cu-
cTeMa. cnegyeT fOKYMEHTaNlbHO 0hOpMUTL 060CHOBaHME AJ151 YCTAHOB/IEHUSA CXOACTBA U MAEHTUUKaLUm
KOHUrypaumm ynakoBkM Npyu HamxyAWnX 4ONYCTUMBIX YC/OBUAX NMpUMeHeHus. Kak MUHUMYM crefyeT uc-
nonb3oBaTh KOHMUIypauuo nNpu Hanxyawnx AONyCTUMbIX YCNOBUAX, YTOObI OonpefennTb COOTBETCTBME Ha-
cTosAlEeMy CTaHaapTy.

MpumeuyaHune — Hanpumep, CXOACTBO MOXET 6biTb YCTAHOB/IEHO MO PasHbIM pasmepam OL4HOTO U TOTO Xe
npoaykTa.

6.2 KoHCTpykuusa

6.2.1 CnegyeT fOKyMeHTa/bHO 0DOPMUTL NpoLeAypbl N0 KOHCTPYMPOBaHWIO U paspaboTke ynakoBou-
HbIX CUCTEM.

6.2.2 bapbepHasa cucTema [oJ/KHa rapaHTupoBaTb NpeAbsaBieHNe NPoAyKTa B aCenTMYeckom Buae.

6.2.3 Mpu KOHCTPYMpPOBaHUMN 1 pa3paboTke yNakoOBOUYHOW CUCTEMbI YUNTLIBAIOT MHOTME hakTopbl, HO He
OrpaHnyYMBaloTCs TO/IbKO UMK:

a) Tpe6oBaHuA noTpebuTens:

b) Macca 1 KoHpurypauua npoaykTa;

C) Ha/IMume OCTPbIX KPOMOK WM BbICTYMOB;

d) noTpe6HOCTb B (PU3NYECKON NN NHON 3aLuuTe;
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B) YyBCTBMTE/IbHOCTb NPOAYKTA K KOHKPETHbIM ONAacHOCTAM, HaNnpuMep K Bo3AelicTBUO pagnauuun, sna-
rm, mexaHun4yeckomy yfapy, cTaTYeckumy paspsagy,

0 KONMYeCTBO NPOAYKTOB Ha YNakOBOYHYI CUCTEMY;

) Tpe6oBaHMA K MapkupoBKe ynaKkoBKu;

h) orpaHuyeHuns, cBA3aHHbIE C OKpYyXaloLliel cpenoii;

i) orpaHnMyeHunsa nNo cpoky rogHoOCTU NPOAYKTa,;

j) cpefia pacnpocTpaHeHuns, o6paLleHns U XpaHeHus;

k) cOBMeCTUMOCTb CO CTepunnsaumnein n octaTouHble ABNEHUS.

6.2.4 HeobxoamMMo naeHtuduynposatb U onpeaennTb KOMMNOHEHTblI NPOAYKTa U KOHCTPYKLUU, COCTaB-
NSl e ykynopoyHoe cpeAcTBo B c6ope 418 NPOXOXAEHNS NMOToka XUAKocTu. K HUM OTHOCATCS, HO He orpa-
HUYMBAIKOTCHA TOMLKO UMM,

- Matepuans;

- OTAEe/I04HOEe MOKPbITUE;

- pasMmepbl KOMMNOHEHTOB.

- c60poYHble pasmepsbl (Hanpumep, JONYCKW Ha NOCaAKy C HATArom).

6.2.5 Pe3synbTaTtbl npouecca KOHCTPyMpoBaHusa n paspaboTkm (cm. 6.2.1, 6.2.3 1 6.2.4) AONXHbI ObITb
3aukcupoBaHbl, BepuduumMpoBaHbl 1 0406peHbl [0 3anycka NpoAykTa B NPOU3BOACTBO.

6.3 3kcnayaTauMoHHble UCMbITAHUA YNAKOBOUYHON CUCTEMBI

6.3.1 LlenoctHoCTb 6apbepHOil cucTeMbl JO/MKHA 6biTb MPOAEMOHCTPMPOBAHA MOCAe CTepuansanmm un
nocniefyoLWmnx aKCnayaTaunoHHbIX NCAbITAHWUA.

6.3.2 dn3nyeckne NcnbiTaHNA COBMECTHO C UCMbITAHNEM CBONCTB MUKPOOGHOro 6apbepa NopuCTbIX yna-
KOBOYHbIX MaTepuasoB MOTyT NPUMEHATb 415 onpefenieHns cnoCO6HOCTM 6apbepHOi cucTeMbl 4151 CTEPUIN-
3alKM COXpaHATb CTEPUNTBHOCTb.

MpumeuyaHne — Bonee NoApo6HYD NHGOPMALMIO MO AAHHOW TemMe MOXHO NoayunTb B foKyMeHTax ANSI/
AAMI ST65:2008 and Hansen et al. 1995 [35].

(N3meHeHne N» 1.2014)

6.3.3 CTaHgapTHble MeToAbl UCMbITAHWUIA ANA OLEHKN L,eNocTHOCTH 6apbepHoil cuctemsl 6onee npeg-
noytutenbHbl. OJHaKO B OTCYTCTBME NPUMEHUMbIX BATMAUPOBAHHbLIX METO0B UCMbITAHUS L,e/I0CTHOCTKN b6a-
pbepHoil cucTembl paboune xapakTepucTkM MUKPOGHOTo 6apbepa MOryT 6biTb yCTaHOB/1EHbl NO pe3ynbTaram
“cnbiTaHUS CBOWCTB MaTepuanos ANS MUKPOGHOTo 6apbepa W Lie/IOCTHOCTU K/1eeBblX COefWHEHU U YKyno-
POUYHBIX CPE/CTB.

6.3.4 DkcnnyaTauMOHHbIE UCNbITAHUSA [LOJ/DKHbI MPOBOAUTH Ha GapbepHoli cucTeme, NpUMeHsieMoli B
HauxXyfLWnx yCcnoBuaX, KOTOpas U3roToB/ieHa B 3afaHHbIX NPOM3BOACTBEHHbIX Npegenax hopMUpoOBaHUS U
CK/lenBaHnsA yNnakoBKV U NOC/ie BO3AeiCTBNA Ha Hee BCeX YCTAHOB/IEHHbIX NPOLECCOB CTEpUAMN3aLUN.

MpumMeuaHne — K yCTAHOB/MEHHbIM NMPOLLECCAM CTEPUIN3ALIMN MOXHO OTHOCUTb MHOTOKPATHOE BO3ZECTBUE
OHVX 1 TEX Xe UMW pasHbIX NPOLLeCCOB CTePUIM3aLnN.

6.3.5 YnakoBouHas cuctema Ao/mkHa o6ecneynBaTh afeKBaTHYHO 3alUTy NPOAYKTa OT onacHocTeil, BO3-
HUKaLWMX NPU 06paLLeHNn C HUM. TPAHCNOPTUPOBAHUN U XPAHEHWU.

6.4 lcnbiTaHne Ha CTabUIbHOCTb XapaKkTepucTuk

6.4.1 McnbiTaHMe Ha CTabUNbHOCTb XapakTePUCTUK AOMKHO NPOAEMOHCTPUPOBAaTb, YTO CO BPEMEHEM
6apbepHasa cuctema npofoskKaeT COXpPaHATb CBOK Le/IOCTHOCTb.

6.4.2 VcnbiTaHne Ha cTabUNbHOCTb XapakTepuUCTUK NPOBOAAT, NPUMEHAA NPOLEcC CTapeHMa B pealb-
HOM BpPEeMWHW.

6.4.3 VicnbiTaHne Ha cTabuUNbHOCTb XapakTepuUcTUK C NPUMeEHEeHNeM NPOTOKO/I0B YCKOPEHHOTO CTapeHus
Heob6Xxo4MMO paccMaTpuBaTb B KayecTBe [0CTAaTOYHOrO Joka3aTenbCTBa 3asaB/IEHHOr0 cpoka rogHocTu, noka
He 6yAyT NoslyyeHbl AaHHble UccnefoBaHMii npouecca cTapeHns B peasibHOM BPEMEeHH.

6.4.4 VicnblTaHNe Ha cTapeHne B pea/lbHOM BPEMEHUN N YCKOPEHHOe CTapeHue cnefyeT NpoBoAUTb Of-
HOBPEMEHHO.

MpumeuyaHue — lcnbiTaHWe HA CTAPEHNE W IKCM/yaTaUMOHHbIE UCTbITAHUSI — 3TO CaMOCTOSTE/IbHbIE UCTIbI-
TaHus. Mpu 3KCNyaTauMoHHbIX UCTLITAHUSX OLEHVBAIOT B3aMMOZENCTBUE MEXAY YNakoBOYHON CUCTEMON U NpoAyKTamm
B OTBET Ha Harpysky, nepeHeceHHyio B MpoLiecce NPOV3BOACTBA W CTEPUNM3ALMK, @ Takke B pesynibTare oGpalleHus,
XPaHeHWs 1 NOCTaBKM.
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6.4.5 ECM CPOK rOAHOCTM YCTAHOB/IEH Ha OCHOBE XapakTepucTUK MPoAyKTa, UchbiTaHe Ha cTabusb-
HOCTb XapakTepuUCcTUK ANA onpefesieHns 3Toro cpoka crieayeT NPOBOAUTL BMECTE C UCMbITAHUEM HA CTabU/b-
HOCTb XapakTepUCTUK YNaKoBKH.

