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rOCT ISO 11607-1—2018

Mpeancnoeue

Llenn, oCHOBHEIE NMPUHLUNEI M OCHOBHOW MOPSAOK NpoBefAeHWUs paboT No MeXrocyaapCTBEHHOW CTaH-
haptusaumn yctaHoeneHsl B FOCT 1.0—2015 «MexrocynapcreeHHasa cuctema ctaHgaptusauuu. OCHOBHbIE
nonoxenunsa» u FOCT 1.2—2015 «MexrocynapcTeeHHas cucteMa ctaHgaptudayuu. CtaHgapTsl Mexrocygap-
CTBEHHbIE, NpaBmMia U peKkoMeHO4aL MK No MeXrocygapcTBeHHON cTangapTMaaunu. Npasuna paspabotku, npu-
HATUSA, 0OHOBNEHUSA 1 OTMEHbI»

CeeneHus o cTaHgapTe

1 NOAMOTOBJIEH O6LecTBOM C OrpaHWYeHHON OTBETCTBEeHHOCThH «[tonoH Hayka w TexHonorum»
(OO0 «[rwonoH Hayka u TexHonorum») Ha ocHoBe 0hMLMANbHOTO NepeBoda Ha PYyCCKUIA A3bIK aHINOA3bIYHON
BEPCUK YKA3aHHOTO B NyHKTe S cTaHgapTta, koTopbli BbinonHeH ®IYT « CTAHOAPTUHO®OPM»

2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY peryrnvpoBaHUi0 U MeTponorun

3 MPUHAT MesxrocynapcTBeHHbIM COBETOM MO CTaHZapTM3auvM, METPOnorum u ceptudukavnmn (npo-
Tokon oT 27 nioHsa 2018 r. Ne 53-2018)

3a NMPUHATKE NPOrorocoBanu:

KpaTkoe HauMeHoBaHue cTpaHbi Kog cTpaHbi CokpalleHHOe HaUMEHOBaHWe HaLMOHANBLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHaapTuaauum
Benapycb BY lNoccranpapt Pecnybnuku Benapyck
KazaxcTaH KZ locctanpapTt Pecnybnuku Kasaxctan
Poccus RU PocctaHgapt
TagxuKnucTaH TJ TagxukcTaHOapT

4 MNpukasom PenepanbHOro areHTCTBa MO TEXHUYECKOMY PeryrnvpoBaHunio W meTtponorin ot 30 aerycTa
2018 r. Ne 546-cT mexrocygapctBeHHbIn ctaHgapt FOCT ISO 11607-1—2018 BBegeH B 4eACTBUE B Ka4ecTse
HauuoHanebHoro ctaHgapTa Poccuinckon ®epgepauun ¢ 1 anpensa 2019 .

5 HacTtoswwun ctaHOapT WaeHTu4eH mexayHapogHomMy crtangapty 1SO 11607-1:2006 «YnakoBka ans
MeOMUMHCKUX M3genuin, nognexawmnx uHULLIHON cTepunusaumn. Yacte 1. TpeboBaHua k maTtepuanam, ba-
pbepHbIM cUCTeMam ANs CTepunu3aumn U ynakoBouHbIM cucTemam» («Packaging for terminally sterilized
medical devices. Part 1. Requirements for materials, sterile barrier systems and packaging systems», IDT),
BKM4asa nameHeHne Amd.1:2014.

M3ameHeHnss K HacTosLLEMY CTaHOapTy, NpUHATLIE Nocne ero oguuManbHOW nybnukauun, BHECEHbI B
TEKCT HacCTOSLLEero cTaHAapTa W BbleNeHbl ABOWMHOW BEpPTMKANbHOW NUHMEN, PacnonoXeHHOW Ha NOnsx oT
COOTBETCTBYHLLEro TekcTa, a obo3HayeHne v ro NpMHATUA M3MEHEeHUs NpuBedeHbl B cKoBKax nocre cooT-
BETCTBYIOLLEro TeKkcTa.

MexgyHapogHeIA cTaHgapT pa3pabortaH TexHudeckuMm kKomutetoM ISO/TC 198 «Crepunusauns meau-
LIMHCKUX n3genuin» MexgyHapodHOW opraHm3auuu no ctaHgaptusauum (1ISO).

OdomumanbHble 3K3eMNMAPbl MEXAYHAapOAHOro cTaHAapTa, Ha OCHOBE KOTOPOro NMoaroTOBNEH HACTOA-
LWMIA CTaHOAPT, U MeXayHapoAHble CTaHAapThl, Ha KOTOPble OaHbl CCbIMNKK, MMelTcA B PegepanbHoOM MHGOP-
MaLMOHHOM (DOHOEe CTaHOapTOB.