6.4.6 Mpu NpoBeAEHUN UCMbITAHWA Ha YCKOPEHHOe CTapeHue Heo6Xo4UMO faTb [OKYMEHTUPOBaHHOE
060CHOBaHME YC/IOBUI YCKOPEHHOTO CTapeHus n onpefenuTb NPoAO/IXUTENBHOCTL BbIGPAHHOIO MeToAa uUc-
nbiTaHUs.

6.4.7 B cnyyae NoTBEPXAEHUS, 4TO C TEYEHNEeM BPEMEHW NPOAYKT He BCTynaeT BO B3auMofeicTBue
C KOHKpEeTHOI 6apbepHoii cMCTEMOl ANa cTepunusauun, paHee LOKYMEHTabHO OPOPM/IEHHbIX AaHHbIX A
UCMbITAHUS Ha CTabWIbHOCTb XapakTepucTuk 6yaeT 4OCTATOYHO A8 YCTAHOB/IEHUSI COOTBETCTBUS € 6.4.1.

7 MpepocTtaBnsaemasa nMHpopmayuns

7.1 B oTHOWweHWN maTepuana, oTPOPMOBaHHOW GapbepHOi cucTembl MM 6apbepHOl cucTeMbl ANS
cTepunusauum cnegyeT NnpefocTaBNAThb cineayloline aHHble:

- HasBaHWe WM TOProBOe HaWMeHOBaHWe 1 ajpec NPoVU3BOAUTENS UMW €ro YNOoJIHOMOYEHHOro npej-
cTaBuTens;

- TUN, pasmep Wan Mapka;

- HOMep napTuu UAn Apyrue cpeacTsa NPOC/AeXMBaeMOCTU UCTOPUN NPOU3BO/ACTBA;

- npegnonaraemslii(e) npouecc(bl) cTepuansauum;

- CPOK rOHOCTH, rAe 3TO NPUMEHUMO;

- No6ble 0cobble YCMI0BUS XpaHEHUS, rAe 3TO NPUMEHUMO.

- no6ble N3BECTHbIE OrpaHNYeHnss Mo o6paLyeHno UM UCNOoNb30BaHNI0 (HaNnpuMep, YC0BUA OKpyXalo-
el cpeabl), rae aTo NPUMEHUMO;

- yactoTa U xapakTep TeXHU4eckoro o6cnyxusaHvua AN MatepuasoB MHOropasoBOro MUCMONb30BaHNA
nynnm oThopMoBaHHbIX 6apbepHbIX CUCTEM;

- NpefHa3HauyeHbl M MaTepuansl U/vunu npegsapuTenbHO cthopMupoBaHHas cTepunbHas 6apbepHas
cuctema AN OfHOKPATHOTO MM MHOFOKPaTHOTO NCMNO/Mb30BaHNUS;

- €C/IM B KOMMNJ/IeKTe NOCTaB/ISATCA MHCTPYKLUN MO MPUMEHEHNI0, TO B HUX A0/KHA ObITh yKka3aHa garta
BblNyCKa WM gaTta NnocnefHUX N3MeHeHui.

(U3meHeHne Ne 1,2014)

7.2 Ecnv B COOTBETCTBUM C HALMOHA/bHBLIM U PernoHanbHbIM 3aKkoHOAATeNbCTBOM TpebyeTca npefo-
cTaB/ieHne A0NONHUTENbHON MHOPMAaLMKN OTHOCUTE/IbHO MaTepnanos, nNpejBapuTesibHo ChOPMUPOBAHHOW
CTepubHOI 6apbepHOii cucTeMbl NN CTEPUIbHON 6apbepHOli CUCTEMbI, MOCTaBASEMbIX Ha PbIHOK MeANLMH-
CKWX yCAyr, TO Takaa nHdopmaumsa gomkHa 6biTb NpeAocTaBneHa.

(N3meHeHne Ne 1, 2014)
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MpunoxexHne A
(cnpaBoyHOE)

PYyKOBOACTBO MO yNakoBKe MeAULUHCKUX U3Aenunit

A.1 ®akTopbl, BAMSIOLWME HA BbIGOP MaTeprasioB U KOHCTPYKLMIO YNAaKOBOYHOW CUCTEMBI

Oco6blii XapakTep MeAUUMHCKOTO U3AENNs, HaMeUYeHHbIe MeTofbl CTepuam3aumy, NpeanonaraemMoe 1cnosb3osa-
HWE. CPOK rOAHOCTU, TPAHCMOPTUPOBAHME U XPaHEHUE — BCE BIUSIET HA KOHCTPYKUMIO YNAaxOBOYHOM CUCTEMbI U BbIGOP
maTtepuana. Ha BbI6Op COOTBETCTBYIOLMX MATEPUAIOB A/18 YNAKOBOUHbLIX CUCTEM, MpeAHasHauYeHHbIX 418 (UHULLHOM
CTEPUNM3ALMY MEANLMHCKIX N3AENMIA, BMSIOT B3aUMOCBA3MN, NPUBEAEHHBIE HA pUCyHKe A.1.

PucyHok A.1 — B3anmoceasn, BAMsiOLLMEe Ha BbIGOP COOTBETCTBYHOLLINX
MaTepuasioB [/1 YNakoBOYHbIX CUCTEM, NpeAHa3HauYeHHbIX 419 tUHULLIHOW
cTepunu3aLmy MegULMHCKNX usgenuii

A.2 Tlpouecchl CTepunnsaunum n nx aHanuns

A.2.1 Bbi60p NpOLIECCOB CTEPUIN3ALIM BK/IKOYAET, HO HE OrpaHUUMBAETCs TO/bKO 3TUM, 3TuneHokeug (EO). ramma-
06/1yHeHme (), INEKTPOHHBINA Ny (e-My4ok), Nap U HU3KOTEMMEPATYpPHbIE OKAC/UTENbHbIE NPOLLeCCh CTepunusaumumn. Ecnu
u3genue npegnonaraeTcsi CTEPUIM30BaThb ArUIEHOKCUAOM. MapoM WK NyTeM OKUC/TUTE bHbBIX NPOLECCOB, TO /151 3TOT0 B
GapbepHoili cucTeEME MMeeTcs NPOHULLAEMbIF KOMMOHEHT, KOTOpbI/ NpomnyckaeT yGUBAOLLME MUKPOOPFraHU3Mbl, CTEPUN-
3yloLLye rasbl, KOTOpble 3aTeM BbIXOAAT 6e3 3HAUNTE bHbIX OCTATOUHbIX KOHLIEHTPaLWA.

A.2.2 Ecnv uspenue npeanonaraeTcs CTepunn3oBaTb 06/1ydeHeM (Y UK e-nyykom), NPOHULAEMbIli KOMMOHEHT
MOXET He MoHaAo06nTLCA 1 6apbepHas cUCTeMa MOXET BbiTb U3rOTOB/IEHA M3 NMOMTHOCTLI0 HEMPOHULAEMbIX MaTepUasoB.
M3roToBnTENb BLIGUPAET NOAXOAALLME NPOLECCHI CTEPUAN3ALN 4/15 KAXKA0TO MEAMLMHCKOMO U3Lenus, 1 UX BblGop 3aBu-
CWT OT HeCKOMNbKNX (hakTopoB. Ecnu uspenne n3roToBneHo 13 MaTepuasio, KOTOPble HEYCTONUMBLI K 06/TyHEHMIO, TO. Kak
npasuio, NPUMEHSIOT STUNEHOKCUA,. Nap U OKUC/UTENbHbIE areHTbl. AfIbTEPHATUBHO, €C/IN U3fe/Ine NMEeEeT TEHAEHLMI0
Hakan/MBaTb BbICOK/ME OCTATOYHbIE KOHLEHTPALMM STUMNEHOKCUAA. TO M3TrOTOBUTE/b U3AENIMA MOXET BbIGpPaTb npoLiecc
06/1y4eHus.

A.3 BapbepHble cuctembl 4Na ctepunmsaunmn

A.3.1 BapbepHble CUCTEMbI ANS CTEPUNN3AUMA MEAULMHCKUX U3AENNIA MOTYT UMETb MHOTO O6LLMX XapaKTepucTuK.
BO/bLUMHCTBO MEIOT BEPXHIOK U HIKHIOK NEPEropoaKy U CPeAcTBa UX coeiMHeHus. B Tom cnyuae, korga TpebyeTcs ner-
KO OTC/laMBalLLEECS COEAVHEHNE, HAHOCST KNEALLMIA TePMETUK, MO3BOJISIOLLMIA C MOMOLLbHO TEPMOCK/IENBAHUS COEAUHATD
fiBa cnosi. Kneawwmii repmeTrk, 60/51ee U3BECTHbIN Kak NOKPbITUE, TPAAULMOHHO HAHOCST Ha MPOHULAEMYI0 Neperopoaxy.
B HacTosiLLiee BPEMSI MHOTME M/IEHKW COAEPXaT KNEesLMA repMeTUK B KayecTBe C/0si(eB) NIEHOYHON KOHCTPYKLUMK. Tam.
roe TpeGyeTcs cBapHOe coeanHeHue, He0GX0AMMO ONpeaeninTb COBMECTUMOCTbL NEPEropoAokK, UTo NO3BOUT NPOBOAUTH
TEPMOCKNENBAHUE WU UCTIO/Nb30BATb ApYrue MeToAbl, TakMe Kak yibTpas3BykoBasi CBapka.

A.3.2 CyLecTBYIOT MHOrO TUMOB W BU4OB GapbepHbIX CUCTEM 418 CTEPUNM3ALMN, MPUMEHAEMbIX A1S1 YNAKOBKU
CTEPWIIbHBIX MEAVLIMHCKUX U3Lenuid. MepBblii TN — 3TO NpefBapuTeibHO 0TGIOPMOBAHHbIN XECTKUIA NOTOK CO LUTaMmno-
BaHHOI KPbILLKOIA. Kak npasusio, A1 hopMUMpOBaHMs N10TKA NPUMEHSOT METOZ, BbICOKOTEMMNEPATYPHOro hopMoobpasoBa-
HUS UKW WTamnoBkKy. LLITaMnoBaHHas KpbILLKa MOXET 6biTb MPOHMLLAEMOl MU HENPOHULLAEMO, a A1 TEPMOCK/IeNBaHUS
KPBILIKY C IOTKOM UMeeTCs KNesiLLnii repmMeTyk.

YKecTkne NOTKM CO LUTaMMNOBAHHOI KPbILLKOA 06bIYHO MPUMEHSIIOTCS A1 TSHKENbIX U3AeNnii 60/1bLIOro Npodinss,
TaknX Kak opTonefuyeckue UMNIaHTaTbl U KApAUOCTUMYIATOPbI, & TaKKe KOMMIEKTbI XUPYPrUYECKNX UHCTPYMEHTOB.

A.3.3 BTopoii Tvn — 370 rubkve paccnanBatwolumecs catle. Calle, kak NpaBuio, COCTOUT W3 NIEHKW C OfHOI cTopo-
Hbl W NIEHKW, ByMaru nan HeTKaHoro MosoTHa ¢ Apyroii. Calle 06bI4HO NOCTaBAIT B BUAE NPEABApUTENLHO 0TOPMO-
BaHHbIX 6apbepHbIX CUCTEM A/ CTEPUNM3ALNN, B KOTOPbIX BCE K/IEEBLIE LLUBbI Y)XE 3a/e/NaHbl, 32 UCKUYEHNEM OHOTO
(06bI14HO Ha AHE). OH OCTaeTCs OTKPLITHIM, YTOGb! M34ENE MOXHO 6bISI0 MOMOXWTL BHYTPb, 1 3aTeM nepef cTepunmsa-
uMeli WOB 3a4eNblBaloT OKOHYATE/bHO. [/11 OFPOMHOMO KOMIMYECTBA Pas/iMuHbIX MeAULMHCKMX WU3AEeNuii calle Wconb-
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3yl0T B KauecTBe 6apbepHO CUCTEMbI 4151 CTEPUM3ALMN, Tak Kak OHW BbINyCKalOTCS pasHbIX pasMepoB. O6bI4HO Takune
MeULVHCKNE W3AeNNs NIerkne n MetoT HebonbLoi npochunb. Calle MOryT NocTaB/ATb C PasHbIMU KOHCTPYKTUBHBIMM
fetansamu. (Hanpumep, OHU MOTYT MMeTb 6OKOBbIE U JOHHbIE CKaAKV A5 YNAaKOBKM BbICOKMX NPOCOUIIbHBIX U3Aenii.)

A.3.4 TpeTwii TMN — 3TO NakeTbl AN CTepunm3aumn. MakeT CKOHCTPYMPOBaH U3 OpAMHaPHOro NOMOTHA MOPUCTON
bymarn MeAMLMHCKOTO HasHa4YeHWUsl, C/I0OKEHHOro TakvM 06pa3oM, YTOObl MOMYYMICS AJIMHHBIA CBEPTOK C GOKOBbIMU
cknagkamu wam 6e3 Hux. CBepTOK CkneunBatoT No Beeli A/IMHe [BOMHBIM KeeBbIM LIBOM. 3aTeM CBEPTOK OTpe3atoT [0
HY>XHOTO pasmepa W OAWH KOHEL, 3aneyaTtbiBatoT, HaUTOXVB OAVH LIOB UK 6osee. [ yCUIeHns yKynopoyHoro cpefcraa
MOXHO eLLie HEeCKO/TbKO pa3 CBepHyTb NakeT. OTKPbITbIV KOHeL, 06bIYHO UMEET A3bIYOK UM BbIPE3 /15 3axBaTa nasbLami,
YTOObI NaKeT MOXHO ObINI0 NIErko OTKPbITh. MNepes cTepuansaupeli nakeTbl 3aneyaTbiBatOT OKOHYATE/bHO.

A.3.5 KueTBepTOMYy TWMy OTHOCWTCA MakeT, 3aneyaTbiBaeMblii C MOMOLLbI0 Nepernéaemoii nononam aTukeTku. Mep-
BOHAYa/IbHO MaKeT WU3rOTOB/IEH C MOMOLLbIO CBAPHOTO COEAMHEHNS ABYX HEMPOHULIAEMbIX, HO COBMECTUMbIX M/IEHOYHbIX
nonoteH. OAHO U3 NOMOTEH 06bIYHO CMELLEHO Ha HECKO/IbKO CaHTUMETPOB. Bfonb 37O cMeLLeHHol 061acTu NpoBoasT
TepMocCK/ienBaHve MPOHMLAEMOro MaTtepuana ¢ kneem. BnocneAcTsum aToT MPOHMLAEMBIVi MaTEpPUasT MOXET ObITb CHAT
nyTem oTcnavBaHusi, o6ecneyns AOCTyN BHYTPb NakeTa. MakeT, 3aneyarbiBaeMblii C MOMOLLBIO 3TUKETKU, Nepernbaemoi
rornosam, W1POKO NCMOSb3YHOT A/151 [POMO3AKNX U3LENNIA, TaKUX KaK MeANLMHCKNE UHCTPYMEHTBI.

A.3.6 MNaTbIi TN NpeacTaBnseT coboi NpoLecc, N3BECTHbLIN Kak HenpepbIBHbLIN cNocob ynakoBbiBaHUS. BapbepHble
CHCTEMbI, N3rOTOB/IEHHbIE TAKUM CNOCO6OM, MOTYT BbIFIAAETH KaK callle, XXeCTKUEe /IOTKA C KpbILKamMn W UMeTb MsArkoe
N1eHOYHOE TAHYTOe UAN NPohUNNPOBAHHOE HUXHEE NOI0THO Ha AHe. MNpu HenpepbIBHOM criocobe ynakoBbiBaHWSA Ma-
Tepuasnbl 415 BepXHeli N HWKHel neperopoAku nomeLlaloT B (hacOBOYHO-YKYMOPOUHYH0 MallvHy. MatuvHa npoussoauT
6apbepHyto cucteMy, hopmMupyst HUXHEE MOMOTHO, 3anosiHAeT hOpMy MEAULMHCKUM M3AeMeM, NPUKpbIBaeT BEPXHUM
NOMIOTHOM W 3aneyaTbiBaeT 6apbepHYL0 cuctemy.

A.3.7 LLlecToi TN — YeTbIPEXCTOPOHHEE CBapuBaHve. OTO HempepbiBHbIA NPOLECC ynakoBbIBaHUS, Kak ynakoBbl-
BaHue «dpioy-nak». [1ns atoro cnocoba NpUMEHSIOT poTalyoHHOe 060pyAoBaHue 1A 3anevaTtbiBaHWA. B npouecce ye-
TbIPEXCTOPOHHETO CBapuBaHUA HUXHEE N BepxHee NOSI0THO MOMELLAIOT B MallMHy. M3aenuve knagyT Ha HUXHee NosioTHO.
HakpbIBatoT BEpXHUM NOIOTHOM 1 3aTeM 3aneyaTbiBatoT C YeTbIPpeX CTOPOH. YeTbipexcTopoHHee CBapMBaHVe NpUMeHsieT-
CSl. HanpumMep, A7 YNakoBbIBAHWSA NepyaTok 1 n3genuii Ans 06paboTky paH.

A.3.8 lMpvBefeHHbI Bbille NepeydeHb GapbepHbIX CUCTEM 1S CTepunu3aumn sSiBASETCS HenosHbIM. B kavecTse
6apbepHbIX CUCTEM MOTYT MCMO/b30BaTh U APYTMe KOHCTPYKLUM.