Mpy NpMMeHeHWW HACTOSILWEro cTaHgapTa pekoMeHayeTCca UCNoMNb3oBaTk BMECTO CChINOYHbLIX MeXay-
HapofHbIX CTaHA4apPTOB COOTBETCTBYIOLME UM MEXrocyfapcTBeHHble CTaHAapThl, CBedeHUs O KOTOpbIX Mpu-
BeLEHbI B AOMOMHUTENbHOM NpunoxeHuu JA

6 BSBAMEH IOCT 1SO 11607—2011
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Mnghopmayus 06 uameHeHusix K HacmosueMy cmaHGapmy ny6rnuKyemcs 8 exe200HOM UHhopMayu-
OHHOM ykasamerne «HayuoHnanbHble cmaHOapmbl», @ Mekcm U3MeHeHUL U Monpasok — 8 eXXeMeCsIYHOM UH-
hopMayuoHHOM ykazamene «HayuoHanbHele cmaHdapmei». B crydae nepecMompa (3aMeHsl) Unu OmmMeHb!
Hacmosiuezo cmaHdapma coomeemcmaylouiee ygedomneHue 6ydem onybnuKo8aHO 8 EXeMeCIYHOM LUHPOp-
MayuoHHOM ykazamene «HayuoHansHsele cmaHdapmely. Coomeemcemayowas uHghopMayusi, ygeedoMneHue
U meKcmbi pasMelwjamcs maKxke 8 UHhopmayuoHHOU cucmeme obuje2o Monb308aHus — Ha 0buyUaTbHOM
calime ®edepanbHO20 azeHmcemea 10 MexHU4ecKoMy peaynuposaHuio U Memponoauu 8 cemu MHmepHem
(www.gost.ru)

© IS0, 2006 — Bce npaBa coxpaHsTcs
© CrangapTtuHdopm, ocdopmnerHue, 2018

B Poccuiickon ®enepaumni HACTOALMA CTAHOAPT He MOXeT ObiTh NONMHOCTBI UMY YaCTUYHO BOCMNPOU3-
BeAEH, TMPaXMPOBAH M PACNPOCTPaHEH B Ka4ecTBe oduumnansHoro nanaHusa 6es paspeweHun PegepanbHoro
areHTCTBa MO TEXHUYECKOMY PErynMpoBaHUIO M METPOMOrUn
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roCT ISO 11607-1—2018

BeegeHue

MpoLecc KOHCTPYWMPOBaHUS 1 pa3paboTKy YNakoBOYHLIX CUCTEM ANS (PUHULIHOW CTEPUNU3aLUKM Mean-
LWHCKUX U3OENUA ABNSIETCS CMOXHLIM U OTBETCTBEHHLIM 3TanoM. KOMNOHEHThI U3OEeNUs 1 yNakoBOYHYO CU-
CTeMy crefyeT coyeTaTb Takum obpazom, YTobbl NMONyYNTh paunoHanbHbIA, 6e3onacHell U 3 HEeKTURHEINA
NPOAYKT, COOTBETCTBYOLLMUIA CBOEMY HAa3HAYEHUH.

B HacTosflleM cTaHOapTe ycTaHOBINEHbl OCHOBHbIE XapaKTEpWMCTUKW MarepuarnoB W NpenBapuTenbHO
OT(HOPMOBAHHLIX CUCTEM 1151 UX NPUMEHEHUS B YMAKOBOYHbIX CUCTEMAX, NpegHAa3Ha4YeHHbIX And (UHULLHONA
cTepunusaumnm MeguLMHCKUX U3OEeNUi, a Takke paccMaTpMBaeTCs LMPOKUIA OMana3oH NoTeHUnanbHbIX MaTe-
puanoe, MegULMHCKUX U3OEeNWUA, KOHCTPYKLUUA CUCTEM YNAKOBKN U METOLOB CTEPUNU3ALIUN.

B ISO 11607-2 onucaHbl TpeboBaHMs K Banugauum npoLeccos hopMUpoBaHns, repmMmeTraanunn u cbop-
kn. Hactoawmi ctangapt 3amensieT EN 868-1 u yctaHaBnmnBaeT 0buwme TpeboBaHMA KO BCEM yNaAKOBOYHbLIM
matepuanam, Torga kak EN 868, yactn 2—10 — vacTHble TpeboBaHus k uenomy psagy obuweynotpebutens-
HbIX MaTepuanoB. O6e yactu ISO 11607 paspaboTaHbl B COOTBETCTBMW C OCHOBOMOMNarawiLuMn TpeboBaHus-
MW €BPONENCKMX OUPEKTUB, KacaloWwmMxcsa MeguUNHCKMX U3Oenui.

JencTeyloT eBponenckne cTaHOapTel, cogepxalme TpeboBaHWs K KOHKPETHbIM MaTepuanam 1 npeg-
BapuTenbHO 0ThOpPMOBaHHLIM DapbepHbLIM cUCTEMaM OIS CTEPUNM3aLnK, KOTOPblE M3BECTHLI KaK cTaHOapThl
cepuu EN 868. HacToawmit ctaHgapT paspaboTaH B Ka4yecTBe CpPefcTsBa Ans AeMOHCTpauuu cobnoieHus
OCHOBOMONarawwmx TpeboBaHNn eBpoNencKMX ANPEKTUB, KacaLlmnxca MeaULWUHCKUX U3 ennii.

CooteercTtBue nonoxeHnam EN 868 yacteil 2—10 MOXeT CnyXWTb NOATBEPKAEHUMEM COBNILEHMS 0a-
Horo unu bonee TpeboBaHW HAcTOALLEro cTaHaapTa.

CucteMbl ynakoBKM MeOULMHCKUX M3Aenuii, NoANexallMx OKOHYaTeNLHOoW CTepunu3aunm, npegHasHa-
YeHbl OnNsa cTepunusauun uagenuin, obecnevyeHnsa Mx UINUECKOW 3aWWThl, COXPaHEHUA CTePUNbLHOCTU 40
MecTa WUCMNonb3oBaHWUs 1 cobnioaeHMs acenTUYecKUX CBOMCTB.

OcobeHHOCTU MeAWUWHCKOTO W3LAenusa, npeanornaraemble MeToAbl CTepunusaluMi, CPOK TFOAHOCTH,
TPaHCNOPTUMPOBAaHWE M XpaHeHWEe BIUSIOT Ha KOHCTPYKLMIO YNakoBOYHOWM cucTemMbl U Bbibop maTtepuana.

OnHO 13 cylwlecTBEHHbIX NPenaTCTBAA ONs rapMOHU3aLMM — 3TO TEPMUHONOTUA. TepMUHbI «yYNakoB-
Ka», «<KOHeYHasl yNakoBKa», «KOHEeYHasa Tapa», «NepBuUYHasa Tapa» U «NepBUYHas YMakoBKa» TPaKTyKTCs No-
pa3HOMY B pa3HbIX CTpaHax, 1 BbIBOp O4HOTO U3 3TUX TEPMMHOB KaK OCHOBEI 4151 FTAPMOHU3aLUN C HACTOSLLMM
cTaHgapToMm siBuncsa bapbepom Ans yCnewHoro 3aBepLlleHns pa3paboTki 3TOro JOKYMeHTa.

B pesynbTate BBegeH TepMUH «bapbepHasi cucteMa Ansi CTepunnaaunmy» Ansi onnucaHns MMHUManbHON
yMNaKkoBKKW, HEOBX0AMMORN Ansi BbiMONHEHWs ocobbix TpeboBaHWi, NpeabaBnseMblX K MeAWULMHCKOW YNaKoB-
Ke, a UMeHHO: obecneyeHue yCNnoBuin AN NPOBEAEHUs CTepUNM3aLny, co3gaHne NpuemMnemMoro MMKpobHoro
Sapbepa u cobnogeHne acenTUYECKUX CBOMCTB. «3alLMTHaA ynakoBKa» npegoxpaHaeT bapbepHyo cucteMy
AN cTepunuaauum, n BMecTe OHM 00pasyroT ynakoBoYHYH cuctemy. «lpeaBaputensHo oThopMoBaHHEIE ba-
PbEPHbIE CUCTEMBI» MOTYT BKMOYaTh Nobble YacTh 3TOW CMCTEMbI, HAaNmpUMep calle, nakeTbl, 3ane4vaToiBae-
Mbl€ C MOMOLLbIO 3TUKETKW, Nepernbaemoin nononam, KaTyLIKM 4f15 HAMOTKW YNaKkoBOYHOW NIEHKKU, MpUMeHsie-
Mble B BonbHULax. OB3op BapbepHbIX CUCTEM ANSA CTepUnu3aLnn NpeacTaBneH B NPUNOXeHUn A,

BapbepHas cuctema BaxkHa ansa obecnedyeHna GesonacHOCTM MeOUUMUHCKUX U3AEenuiA B npouecce ¢u-
HULLIHOW cTepunuaayuu. PernaMeHTUPYOLLME OpraHbl MPU3HAKT BaXHYH ponk bapbepHbIX CUCTEM A5 CTepU-
nusaunmn, paccMaTpmBas UX Kak BCMOMOraTenbHOE CPeacTBO UM KOMMOHEHT MeAULMHCKOro U3genus.

MpenBapuTenbHO 0THOPMOBaHHbIE BapbepHble CUCTEMbI, KOTOPbIE 3aKynaT MegULWHCKUE ydYpexae-
HWUS AN UCNOMNb30BaHUA B NpoLlecce BHYTPEHHEN CTepUU3aLi, NpU3HaTCA MeQUUUHCKUMK U30eNuaMu BO
MHOTUX YacTax ceeTa.

(M3meHeHne Ne 1, 2014)
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Monpaeka k FOCT ISO 11607-1—2018 YnakoBka gnsa MegMUMHCKUX M3genun, nognexawmx puHuw-
HOW cTepunusauun. Yactb 1. TpeboBaHuA K MaTepuanam, bapbepHbIM cUcTeMaM OnAa cTepununiauum

M yNnakoBOYHbLIM CUCTEMAaM

B kakom mecte

HanevataHo

LomkHo bbiTb

MNpeaucnosue. Tabnuua
cornacoeaHus

ApmeHust

(MYC Ne 3 2025 1)
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rocCT ISO 11607-1—2018

M E X IO CVY OAPTG CTUBEHH Db H# C T A HAOAUPT

YMNAKOBKA ONnd MEQUUMHCKWUX U3OENWUA, NOONEXALWMX ®UHULWLIHON CTEPUNU3ALUKN
YacTtb 1

TpeﬁDBaHHﬂ K MaTepuanam, Gapbeprlm cUcTeMam anAa ctepunnu3aunmm
W yNnakoBOYHbIM CUCTEMaAM

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

Data BeegeHna — 2019—04—01

1 ObnacTb NnpUMeHeHus

HacToswuin ctaHaapT yctaHaBnueaeT TpeboBaHust K matepuanam, npeasapuTenbHO OT(OPMOBAHHBLIM
DapbepHbIM cUCTEMaM ONA cTepunu3aunM, 6apbepHbIM cUcTeMamM ANs CTepUnuaauni M yNnakoBOYHbIM CU-
cTeMam, npefHazHaYeHHbIM 4na UHULWHOA CTEPUNU3aLVK MeJULMHCKUX U3[enuidi 0o Toro, Kak oHu ByayT
A0CTaBneHbl K MECTY WX UCMONb30BaHWA, a TaKkKe ONWCbIBAET METOAL! UCTLITAHWIA.