A.3.9 na MeAULMHCKNX U3fenuii Co CTepUbHBIM MPOBOAHUKOM XUAKOCTU MOTYT NPUMEHSATLCS YHUKa/IbHbIE yna-
KOBOYHbIE CUCTEMBI A/ CTEPWSIbHBIX MPOBOAHNKOB XUAKOCTH, HEMOCPEACTBEHHO MPUCOEAVHSAEMBIX K MecTam JocTyna K
YCTPOIACTBY. B X cocTaB BXOAAT KOMMaYKW, NPO6KW, KPbILLKWA UK CPeACTBa YKYMOPKM WHbIX KOHCTPYKLMIA ANs cneuyuyasb-
HbIX YCTPOICTB. B 3TyX criyyasx nepBuYHbIi CNOii ynakoBKW NPoAyKTa [/IOKET ObITb NPeACcTaBeH O4HUM U3 YeTbIPeX BUAOB
YNaKoBbIBaHWS, ONUCAHHBIX BbILLIE, HO NPU 3TOM He TpebyeTcs obecneyeHne MUKPOGHOro Gapbepa Usaenmii.

A.3.10 B MeANLIMHCKMX yupexaeHunsx 06bI4HO NPUMEHSIOT 6apbepHble cMCTeMbI A1 CTepun3aLmm B hoopme caltlie,
PY/NIOHOB, BYMaXHbIX NaKeTOB, CTEPUIN3ALIMOHHbIX CBEPTKOB /1M MHOTOPa30BbIX KOHTEHEPOB.

A.3.11 CTepuiusaLmoHHble CBEPTKM MPUMEHSIIOT 418 obecneyeHns 6apbepHoii CUCTEMbI A1 MHOTUX U3geuii, noa-
BepraembIx CTepuaM3aLmnn B MEANLIMHCKAX yupexaeHusX. NpuMeHsieMblii BMeCTO TepMOCK/IeVBaHNS MW KEALLEro LWBea
Crnoco6 cBepTbiBAHUSA U CKPYYMBaHWS MO3BO/ISIET 06pa3oBaTh U3BMANCTLIN KaHasl, obecneunBatoLLmnii CTEPUIBHOCTb. Kak
npaswo, n3fenua nepeq 3asepTbiBaHVEM U MOCNeAyloLLeli cTepunnsaumein HaxogaTcs B (HOPMOBaHHOM S10TKe A1 UH-
CTPYMEHTOB.

A.3.12 MHoropasoBble KOHTENHepbl U3roTaBMBalOT U3 MeTasia WM CUHTETUYECKUX MOMMMEPHbIX MaTepuasios,
CMOCOGHBIX BblEPXVNBATb MHOrOKpaTHOE BO3AeNCTBUE LIMKI0B CTEpUM3aLMK B 60/TbHUYHBIX YCIOBUSX. DTN KOHTeHepbI
06bIYHO VMET NpUraHHble BEPXHME U HIDKHME MOBEPXHOCTY C MPOKIAAKONA, obecneunBatoLLeli HempoOHULAEeMbIN LLIOB
mMexay AByMst YacTamMu. CucTema BEHTUIALMM NO3BOMAET CTEPUM3YIOLLLEMY areHTy NoCTynaTh B KOHTeliHep 1 BbIXOAUTH
13 Hero. KOHCTpYKUums BEHTUAALIMOHHONM cucTeMbl U MaTeprasibl, obecneynBaroLLyie MUKPOGHYO hunbTpaumio, MoryT us-
MeHsTbCA. M3genus, cTepunmsyemMble B KOHTEHepax, MOryT noAsepratb nNpefsapuTe/lsHOMY KOHAWLMOHMPOBaHWIO UK
60nee AAMTENbHOMY MO BPEMEHW BO3AEVICTBUIO CTEPUM3YIOLLLETO areHTa, YTo6bl rapaHTMpOoBaTb 3aBepLUeHne npolecca
cTepunmsaLmm.

A.3.13 duHULIHAA CTepun3aLusa N COXpaHeHne CTePUIbLHOCTM NMEKT 60sIbLUIoe 3HauYeHne 415 6e3onacHoOCTY na-
LiMeHTa He3aBUCUMO OT 060PYA0BaHMSA, C MOMOLLBIO KOTOPOrO MPOBOAATCSA 3TU NpoLiecchl. HacToswuii ctaHaapT coaep-
XUT MAHUMYM TpeboBaHuii K MCMO/Ib30BaHUIO YMAKOBOYHbIX CUCTEM, KOTOPble 06ecrneunsaroT COOTBETCTBYOLME bapbep-
Hble CUCTEMbI A1 CTepunmusaLmm.

13



FOCT ISO 11607-1—2018

Mpunoxexve B
(cnpaBoyHOE)

CTaHfapTHbie MeToAbl UCNbITaHUI 1 Npouesypbl, KOTOPbIe MOTYT NPUMEHSATH
AN AeMOHCTpauumn CooTBETCTBUA TpeboBaHUAM HACTOSALWENO cTaHgapTa

B.1 O6wwne TpeboBaHmA

Cnepytolme OKYMEHTbI COAEPXAT MOMOXEHUS, KOTOPble MOTYT NPUMEHSATb A/18 AEeMOHCTPaLMM COOTBETCTBUSA NO-
NTOXEeHUAM HacTosLero cTaHgapTa. [Npy npyMeHeHnn MeTOAO0B MCMbITAHUI 1 NPOLECCOB, NepeynciieHHbIX B Tabamue B.1,
HeobxoyMo obpallaTe BHUMaHWE Ha JaTy BbiNycka 3TUX [OKYMeHTOB. CneuuasibHble TpeboBaHUs no NpUMeHeHNIo mMe-
TOA0B UCMbITaHWIA NpvBefeHbl B nogpasgene 4.4.

Kputepuammn gns BkIOUEHWUSI METOAOB MCMbITaHUii 1 NPOLEccoB, NpuBefeHHbIX B Tabnuue B.1. B faHHOe npwuo-
XeHne ABNATCA (haKTbl X HA3HAYEHUA A1 BKIOYEHNS 1 JOCTYNHOCTb 415 NPUoGpeTEHNA y opraHn3auwii, paspabarbl-
BalOLLMX CTaHAapTbl, TOProBbIX accoumaLunii UK HaLumMoHaIbHbIX OpPraHos No ctaHgaptusaumu. CnegosarenbHo, pasjien
«Bnbnuorpadns» CoaepXMT nepeyeHb NevaTHbIX U3aHWiA, KoTopble COAepXaT AOMO/THUTENIbHbIE METOAbI NCMbITaHWiA.
[laHHOe MpUIoXeHVe He ABMAETCA BCEOObeMMIOLWMM. /I3BECTHO, YTO K MOMEHTY nybavkalmmn 6yayT paspaboTaHbl HOBblE
MeTO/bl MUCTbITaHWIA.

(M3meHeHve Ne 1, 2014)

B.2 YNakoBOYHble MaTepuasibl 1 0T(HOPMOBaHHbIE GapbepHble CUCTEMbI AN CTEPUNU3ALUM

Ta6bnuya

CaoiicTBo/
0cobeH-
HOCTb

Ycko-
peHHoe
cTapeHue

Bo3sayxo-
npoHuua-
emMocTb

14

B.1 MeToapl UCnbiTaHWi U nx ctatyc

Cchbinka Ha CTaHaapT,

[IOKyMEHT

ASTM F1980

EN 868-8

ISCWTS 5636-2

I1ISO 5636-3

I1ISO 5636-5

ASTM D737

TAPPI T460

TAPPI T536

HavmeHoBaHve fjokymMeHTa

CTaHfapTHOE PYKOBOACTBO MO YCKOPEHHOMY
CTapeHUld CTepUsbHBIX 6apbePHbIX CUCTEM
NS MEANLMHCKNX U3aenuii

YnakoBka AN MEAMLMHCKUX  WU3Aenuii,
nognexawx UHULWIHOK  CTepunusaunm.
YacTb 8. MHoOropasoBble KOHTeliHepbl Ans
cTepunu3aumm B NapoBbIX CTepuausaTopax,
cooTBeTcTBYHOWMX EN 285

Bymara n kapToH. OnpegeneHve BO34yXO-
NpoHMLaemMocTu (CpefHuii uanasoH usme-
penwus). Yactb 2. MeTog LLonnepa

Bymara n kapToH. OnpegerneHvie BO34yXo-
npoHNLaemMocT (cpefHuii AnanasoH n3me-
penus). Yactb 3. MeToa benarceHa

Bymara n kapToH. OnpepeneHve BO3fyXo-
NPOHMLAEMOCTN U COMNPOTUB/EHUS BO3JyXa
(cpepHuii gnanasoH u3mMepeHus). Yactb 5.
MeTtog Nepnm

CTaHAapTHbIVi MeTOA MCMbITaHWIA Ha NPOHW-
LlaeMOoCTb BO3/lyXa TEKCTU/bHbIX TKaHeld

ConpoTviBneHne bymarn Bo3ayxy (metog 'epnm)

ConpoTuB/eHue Gymars MPOHUKHOBEHMIO BO3-
nyxa (MeTog Mep/m nog, BbICOKVM AaB/EHNEM)

Mertopg ucnbira-
HUIA MeeT nog,
Tacpxaemvc
TOYHOCTU Wnnun
MorpeLLHoCTL,
CTabWILHOCTU
BOCTPOV3BO
MOCTU

HMN3L

H

Het

Het

Het

[a

[a
Ja

Mertog, mcnbl-
TaHWi MeeT
TO/bKO MOJ;
TBEPXKOEHV e

TOYHOCTU
W
MorpeLLHoCTn
HIM

H

Het

Het

Het

Pyko-
BOACTBO,
cran
aopTHbIN
MeTog,

[a

Ja

HM

HM

HI

HM

HMN

HMN
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CBOIACTBO;
ocobeli
MOCTb