HactoswumiA cTaHaapT NpUMeHsaeTca ONs YNakoBbIBAHUA MEAWLMHCKUX W3denuii, noasepraembix u-
HULLHOW CTEPUNN3ALIMA KaK B NMPOMBILLMEHHBIX YCIIOBUAX, TaK U B MEANLMHCKWMX YYPEXOEHUAX, a TaKKe npu
cTepUnM3aln MeauLUMHCKUX U3AENWA HeNOCPeACTBEHHO B BapbepHbIX CUCTEMAX.

Hactodawuin cTangapt He NPUMEHUM K YNakOBOYHBIM MaTtepuanam W/unv cuctemam, BHYTPU KOTOpbIX
HaxXoAATCA KOHTaMUHUPOBAaHHbIE MeAWLMHCKUE U3[enus, B npolecce UX TpaHCcMopTUpoBaHus Ao MecTa no-
BTOPHO 06paboTKK UMK yTUNU3aumu.

Hactoswumin cTangapT He pacnpocTpaHsieTcs Ha 6apbepHble CUCTeMbl U YNAKOBOYHbIE CUCTeMbI AMs
MEAULMHCKUX U3AEMNNiA, KOTOPbIE N3roTOBMEHB! acenTNYecKM cnocobom. Takke MOXET BO3HUKHYTL HeobXxo-
AMMOCTL B AOMNOMHUTENbHBLIX TPeGoBaHUAX K YyNakoBKe KOMMeKca «J1ekapcTBo/u3genmer.

Hactoawuin ctaHgapT He cofepxuT TpeboBaHWi k cucTeme obecneveHus KadecTBa Ans nNpoBefeHns
KOHTpONS Ha BCeX CTaAuax NMpou3BOACTEA.

(MN3meHeHne Ne 1, 2014)

2 HopmaTtuBHbIE CCbISIKN

B HacTodAwWweM cTaHgapTe UCNonNb30BaHbl HOPMAaTUBHLIE CCbINKW Ha criegylolme MexXayHapoaHble CTaH-
gapTtbl. na gatnpoBaHHbIX CCbINMOK MCMOMb3YOT TONLKO YKasaHHYo B cebinke pedakuuto. [1na HegatupoeaH-
HbIX CCbINTOK MCNONb3YHT MOCMEAHIOW pefaKkUMio OOKYMEHTa, Ha KOTOPbIA JaHa CCbinka, BKMYaa nwobbie
OONOMHEHWS, U3BMEHEHWNA N NONPaBKX.

ISO 5636-5 Paper and board — Determination of air permeance and air resistance (medium range) — | |
Part 5: Gurley method [Bymara v kapToH. OnpegeneHve BO34yXONPOHULIZEMOCTM M COMPOTUBIEHUA BO3AyXa
(cpeoHuin gnanazoH M3MepeHusi). Hactb 5. MeTtog Nepnu]

(M3meHeHne Ne 1, 2014)

3 TepmuHbI n onpegeneHns

B HacTodAweM cTaHgapTe NpUMeHeHb! criegyowme TepMUHbL C COOTBETCTBYOLWWMK onpeaeneHnsamm:
3.1 acenTuyeckoe npeacrtaBneHue (aseptic presentation): BHegpeHue n nepefada CTepuIibHOIMO U3-
genusa ¢ cobniogeHveM yCnoBvi n npoueayp, UCKNYalLWwmx MUKpobHoe 3apaxeHue.

W3paHuve ochmumanbHoe
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3.2

BGuoHarpyska (bioburden): Monynauma xM3HecnocobHbIX MUKPOOPraHW3MOB Ha W3denuu unu Gapbep-
HOI cMCTeMe ANA CTePUNM3aLny UMM BHYTPW HUX.
[ISO/TS 11139:2006]

3.3 ykynopo4Hoe cpeacTtBo (closure): Cpeactso, Mcnonbk3yeMoe Ans YKynopueaHus 6apbepHoi cu-
CTeMbl Ansl cTepunM3aummn 6e3 npuMeHeHUs KNeeBoro CoeuHeHws.

MpumevyaHne — bBapbepHyK CUCTEMY ANS CTEPUIA3ALMMA MOXHO YKYNOPWUTE YMNOTHUTENBHBIMM KDbILUKAMU
MHOrOpPAa30BOro NPUMEHEHWUA UM NOCNeO0BaTeNBHBIM CrBaHneM YNakoBkM 40 0bpasoBaHusa CKpyYeHHOro KaHana.

3.4 uenocTHoCTb yKynopo4dHoro cpepacTtBa (closure integrity): CBoiicTBa repMeTusvpyroLlero
cpeacTsa, No3sonsawwme eMy NpenaTcTBOBaTE MPOHUKHOBEHUIO MUKPOOPraHU3MOB B 3ajaHHbIX YCNOBU-
AX, KOTOpble OXBaTbiBAKT Mpouecc cTepunusaunn, obpaboTky, pacnpefeneHne, TpaHCNOpPTUPOBaHUE W
XpaHeHue.

(M3meHeHne Ne 1, 2014)

3.5 cpok rogHocTu (expiry date): Ykasanue gatbl (rog v Mecsl), 4O HACTYNNEHWA KOTOPOW MpomyKT
cnegyeT UCMONb30BaTh.

3.6 mapkupogka (labellig): 3TukeTka c NUCbMEHHLIM, MEYATHLIM, 3MEKTPOHHBIM UMK rpadnuyeckMm oTob-
paxeHueM AaHHbIX, NpUKpennaemMasn K MeguUUHCKOMY U3LeNUo NNW yNakoBOYHOW cUCTEME UMK npunaraeMas
B Ka4ecTBe COMNPOBOAWTENbHOIO AOKYMEHTa.

I pumedYyaHune — MapKMpOBKa cooepxunT M,EleHTI/ICbVIKaLLVIPO, TEXHUYECKoe onucaHue 1 cnocob npuMmeHeHunA
MegULIMHCKOro 1n3genna, Ho UCKN4YaeT TOBapoCconpoBoAUTENBHbIE OOKYMEHTHI.
3.7

MepuumHckoe usgenue (medical device): Mioboi MHCTpyMeHT, annapat, npubop, MalunHa, Npucno-
cobneHune, UMNNaHT, peareHT in vitro unn kanubpartop, NporpaMMHLIE CpeacTBa, Marepuan UM uHoe no-
nobHoe nsgenve, npeaHasHavYeHHoe NPou3BoaMTeNneM NS UCMNOoNb30BaHWsA, OTOENbHO UMW B COYETaHWUM,
Ha N4AX AnNs O4HOA UMM HECKOMbKWX ONpeaeneHHbIX Uenen, kak T1o:

- AMarHocTUKa, NpeaoTBpalleHne, MOHUTOPUWHN, NevyeHue, obnerdeHune 3abonesaHus,

- AWarHoOCTUKa, MOHUTOPWHT, NnevyeHne, obnerdeHve Unm KoMneHcauunsa TpaBMbl,

- MccnegoBaHusa, nepecagka, MoondukaumMsa nuM NogaepKka OpraHoB Mnu rU3nonorm4eckKkoro npo-
uecca,

- nopgaepaHve unu obecneveHne XusHu,

- KOHTpOnb 3a4aTus,

- Ae3nHekUns MeQNLMHCKUX U3OENNiA,

- nofnyveHne MHpOpMaLUUK NS MeQUUMHCKMX Lenel nocpeacTBoM paccMOTpeHus in vitro obpasuos,
nony4eHHbIX U3 YenoBe4YecKoro opraHuamMa,

1 KOTOPOE HE BbIMOMHAET CBOro OCHOBHOTO AE8NCTBUSA BHYTPM UIMM HA YeNOBEYECKOM Tene C NoMOoLLbH
hapMakonormyecknx, MMMYHOMOMMYECKUX UM mMeTabonnyeckux cpencTB, HO (yHKUWMKM KOTOPOro MOryT
ObITe NOgOepKaHbl TAKOBLIMK CpeacTBaMu.

[ISO 13485:2003]

Mpumevyanme — 370 onpegeneHue na ISO 13485:2003 paspaboTaHo cneumanbHOW KOMUCCKUeR no rnobans-
Hol rapmoHusaumm (GHTF 2002).

3.8 MukpobHbIM Bapbep (microbial barrier): CeoiicTBa repMeTU3vpyloLLLIErO cpeAcTBa, NPensTCTBYO-
LMe NMPOHUKHOBEHUH MWKPOOPraHM3MOB B 3adaHHbIX YCIOBUSIX, KOTOPbIE OXBaTbIBAlOT MpoLEecc cTepunmuaa-
uuKn, obpaboTky, pacnpedeneHue, TPaHCMOPTUPOBaHUE U XpaHeHue.

(N3meHeHne Ne 1, 2014)

3.9 ynakoBo4HbIA maTepuan (packaging material): [llo6on maTtepuan, npuMeHsieMbl NPU W3roToBNE-
HUW UMK YKYMOPUBaHUKN YNAKOBOYHOW CUCTEMBI.

3.10

ynakoBo4Has cucTema (packaging system): CoyetaHve GapbepHOi CUCTEMbl U 3aWUTHOW yna-
KOBKMW.
[ISO/TS 11139:20086]

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 9/37
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-11607-1-2018



https://gostexpert.ru?utm_source=pdf&utm_medium=57112
https://gostexpert.ru/gost/gost-11607-1-2018?utm_source=pdf&utm_medium=57112&utm_term=page

roCT ISO 11607-1—2018

3.1

npegsapuTennHo cchopmupoBaHHaa 6apbepHan cucTteMa ana crepunusaumm (preformed sterile
barrier system): BapbepHasa cuctema gnda crepunuaaumn (cMm. 3.22), KOTopas NocTaBnseTca YacTUYHO Co-
BpaHHOI ANA HaNoOMHEHWS M OKOHYaTelNbHOro 3aKpPbITUSA UMK YKYNOPUBaHUS.