CToliKoCTb

K cnupTy

OcHoBHast

Macca

Buocos-
MecTu-
MOCTb

Mpogas-
nvBaiine

Xnopuabl

YnuctoTa

Macca
MOKPbITUA

CcblKa Ha cTaHaapT,
AOKYMEHT

AATCC-193

1ISO 536

ASTM DA4321

ASTM D3776-6M

TAPPI T410

I1ISO 10993-1

ASTM F2475

I1SO 2758

TAPPI T403

ASTM F1140

ASTM F2054

I1SO 9197

TAPPI T 256

EN 868-4

TAPPI T 437

TAPPI T 564

ASTM F2217

HavvieHoBaHue AoKyMeHTa

OTTa/IKMBaH1e XMAKOCTel Ha OCHOBE BOApbI.
McnbiTaHne CTOMKOCTU K BOAHOMY/CNMPTOBO-
My pacTBopy

Bymara v kapToH. OnpejeneHue Macchl

CTaHAapTHbIi MeToA UCMbITaHui  BbIXoAa
YNaKoOBKU U3 NIACTUKOBOMN MIEHKN

CraHaapTHble MeToApl UCMbITaHUA Macchl Ha
eAuHnLy nnowaam (Bec) TkaHu

Macca 6ymarn 1 kapToHa (Bec Ha eauHuly
nnowaan)

Buonornyeckas oueHka MeauUUHCKMX M3ae-
i, Yactb 1. OueHka 1 ncnbitaHms

CTaHZapTHOe PYKOBOZCTBO MO OLEHKe 6MOo-
COBMECTVMOCTM YMaKOBOYHbLIX MaTepuasios
N7 MeAULMHCKX U3aenuii

Bymara. OnpefienieHne conpoTuBEeHNs Npo-
[aBNMBaHNIO

ConpoTusneHvie bymarv NpoAas/IMBaHNIo

CraHaapTHble MeToAbl rMOKOW ynakoBKu MC-
MbiTaHUi Ha CONPOTWB/IEHNE BHYTPEHHEMY
[aBnexHuo

CTaHAapTHbIE MeTof WCMbiTaHuii Ha pas-
pbIB repMeTU3MPYIOLLMX LIBOB B M6KOI yna-
KOBKE MPU MOMOLYM HarHeTaHWsi BHYTPEeH-
HEero AaB/ieHnst B OrpaHUuMTENIbHbIX nac-
TUHaX

Bymara, KapToH 1 uennonosa. Onpegene-
HUE COAepXaHusi BOAOPACTBOPUMBIX X/10pU-
[0B

BogopacTeBopvMble X/10pKAbI B LIE/0103e 1
6ymare

YnakoBka 415 MeVLMHCKUX U3aenuii, nogne-
Xalmx UHULLIHOW cTepunusaumn. YacTtb 4.
BymaxkHble nakeTbl. TpeboBaHWsi 1 METOAbI
ucnbiTaHuii (npunoxexune B)

MpvmMecyn B ymare 1 KapToHe

Mpo3payHas guarpamma 418 OLeHKN pasme-
pa oTCTynoB

CraHaapTHas npakT1ka onpegeneHns Macchl
MOKPLITUSI/IC/IBEBOTO C/1081

FOCT ISO 11607-1—2018

Mertog vcnbima-
HUIA UMEET Nog,
ToepxaeHre
TOYHOCTU LW
MOrpeLLHOCTH,
CTabWILHOCTK,
BOCMPOV3BOAU-
MOCTU

Het

Het

Ja

Ja

Ja

HM

HM

Ja

fa
Ja

[a

Het

Het

Het

[a

HIM

Mertog, ucnbl-
TaHW YMeeT
TOJbKO MOA-
TBEPXAEHME
TO4HOCTU
uwn
MaTPOLLHOCTVA.

Het

Het

HIM

HIM

Het

Het

HeTts>

HM

Pyko-

aofc-vo

CTaH-

[apTHbIiA
meToq,

HI

HM

HM

HM

HM

[a

[a

HM

HI

HM

HM

H

HI

HI

HM

HI

Ja
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CaolicTo/
ocobeH-
HOCTb

KoHau-
LioHMpo-
BaHue

Pa3mepb!

Apanupy-
emMoerb

Mpo*ocTb
npu
nsrnée

Mukpo6-

HblIlA
6apbep

16

Ccblinka Ha CTaHaapT,
[LLOKYMEHT

ISO 187

ASTM D4332

ISO 2233

ASTM F2203

1ISO 9073-9

ISO 2493-1

1ISO 2493-2

DIN 53121

TAPPI T489

TAPPI T566

ASTM F392

ASTM F1608

ASTM F2638

HavmveHoBaHne foKyMeHTa

Bymara, KapToH U uenmonosa. CtaHgapT-
Hasl aTMocdepa ANs KOHAMLMOHUPOBAHUS
M UCMbITAHUS 1 METoAMKa KOHTPO/S aTMo-
cpepb! 1 YCNOBUiA KOHAULMOHNPOBAHUS 06-
pasuos

CraHgapTHas npakTuka KOHAMLMOHWMPOBa-
HUS KOHTEHEpPOB, YNaKoBOK UMN KOMMOHEH-
TOB YNaKOBKM A1 UCTIbITAHMS

YnakoBka. TpaHcnopTHasa Tapa ¢ ToBapamu u
eAVHNYHbIE TPy3bl. KOHAULMOHMPOBaHWE 415
nCnbITaHWi

CTaHfapTHbI METOA UCMbITaHNUSA 415 NINHEe-
HOro U3MEPEHMWS C UCNOJIb30BaHNEM JIMHENKM
13 NPELM3NOHHOI cTanm

TekcTub. MeToAb! UCMbITaHUS HETKaHbIX Ma-
TepuasioB. YacTtb 9. OnpegeneHne nokasare-
Nns ApannpysmocTu

Bymara n kapToH. OnpefenieHnsi conpoTus-
nenus nsrmby. YacTb 1. MocTosiHHasA cTeneHb
nporun6a

Bymara n kapToH. OnpegeneHus conpoTmBs-
neHus um3rmby. Yactb 2. LlatpoobpasHbliii
Tectep

VcnbiTaHusa 6ymarm n kaptoHa. Onpepgene-
HWe COMpoTWBMEHUSA CrmbaHuilo MeToAoM
nyya

ConpoTtuBneHne crubaHuio  ()KeCTKOCTb)
6ymar ¥ kapToHa (waTpoobpasHblii Te-
CTep Ha XecTKoCTb B 6a30BOii KOHdhurypa-
Lyym)

ConpoTuBneHne  crmbaHuio  ()KECTKOCTb)
6ymary (lwatpoobpasHblii TecTep Ha XecT-
KOoCTb B KoHdurypauum 0 go 10 egvHwuy,
XKEeCTKOCTK)

CTaHAapTHbIli METOA MCMbITaHUS NMPOYHOCTU
npy U3rnée MArkMx 6apbepHbIX MaTepuanios

CTaHAapTHbI/i METOA, UCTILITAHUS AN PaHX-
pOBaHUSi MUKPOGOB B MOPUCTbIX YMNaKoBOY-
HbIX MaTepuanax (kamepa 0b6ny4eHns)

CTaHfapTHbI/i METOA MCMbITaHNs NpUMeHe-
HUA a3po30/bHON hunbTpauun Ana usme-
peHus paboumx XapaKTepucTUK MOPUCTbIX
YNakoBOYHbIX MaTepuasios B kayecTse 3ame-
LLleHMs MMKpOGHOro 6apbepa

MeTog vcnbita-
HWiA MeeT nog-
TBepxaeHve
TOYHOCTV Wwnnm
MOrpPeLLHOCTH,
CTabuNbHOCTK,
BOCMPON3BOAN-
MOCTU

HM

HN

HN

[a

Het

[a

Ja

Het

[a

Ja

Ja

la

Ja

Metog ucnbl-
TaHu veeT
TOMBKO NOZ-
TBEpXaeHe
TOYHOCTU
nvnn
NorpeLUHocTn

Hr

HN

H

Het

Het

Pyko-
BOZCTBO.
cTam

[apTHbIA
METOZ,

Ja

[a

Ja

HIM

HM

HM

HMN

HI

HM

HMN

HMN

HM

HMN
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CBOIACTBO;
ocobeii
HOCTb

Mwukpo6-
HbIiA
6apbep

MpoHuua-
emocTb
Kucnopo-
aa

Cnocob6-
HOCTb K
OTKPLITUIO
oTcnau-
BaHMeM

Wcnbl-
TaHue
pabounx
XapakTte-
PUCTUK

CcblKa Ha cTaHaapT,
AOKYMEHT

DIN 58953-6

BS 6256

ASTM F2101

SS 876 0019

ASTM D3985

ASTM F1307

ASTMF1927

ASTM F2622

EN 868-5

ASTM D4169

Cepusa ISTAL1.2M3

ISTA 4AB

HavvieHoBaHue AoKyMeHTa

Crepnnmsaunsa.  ObGecneveHne  CTepwub-
Holi nocTaBku. YacTb 6. McnbiTaHne MUKpPO-
6uonormueckoro  Gapbepa  ynakoBOYHbIX
MatepuanoB AN MeAWMUMHCKUX U3aenuid,
nognexawmx crepunusaumn. Bymara ans
YyNakoBOYHbIX NMakeToB ¥ CBEPTKOB. McnbiTa-
HWe. NoANyHKT 2.14