Mpumep — Cawe, 6yMaxHbie nakemsl U OMKPbIMble MHO20pa308kIe YyaKoeKLu.
[ISO/TS 11139:2006]
3.12

npoaykr (product): Peaynerat npouecca.
[1ISO 9000:2005]

Mn puMmedaHune — [ns obecneyeHus CTaHOapToOB CTepun3au NpoAYKT ABNAETCA BelleCTBEHHbIM MaTepu-
anom; K HeMy OTHOCATCA Cbipbe, ﬂpOME}KyTOHHbIﬂ NPOOYKT, CﬁOpOHHaH eJnHnua n MmeaukKo-caHUTapHble ToOBapbl.

[ISO/TS 11139:2006]

(MameHeHne Ne 1, 2014)

3.13 sawmTHas ynakoBka (protective packaging): KombuHauus matepuanos, cnocobcTeylollas npe-
LOTBpaLLEHWIO NOBPEXAEHUSI CTEPUNbHOM BapbepHON CUCTEMbBI U UX COAEPXKMMOro ¢ MOMeHTa cOOopKU 1 o
MecTa MCMNOoMb30BaHuA.

MpumevyaHue — TepmuH 3aumcTBoBaH U3 ISO/TS 11139:2006.

3.14 noBTOpHO ucnonb3yembin Mmatepuan (cycled material): Matepuan, nonydeHHsl# B npouecce
nepepaboTky OTXOA0B C Lenbio NPUAaHUS UM NepBoHaYanbHbIX CBOWCTB UMW ANA APYrMX Lenew.

3.15 noBTopsAemocTb (repeatability): To4HOCTE COOTBETCTBMA MEXOy pesynbratamu nocrefoBaTerb-
HbIX M3MEepPEeHWIn OLHOM0 1 TOTO e ONpeAeneHHOro KoNM4YecTea, NoANeXallero UsMepeHuio (M3mepseMas Be-
AWYKHA), KOTOpOEe NPOBOAAT B OAHMX U TEX Xe YCIOBUSX.

MpumevyaHune 1— 3TU yCNnoBKUSA HA3bIBAKT YCNOBUAMMW NOBTOPAEMOCTU.

MpumeuvaHune 2 — Ycrnoeua NOBTOPAEMOCTM MOTYT BKIIOYATL Criedyowee:

- OQHY M TY e METOLAMKY U3MEPEHUS;

- OAHOTO ¥ TOTO e KCMepTa;

- OWH W TOT e U3MEPUTENbHbIA MHCTPYMEHT, KOTOPBIW UCTIONb3YHOT B OOHUX W TEX e YCMNOBUAX;
- OAHO U TO e MECTO NPOBEAEHUS U3MEPEHUS;

- NOBTOPEHUE Yepes3 KOPOTKMI MPOMEXYTOK BPEMEHM.

MpumevaHue 3 — lMOBTOPAEMOCTE MOXET ObITh BbIPEXKEHa KOMUYECTBEHHO Ha OCHOBAaHWMN OMCMEPCUOHHBIX
XapaKTepUCTUK pe3ynsTaTos.

MpumevyaHue 4 — TepmuH 3aumcTBOBaH M3 MexagyHapoaHOro cnoBapa OCHOBHBIX U 0BLUMX TEPMUHOB B 0B-
nactu metponorun, 1993, onpegenedue 3.6.

3.16 BocnpousBogumocTb (reproducibility): TO4HOCTE COOTBETCTBUS MEXAY pe3ynbTataMy N3MepeHui
OJHOrO 1 TOTO e OnpefeneHHOro KonuyecTsa, Noanexallero MsmepeHuto (MsMepsiemas Benun4nHa), Kotopoe
NMPOBOAAT B U3MEHSOLLMXCH YCNOBUAX.

MpumevyaHue 1 — [Qna obocHoBaHHOIO 3asBNEHMA BOCMNPOM3BOAMMOCTK Heobxoanmel TpeboBaHMA Ha U3aMe-
HeHWe YCNoBUK.

MpuMmeyvaHune 2 — KuW3IMeEHAOWMMCS YCNOBUSAM MOXHO OTHECTH:
- NPUHLWMN M3MEPEHUS;

- MeTOA M3MEepPeHus;

- CMEHY 3KcnepTa;

- U3MEPUTENBHBIA UHCTPYMEHT;

- cTaHdapTHbIA 0bpasel;

- MECTO NPOBEAEHNA N3MEPEHNS,

- YCINOBUA MPUMEHEHNS;

- Bpems.

M puMedaHue 3— BOCI'IpDMSBO,D,VIMOCTb MOXET BbITb BblpaXeHa KonuiyeCTtBeHHO Ha OCHOBaHWKM OWMCNepCUOH-
HbIX XapPakKTepPUCTUK PE3YNbTaTOB.

MpumevyaHue 4 — TepMUH 3aUMCTBOBaH U3 MexayHapoaHOro crnoBaps OCHOBHbLIX U OBLUWX TEPMUHOB B 06-
nactu metponorin, 1993, onpegenexune 3.7.
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3.17 mHoropasoBas ynakoBka (reusable container): XecTkaa 6apbepHasa cuctema ons cTepunusauunu,
KOTOPYK MOXHO UCMOMNb30BaTb MHOTOKPAaTHO.
3.18 kneeBoe coeguHeHUe (seal): Pe3ynstar coOeAMHEHWSI MOBEPXHOCTEN.

I pumedYyaHune — ﬂOBerHOCTM MOryT ObITb COEAMHEHBI C MOMOLLLI KNeeB Unn TEPMWUYECKOro nnasneHuA.

3.19 uenocTHOCTL KrneeBoro coeguHeHus (seal integrity): CBoWcTBa KneeBoro coeguHeHus, No3Bons-
toLLMe eMy NPenATCTBOBaThL NPOHUKHOBEHWK MUKPOOPraHW3MOB B 3a4aHHbIX YCIOBUAX, KOTOPbIE OXBATbIBAKOT
npouecc cTepunuaauumn, cbpaboTky, pacnpegeneHune, TpaHCNOPTUPOBAHNE U XpaHeHue.

3.20 npo4HOCTE KrneeBoro coeguHeHus (seal strength): MexaHnueckas NpoYyHOCTL KNEEBOMO COEAVNHEHUSI.

3.21

cTepunbHocTh (sterile): OTcyTCTBME XM3HECMOCOBHBIX MUKDOOPraHU3MOB.
[ISO/TS 11139:2006]

3.22

GapbepHas cuctema gns ctepunusauunu (sterile barrier system): MuHMManeHas ynakoBka, KoTopas
NPenATcTBYeT NPOHUKHOBEHUH MUKPOOPraHW3MOB M NO3BOMNAET NPOAEMOHCTPUPOBAaTEL acenTuyeckne CBOM-
CTBa NpoOyKTa B MecTe ero NpuMeHeHus.

[ISO/TS 11139:2006]

3.23 cTepunbHasa ynakoBKa AnA npoBogHuKa xugkoctu (sterile fluid-path packaging): Cuctema 3a-
LWMTHOW 0DONOYKM NS MPOBOAHMKA XWMAKOCTW WU/MMW yNaKkoBKW, NpeAHasHayeHHas Ang obecneveHwsa cre-
PUNBLHOCTN YaCTW MEAULMHCKOrO M3Aenuns, KOHTaKTUPYIOLLEN C XKUAKOCTAMM.

I pnMmedyaHune — anMEpOM CTEpMJ‘IbHDI;I YNakoBKK ONA NMPOBOAHWKA XUOKOCTU MOXET CNyXWTbk BHYTPEHHAA
4acTb prﬁOK Ansa eBegeHnA BHyTpVIBEHHOI:;I KWOKOCTW.

3.24 coBmecTMMOCTbL co cTepunu3sauunein (sterilization compatibility): CeoicTBa ynakoBovHoro mate-
puana u/unu CUCTEMBbI, MO3BOMNAOLWME M BblAEPXKMBATL NPOLECC cTepunusauny n obecnednBaTb JOCTUXKE-
Hue TpebyembIX YCrOBUIA ANs CTEPUNU3ALMM BHYTPW YNaKoBOYHON CUCTEMBI.

3.25

cTepunuMayloLmi areHT (sterilizing agent): ®uanyeckoe UM XMMKMYECKOE BELLECTBO UMW KOMBMHALWSA Be-
LecTB ¢ JOCTAaTOUHOM MUKPOBOLMOHON aKTUBHOCTLIO NS AOCTXEHUSA CTEPUITEHOCTU B 330aHHLIX YCIOBUAX.
[ISO/TS 11139:2006]

3.26 dpmHUWHaA cTepunu3auua (terminal sterilization): Mpouecc, B pe3ynsrate KOTOPOro CTEPUNU3YOT
NPOAYKT BHYTPU BapbepHON CUCTEMBI A5 CTEPUNU3ALUN.

3.27 cpok nonesHoro ucnonb3oBaHusa (useful life): Nepuog BpemMeHn, B Te4eHWE KOTOPOro yAOBNETBO-
psatoTca Bce TpeboBaHuA K pabodumm xapakTepucTmkam.

3.28 Banupauwmna (validation): (O6iyee) MNoaTeepxOeHWe NyTeM WccrnefoBaHWid KU obecnedeHne 00bL-
EeKTUBHOrO CBMAETENbLCTBA TOTO, YTO KOHKPETHOe TpebGoBaHue K ocoboMy NpeanonaraeMomy yCrnoBulo MoXeT
BblTb BLINMOMHEHO.

I pnMmedaHune — 310 onpeneneHne NpUMeHnMMo K Banngauun MeTogoB MCNbITAHUA U KOHCTPYKUWWA.

3.29 eanupgauus (validation): {[1lpouecc) [JokyMeHTUpOBaHHaA NpoLenypa nony4yeHus, 3anmcu u UHTep-
npetauuy pesynsratoB, HeoOx0AMMbIX ANst MOATBEPXKOEHUA TOr0, YTO NPOLECC HEM3MEHHO OAET NPOAYKLUI,
COOTBETCTBYHOLLYIO 3adaHHbIM TpeboBaHMAM.