TexHnyeckve ycnoBust Ha 6ymary ans crepu-
NIN3ALMOHHBIX GYMaXHbIX MELLKOB, NakeToB
N PY/NIOHOB MEAMLMHCKOTO HasHauyeHus, npu-
noxexve C

MeTog, ucnbiTaHua ansi oueHky adhdeKTUBHO-
CTV unbTpauum MUKPOGOB Yepe3 MeauLmWH-
CK1e Macku 4151 i@ ¢ NOMOLLbio BGuonornye-
CKOTr0 a3p030/15i C 30/10TUCTbIM CTahUTOKOKKOM

MeauuyHckuiA - TekeTunb.  MPOHWMKHOBEHME
MUKPOGOB. BnaxHas cpeaa

CTraHAapTHbIE MEeToA, UCMbITaHuiA Ha CKo-
POCTb NPOHMKAHWS KNC/TOPOAHOrO rasa Yepes
NAacTUKOBYHO NSIEHKY U IMCTbI C NPUMEHEHU-
€M Ky/IOHOMETPUYECKOTO AaTunka

CTaHfapTHbI MEeTof, WCMbITaHWA Ha CcKo-
pOCTb MPOHUKAHMS KMCMOPOAA BHYTPb CyXUX
yNakoBOK C MPUMEHEHUEM Ky/IOHOMETpUYe-
CKOrOo faTumka

CTaHAapTHbI METOA UCMbITaHUI Ha onpeae-
JIEHNE CKOPOCTM MPOHUKAHWS KUC/IOPOAHOTO
rasa v NPOHULLAeMOCTY NP KOHTPOIMPYEMOii
OTHOCUTENbHOM BNXHOCTM Yepe3 Gapbep-
HbIi MaTepuan C NPUMEHEHVEM Ky/oHOMe-
TPUYECKOro AaTumka

CTaHAapTHbIi MeToA MCMbITaHuii Ha CKo-
POCTb MPOHWKAHWS KUC/IOPOAHOrO rasa yepes
NAACTUKOBYIO N/IEHKY U INCTbI C NPUMEHEHU-
€M Pas/INyHbIX 4aTYNKOB

YnakoBka Ansi MEAULMHCKUX U3genuid, noge-
Xalmx UHWLLHON cTepunm3aumm. Yactb 5.
3aneyarbiBaeMble NakeTbl U PY/IOHbI, U3rOTOB-
NIeHHblE 13 MOPUCTLIX MaTepUasioB U maacTu-
KOBOW NnieHk. MeToapbl UcnbiTaHuin (Mpunoxe-
Hue C)

McnbiTaHne pabounx xapakTepucTuk Npu no-
CTaBKe KOHTEHEepPOB 1 YNakKoBOUYHbIX CUCTEM

MpegnocTaBoyHble METOAbI UCMbITAHWIA, pas-
paboTaHHble MexayHapoaHoi accoumaumnen
no 6e30MacHOCTN TPaH3UTHbIX NePEeBO30K

YnakoBka. M3aenus s 4ocTaBKu No N3BECT-
HbIM KaHanam cbbiTa

FOCT ISO 11607-1—2018

Mertog vcnbima-
HUIA KNCET nog,
ToepxaeHre
TOYHOCTU LW
MOrpeLLHOCTH,
CTabWILHOCTK,
BOCMNpOV3BOAV-
MOCTU

[a> 9>

Het

Het

Aa

Ja

Ja

[a

Het

HM

HIM

HM

Mertog, ucnbl-
TaHW YMeeT
TOJbKO MOA-
TBEPXIEHNE
TO4HOCTU
nwm

M0 POLLHOCTW.

HMo

Het

Ja

Het

Het

HMN

HM

HM

Pyko-

00Ac-o

CTaH-

[apTHbIA
meToz,

HI

HM

HM

HI

HM

HM

HM

HM

HM

Ja

Ja

Ja
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CaoiictBo/  Ccblika Ha CTaHaapT,

0CO6eH-
HOCTb

Mcnbl-
TaHve
pa6ounx
Xapakre-
pUCTUK

pH

Pasmep
nop

MNeyaTtb n
NnoKpbITHe

Mpokon

18

JOKyMeHT

ISTA7D

1ISO 4180

EN 868-8

ASTMF2825

ASTM D7386

ISO 6588-1

ISO 6588-2

TAPPI T509

TAPPI T435

EN 868-2

ASTM F2250

ASTM F2252

ASTM D1709

ASTM F1306

HavMeHoBaHVie AoKyMeHTa

YnakoBKa ¢ KOHTPOMMpyEMbIMU TeMnepaTyp-
HbIMW MoOKa3aTensimMum A/ CUCTEM [OCTaBKu
nocbU10K

YnakoBka. YKOMM/IEKTOBAHHAs ynakoBka /s
TpaHCNopTUPOBaHUs. PyKOBOACTBO K COCTaB/e-
HU1IO PEXMMOB 3KCM/yaTALMOHHBIX UCTIbITAHNI

YnakoBka AN MEAULMHCKUX  WU3LEeNui,
nognexawux (OUHULLIHON  cTepunnsaumu.
YacTb 8. MHOropasoBble KOHTEliHepbl Ans
cTepunm3auuy B NapoBbIX CTepuinsaropax,
cooTseTcTBYyIOLWMX EN 285

CraHfapTHasi npakTuka nog4epkmBaHus Kim-
MaTUYECKUX YC/IOBUIA B YNAKOBOYHbIX CUCTE-
Max npw 4OCTaBKE OHOM NOCHIIKM

CraHfapTHasa npakTuka UcnbiTaHnsa paboumx
XapaKTepuCTUK YNakoBKW Mpu AOCTaBKE Of-
HOW NOCbINKN

Bymara, kapToH 1 Lennonosa. OnpegenexHne
pH BoAHbIX akcTpakToB. YacTb 1. XonogHas
3KCTpaKL s

Bywmara, kapToH 1 uensonosa. Onpegenexve
pH BoOAHLIX 3KCTpakToB. YacTb 2. opsdvasn
3KCTpaKuus

KoHUeHTpaums BOAOPOAHbLIX MOHOB (pH) akc-
TpakToB 6ymaru (METOA XOMIOHOM SKCTPaKLy)

KoHueHTpauusa BofopoaHbix oHoB (pH) akc-
TpakToB 6ymaru (MeTog ropsyeii skcTpakLmm)

YnakoBka A5t MeAULMHCKNX n3aenvid, noane-
Xawmx UHULLHON cTepunmsauun. YacTb 2.
Ynakoska Ana crepunusauun. TpebosaHusa n
MeTOoAbl UCMbITaHUA (npunoxeHune Cc))

CraHAapTHbI MeTog OLEeHKW CTOWKOCTY K XVMU-
4eckoMy BO3/ENCTBUIO (hacok A1 neyaru v no-
KPbITUIA 47151 MArKUX YNaKoBOYHbIX MaTepuasios

CTaH4apTHbIi MeTog, OUeHKW CuenneHust
KPackn 1 MOKPbLITUSI C MATKAMU YNAKOBOYHbI-
MW MaTepuasiaMmu C UCrosib30BaHNEM MUMKOM
NEeHTHI

CTaHAapTHbIA METOA, MUCMbITaHWst aNs onpe-
[leNeHnst CTOMKOCTU K yZAapHbIM Harpyskam
N/IeHKU U3 NAACTMACChl C NPYMEHEHNeM CBO-
604HONAAAIOLLEro APOTHKA

CTaHfapTHbIii METOA, UCNbITAHUA A5 onpe-
[eneHns NpPOKOMOCTOWKOCTW Mpu  Masioi
CKOPOCTW TMBKMX GapbepHbIX MIEHOK W na-
MUHATOB

Mertop, ncnbira-
HWUA UMeeT nog-
TBEPXKAEHME
TOUHOCTV W
MOrpeLLHOCTH,
CTabWILHOCTH,

rocnpoubioay-
MocTV

H

HIM

Het

HMN

HM

Ja

Ja

[a

[a

Het

HI

HMN

[a

NbTog UCnbl-
TaHWA veeT
TO/bKO Mof-
TBEPXKOEHVE
TOYHOCTU
wwm
MorpeLLHocTn
HM
HM

Het

HMN

H

Het*1

HI

HIM

Pyxko-
BO/CTBO.
cram

[APTHBIN
meTof,

Ja

[a

HM

[a

Ja

HI

HMN

HM

HM

HMN

Ja

[a

HI

HM
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CBOIACTBO;
ocobeii
HOCTb

Mpoxkon

Mpou-
HOCTb
coefyiHe-
HYS

Pas-
paboTka
TEXHU-
YecKux
YCNoBWi

Cratu-
yeckoe
INeKTpY-
YBCIBO

LlenocT-
HOCTb
cTepunb-
Holi 6a-
pbepHoit
cucTeMbl

CcblKa Ha cTaHaapT,
AOKYMEHT

ASTM D3420

ASTM F88JF88M

EN 868-5

ASTM F2559.

2559F

ASTM F99

ASTM F17

ASTM F2097

BS 6524

ASTM D257

ASTM F2228

ASTM F1929

ASTM F2227

ASTM F2391

HavvieHoBaHue AoKyMeHTa

CTaHaapTHbI MEeToZ UCTbITaHUs 415 onpege-
JIEHUS CTOMKOCTM K yAapHbIM Harpy3kam rnieH-
KU M3 NIaCTMAcChl C NPUMEHEHNEM MasiTHUKA

CTaHAapTHbIA MeTog, UCTbITaHus Ans onpe-
[1eNEeHNs NMPOYHOCTU COeANHEHNs TMBKNX 6a-
PbEPHbIX MaTEPUASIOB

YnakoBka AN MeAULMHCKMX  U3aenuid,
nognexawmx (UHULLIHON  cTepuan3aunn.
YacTb 5. 3anevaTbiBaemble MakeTbl U pyno-
Hbl. W3rOTOB/IEHHbIE W3 MOPUCTLIX MaTepua-
0B U NNacTUKOBOW nfeHkn. TpeboBaHWst n
MeToAbl UCNbITaHW

CTaHfapTHoe PYKOBOACTBO MO HanucaHuio
TEXHUYECKNX YCMIOBUIA AN1A CTEpPUN3aLMoH-
HOW ynakoBKW, OTKPbIBAIOLLEVCA C MOMOLLbO
paccnavBaHus

CTaHJapTHOE PYKOBOACTBO MO HAMMUCaHWo
TEXHWUYECKWX YCMOBWIA AN1S1 TMOKUX PYNOHHBIX
6apbepHbIX MaTepuasnion

CTaHfapTHast TEPMUHOMOTUSA, OTHOCALLAACS
K rmbKoii 6apbepHoii ynakoBke

CTaHfapTHOe pyKOBO/ACTBO MO MOAeNnpoBa-
HUIO 1 OLEHKe NepBUYHOV TMOKOI YNakoBKu
AN MeJULVHCKNX U3aennii

MeTog onpeaeneHns NoBEPXHOCTHOTO YAe lb-
HOTO CONPOTUB/IEHUS TEKCTU/BHBIX TKaHEei

CTaH,D,apTHbIe MeToAabl MCNbITAHUIA Ha conpo-
TUBN1IEHNe NOCTOAHHOMY TOKY WM npoBoAun-
MOCTW AN3NEKTPUYECKUX MaTepunasioB

CTaHfapTHbIi MeTog, UCTbITaHWsi Ha Hepe-
CTPYKTVBHOE OGHapyXeHWe yTeyek B Me-
[OVLMHCKON ynakoBKe, KOTOPbIA CoeanHseT
MOpUCTbIli GapbepHbIi MaTepuasl MeTOAOM
NPYMEHEHNs KOHTPObHOTO rasa CO,

CTraHAapTHbI METoA, UCTbITaHUA Ha O6Ha-
py)XeHue yTeyek B repMeTu3vpylollem LuBe
B MOPUCTOIN MeAMLIMHCKOW yNnakoBKe C NOMo-
LI MPOHMKHOBEHUS KpacuTens

CTaHAapTHbIi MEeTof, UCTbITaHUs Ha Hepe-
CTPYKTMBHOE OBHapyXeHne yTeyek B He 3a-
KPbITbIX T@PMETUYHO W B MYCTbIX SI0TKaX A4/14
MeAMLIMHCKOW YyNakoBKM METOAOM MpuMeHe-
HUSA KOHTPOIbHOTO rasa C02

CTaHfapTHbI MeToZ, UCMbITaHUii Ha BbIsIBE-
HWE Lie/IOCTHOCTM YNaKOBKU 1 TePMETU3NPYIO-
LLero LWBa C MCMOJIb30BaHWEM TeNnsi B Kade-
CTBE KOHTPOJILHOTO rasa

FOCT ISO 11607-1—2018

Mertog vcnbima-
HUIA UMEET Nog,
ToepxaeHre
TOYHOCTU LW
MOrpeLLHOCTH,
CTabWILHOCTK,
BOCMPOV3BOAU-
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MpopomkeHne Tabnuuybl B. 1

CaoiicTBO1

ocobeH-
HOCTb

Llenoct-
HOCTb
cTepusib-
Holi 6a-
pbepHOIA
cucTembl

Cynbtha-
Thl

Conpo-
TVBNEHNE
paspbIBy

CsolicTBa
npw pac-
TSHKEHWN

20

Ccblinka Ha CTaHaapT,
[LLOKYMEHT

ASTM F2096

ASTM F1886/
F1886M

ASTM F2338

ASTM D3078

ASTM F2095

I1ISO 9198

TAPPI T255

EN 868-4

ASTM D1922

ASTM D1938

ISO 1974

ISO 1924-2

ISO 1924-3

ASTM D882

HavmveHoBaHne foKyMeHTa

CTaHgapTHbI MeTog, MCMbITaHWn Ha O06Ha-
py)XXeHne o6LMX yTeyek B yrmakoBke MyTem
HarHeTaHusi BHyTPEHHEro flaBneHust (TeCT Ha
NosIB/IEHNE My3bIPbKOB)

CTaHAapTHbI MeToA, MCMbiTaHWii Ha onpe-
[leNleHne  LefloCTHOCTU  TepMeTU3NPYHOLLNX
LUBOB B MEAMLMHCKOI YNakoBKe MyTem BU3Y-
aNbHOTO KOHTPONSA

CTaHAapTHbIi MEeTof UCMbITaHWA Ha Hepge-
CTPYKTUBHOE OGHapYXEHMEe yTeueK B ynakos-
Kax nyTemM BakyyMHOro pacnaga

CTaHfapTHbI MeTog, UCMbITaHWs Ha Hepe-
CTPYKTMBHOB OBHapyXeHne yTeyek B rMoKkoi
ynakoBke MmyTeM 06pa3oBaHus My3bipbkoB

CTaHfjapTHble METOAbI UCMbITaHUI Ha yTeuky
NPU CHWXEHUN [aBeHnst B TMOKOIA ynakoBke
C NpUMeHeHneM 1 6e3 NPUMeHEHNs orpaHu-
UNTENbHBIX NNACTUH

Bymara, kapToH U Lienntonosa. Onpeaenexune
BO/0PACTBOPUMbIX CY/b(HaToB

BopgopacTeBopumble cynbaTbl B LEMOM03E
1 6ymare, MeTOA, UCMNbITaHWiA

YnakoBka A5 MeAULMHCKNX N3AeNWiA, nogsie-
Xawmx UHNULLHON cTepunusaummn. YacTb 4.
BymaxHble nakeTbl. Tpe6oBaHWsA U MeToAbl
ncnblTaHuii (Npunoxexne B)

CTaHfapTHbIe UCMbITaHWSA A1 onpeaeneHnst
COMPOTUB/EHUS PACPOCTPAHEHNIO paspbiBa
NJIEHKU M3 NIACTMAacchl M MAACTMACCOBbLIX
NIEHT METOZOM MasiTHUKa

CTaHAapTHbI MeTog, ucrnbiTaHus Ans onpe-
[leNeHns ConNpoTUBEHUSI PacnpOCTPaHEHMIO
paspbiBa MAEHKU U3 naacTMacchl (pasgBoeH-
HbiIli Pa3pbIB) M NNACTMACCOBbIX NIEHT METO-
[10M OMHOYHOrO paspbiBa

Bymara. OnpefesieHne conpoTuB/IeHNs pas-
anpy (metog dnbmeHacpda)

Bymara u kapToH. OnpegeneHne CBONCTB Npu
pactshkeHun. Yactb 2. MeTog ya/IMHEHUs C
MOCTOSIHHOW CKOPOCTbIO

Bymara 1 kapToH. OnpegeneHvie CBOWCTB Npu
pactsxeHun. Yactb 3. MeTog ya/IMHEHUA C
NOCTOSIHHON CKOpPOCTbio (100 MM/MUH)

CTaHAapTHbIA MEeTOoA, MCMbITaHWs 4ns onpe-
[leNneHns CBOWCTB MPU PAaCTSHKEHWUN TOHKUX
N1acTMacCoBbIX SIEHT

MeTog vcnbiTa-
HWIA MeeT nog-
TBEPXKAEHNE
TOYHOCTV Wwunm
NorpeLIHocTy,
CTabuNbHOCTK,
BOCMPOM3BOAW-
MOCTN
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MpogomkeHne Tabnuubl B. 1

CBOIACTBO;
ocobeii
HOCTb

CBoiicTBa
npw pac-
TSHKEHUN

Tonwwm-
Ha/nno-
HOCTb

YTeuka
Bakyyma

Buzy-
aNbHbIl
KOHTPO/b

BopocToii-
KOCTb

Mpapas-
NMBaHue
BO BJIaX-
HOM co-
CTOSIHUM

CcblKa Ha cTaHaapT,
AOKYMEHT

TAPPI T494

1ISO 534

ASTM F2251

TAPPI T551

TAPPI T411

EN 868-8

EN 868-8

1ISO 811

EDANA 170-1

EN 20535

AATCC-127

TAPPI T441

EN 868-2

I1SO 3689

HavvieHoBaHue AoKyMeHTa

CaoiicTBa Mpu pacTskeHun bymarvt n kapTo-
Ha (C MpUMeHeHWeM npu6opa YA/MHEHWs C
NOCTOSIHHOW CKOPOCTbHO)

Bymara u kapToH. OnpegenieHve TOMLWMHBI,
NA0THOCTY 1 YAE/bHOTo 06bema

CTaHAapTHbI MEeToZ, UCTbITaHUsA AN U3Me-
PeHUs TO/LLUMHBI TMOKMX YMaKOBOYHbIX MaTe-
puanos

TonwwmHa 6ymaru 1 kapToHa (MeToj MSIrkoro
BasvKa)

TonwwmHa (MepHas) bymaru 1 kapToHa

YnakoBka [AN8  MeOULMHCKUX  U3AEenuiA,
nognexatmx —(UHULIHON  CcTepunusaumu.
YacTb 8. MHoropasoBble KOHTEliHepbl A5
cTepunu3aLn B NapoBbIX CTepuinsaropax,
cooTseTcTBYylOLWMX EN 285

YnakoBka ANnA  MeAWUMHCKUX — U3aenuid,
nognexawmx (UHULLIHON  cTepuan3aumn.
YacTtb 8. MHoropasoBble KOHTelHepbl Ans
cTepunnsauyuy B NapoBbIX CTepunmnsaropax,
cooTBeTCcTBYIOWMX EN 285

TkaHu. OnpegeneHne BOJOCTOMKOCTH. Vcnbl-
TaHue rnapocTatuyeckum AasneHnem

BnaxHblii 6apbep. baHka Cc 3aBUHUMBatOLLIE-
€A KPbILLKO

Bymara v kapToH. OnpegenexHue BNaronoTo-
LeHust metogom Ko66a

BO,D,OCTOVIKOCTI;: ncnblTaHne ruapocratunye-
CKUM daB/ieHnem

BnaronornoweHne onpefeneHHoro pas-
Mepa (HeBnuTbiBAOLWMX) Oymarn, KapTo-
Ha 1 ropupoBaHHOro KapToHa (MeTon
Ko66a)

YnakoBka ANS  MeAULUHCKAX  U3genuid,
noanexawmx (QUHULLHON CcTepuaunsauun.
Yactb 2. YnakoBka p[ns cTepuiusauuu.
Tpe6oBaHua N MeToApl UCNbITaHWA (Npuo-
XeHne CBY

Bymara v kapToH. OnpegenieHne ConpoTuBe-
NIEHUs1 NPOAAB/MBAHUIO MOC/IE MOrPYXEHUs!

B BOZY

FOCT ISO 11607-1—2018

Mertog vcnbima-
HUIA UMEET Nog,
ToepKaeMme
TOYHOCTN LW
MOrpeLLHOCTH,
CTabWILHOCTK,
BOCMPOV3BOAU-
MOCTU
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OkoHuaHue Tabnuubl B. 1

CaoiictBo/  Ccblnka Ha CTaHAapT, HavimeHoBaHuWe fjokymeHTa Mertog, ucnbita-  MeTog ucnbl-  Pyko-
0cob6eH- [LOKYMEHT HUIA IMEEeT NoA- TaHU UMeeT  BOACTBO.
HOCTb TBEPXAEHNe  TOMbKO MOA-  CTaMm

TOUHOCTV WM TBEPXKAEHWE  JApTHbIN
MOrpeLLHoCTy, TOYHOCTU MeToz,
CTabWNLHOCTY, nvnn
BOCMPOW3BOAN- MOTPELLHOCTH
MOCTU
CsoiictBa SO 3781 Bymara n kapToH. OnpefeneHne npo4yHoOCTU Het Het HMN
npu pac- Npu pacTsXeHUN noce NorpyxxeHus B Boay
TSKEHUN
BoBnaxk- TAPPI T456 Paspymal(“)u.l,ee ycunne npu pacTsHkeHun Ha- [a HMN
HOM CO- CbILLEHHON BOAONM Bymarn u kapToHa («pas-

CTOSAHUN PblBHOE yCunne BO B/1aXXHOM COCTOFIHI/IVI»)

a| HM — He npumMeHsieTcs.
b) N5 NOATBEPXAEHUA TOYHOCTY U/uAm norpelHocTy cm.: Berry C.W. n Harding L. (2012), Banugauua metoaos

UCMbITaHUI N1 ONMCaHUsa U onpegeneHns MaTepuasioB, MPUMEHSIEMbIX B U3rOTOBIEHWN CTEPUIN3ALMOHHON YMaKOBKY.
Packag. Techno). Sci.

¢ MeTog, uCMbITaHWil ansi onpefeneHus pasmepa nop Takke npueBeaeH B EN 868-3:2009. npunoxeHue D.
EN 868-6:2009 1 EN 868-7:2009.

dl ASTM “MeeT TO/IbKO NOATBEPXAEHNE TOYHOCTU.

*) MeTog UCMbITaHWA Ha BOAOCTOMKOCTb Takke npveegeH B EN 868-3:2009, npunoxeHne D. EN 868-6:2009 un
EN 868-7:2009.

A VcnblTaHne MOXeT 6bITb NpoiigeHo 6o He npoiigeHo. MorpewwHocTb ABAsSETCA ycTapeBLUeit.

91 NMoaTeepxaeHne cTabuabHOCTM 1 Bocnpoussogumoctu em.: O. Zahn. ISEGA Forschungs- und Untersuchungs-
gesellschalt mbH. MexnabopaTopHoe ucnbiTaHne — «lMcnbiTaHne MUKPOHGHOTO 6apbepa B yNakoBOYHbIX MaTepuaiax
019 MeAULMHCKUX U3Lenunid, nognexatuux ctepunmnsauum» B cootsetctaum ¢ DIN 58953-6:2010.

(N3meHeHve N9 1. 2014)
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Mpunoxexne C
(o6a3aTensHoe)

MeToA UCNbITAHWUA ANS ONpefenieHus CONPOTUBEHNS HENPOHULAEMbIX MaTepuanos
NPOXOXAEeHUD BO3ayxa

C.1 HenpoHuLaemble Matepuanbl A5 6apbepHbIX CUCTEM 4151 CTEPUNN3ALMM NOAIEXAT UCTbITAHWIO Ha BO3AyXO-
npoHuLaemMocTb B cooTBeTcTBUM C ISO 5636-5.

KpuTepuii ncnbITaHWst: CyCTs MUHUMYM 14 He JO/MKHO GbiTh BUAMMOTO ABUXKEHUS LUANHAPA, Aonyck f +1 M.

C.2 ina cTaHAapTHOTO MOHUTOPUHIA U NPOU3BOACTBEHHbIX UCTbITAHWUIA MOTYT NPUMEHSATL Apyrne MeToAbl. OgHako
3TV METOAp! AO/MKHbI ObITb BaNMAMPOBaHbl B COOTBETCTBUM CO CTaHAAPTHbIM MeToAoM ucnbitaHusa (cMm. C.1) ana npume-
HAEMbIX MaTepuanos.

MpumeuaHne — [llpumepbl TakMx MeTOA0B NpuBeaeHbl B Npunoxexun B. [1nsa onpeaeneHns BO34yXONpPOHKU-
LLaeMoCT1 MOryT MPUMEHATb Takne MeTodbl, kak meTog Lonnepa. B cooTBeTcTBUM C 1SO 5636-2. KoadhduumeHTbl nepe-
cyeTa A/19 pasHbIX TUMOB annaparypbl, NPUMEHAEMOl ANA pas/INYHbIX METOLOB ONpeae/ieHNs BO34yXONPOHMLLAeMOCTH,
npveegeHsl B 1ISO 5636-1.
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Mpunoxexve A
(cnpaBouyHoe)

CBefleHNss 0 COOTBETCTBUN CChI/TOYHbIX MEXAYHAPOAHbIX CTaH4apTOB
CCbITIOYHBIM MeXrocygapCTBeHHbIM CTaHgapTam

Ta6bnuya JA.1

O603HAUEHNE CCbUTOYHOTO CreneHb O603HaueHe U HAMMEHOBAHIE COOTBETCTBYHOLLIETO
MEX/1yHAPO/HOI0 CTaHaapTa COOTBETCTBUA MEXXTOCY/4aPCTBEHHOIO CTaHAApTa
1SO 5636-5 — °

* COOTBETCTBYIOLLMIA MEXTOCYyJapCTBEHHbIA CTaHAAPT OTCYTCTBYET. [0 ero NPUHATVSE PEKOMEHAYeTCs UCMO/b30-
BaTb NepeBof, Ha PYCCKUiA A3bIK 4AaHHOTO MEXAyHapoAHOro cTaHaapTa. MepeBos AaHHOTO MeXAyHapo4HOro CTaHaapTa
HaxoauTtcs B ®efepasibHOM MH(OPMALMOHHOM (hOHAE CTaHAApTOoB.
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