MpumevaHme — Tepmun agantuposaH u3 ISO/TS 11139:2006.

4 O6wme TpeboBaHMA

4.1 O6wwme ycnoeusA

CootBeTcTBMe ogHomy unun Gonee TpeboBaHWAM HACTOSLWEro cTaHgapTa MOXeT ObiTb MPOSEeMOHCTPHU-
pOBaHO MyTEeM WMCMONb30BaHMA 0OHOM unu bonee cnegywwunx Yacten cepun EN 868-2—EN 868-10.

4.2 Cncrtembl KayecTBa

4.2.1 [lenctBug, ONUcCaHHble B HACTOALlEM cTaHgapTe, CriedyeT BbINOMNHATbL B pamkax opuumnanbHon
CUCTEMbI Ka4yecTBa.

Mpumevanume — ISO 9001 n ISO 13485 cogepxat TpeboBaHWa K COOTBETCTBYHLUMM cucTemam KadecTtea. [o-
NonHWTEnNbHble TPeboBaHUA MOryT BbiTh YCTAHOBMNEHB! KOHKPETHOW CTPaHON UMW onpeaeneHHbIM PeroHOM.

4

GostExpert.ru
https://GostExpert.ru/gost/gost-11607-1-2018



https://gostexpert.ru?utm_source=pdf&utm_medium=57112
https://gostexpert.ru/gost/gost-11607-1-2018?utm_source=pdf&utm_medium=57112&utm_term=page

roCT ISO 11607-1—2018

4.2.2 He nomkHO BbITb HEOBXOAMMOCTWN CEPTMMNKALIMK CUCTEMbI Ka4YecTBa TPETbEN CTOPOHON ANS Bbl-
nonHeHns TpeboBaHMin HACTOALLErO CTaHgapTa.

4.2.3 YupexOeHus 30paBooxXpaHeHust JOMKHbl paccMaTpMBaTb MCMNOMNb30BaHWE CUCTEMbI Ka4yecTea, Ko-
Topasa TpebyeTcs B X CTpaHe UM pernoHe.

(M3meHeHne Ne 1, 2014)

4.3 OT60p Npob

MnaHbl oTOopa Npob, Ucnonb3yemMblX Anst BolGopa ¥ UCMbITAHWA YNakoBOYHbLIX CUCTEM, OOMKHbLI ObITh
NPMMEHMMbI K CUCTEMAM YNaKoBKU, nognexalimm oueHke. MNnadebl oT6opa npob fomkHbl BbITe CTATUCTUYECKN
0B0CHOBaHHI.

MpumevyaHue — [pumepsl NnaHoB oTbopa npob npusedeHsl B ISO 2859-1 unu 1ISO 186. [JononHUTensHble
nnaHsl oTbopa MoryT BbITh YCTAHOBMNEHBI TEMU CTRAHAMW UMW PErMOHaMK1, B KOTOPLIX NpoBoasaT oTbop npob.

4.4 MeTtoabl UCNbITaHUA

4.4.1 Bce meTogbl UCNbITAHUA, npuMmeHAaeMble O5A NogTBepXOeHWA COOTBETCTBMA HacToAalweMy CTaH-
0apTy, AOJDKHbI NPOXOOWUTh Banugauuio, pe3ynbraThbl KOTOpOF’I cnenyert OCbOpMJ'IFlTb AOKYyMEHTalbHO.

n pumMmedyaHune — I'Ipnnox(er—me B COOepXWT nepeyvyeHb COOTBETCTBYHOLLIMX METOO0B WCMbITaHWUIA.

4.4.2 Banvgauusi MeTofa WCnbITaHWsa AOMKHa NPOAEeMOHCTPUPOBaTL NMPUIOAHOCTL NMPUMEHSIEMOro Me-
Toga. OHa BKMoYaeT creayowmne anemMeHThbI;

- pa3paboTky o60cHOBaHUA AN BbIGOpa COOTBETCTBYHOLUMX METOAOB UCMEITAHUA YNaKOBOYHEIX CUCTEM;

- pa3paboTKy KpUTEPUEB NMPUEMKMU.

MpuMmeuyaHWe — [IpoLINO YCNEWHO/OKOHYMNOCE Heyaaden — BUA KpUTepUs NPUEMKU:
- onpegenexHne NoBTOPAEMOCTU METOAA UCTIbITAHWS;

- onpeaeneHve BOCNPOU3BOAMMOCTY METOAA UCMBITaHUS;

- YCTAHOBMEHWE YYBCTBUTENBHOCTM METOAA AN UCTbITAHUS LENOCTHOCTM.

4.4.3 Ecnn B MeTogax UCMbITAHWA He yCTaHOBMNeHo uHoe, o6pasybl ANs UCMbITaHUS JOMKHbI MPOXOOUTh
KoHOWUWOHWpoBaHue npu Temnepatype (23 £ 1) °C n oTHocuTenbHol BnaxHocT (50 £ 2) % B TedeHne 24 4
MUHUMYM.

4.5 NlokymeHTaumA

4.5.1 NoaTeep:XaeHNe COOTBETCTBUS HACTOSALLLEMY CTAHAAPTY AOIMKHO BbITh AJOKYMEHTarnbLHO 0pOpPMIIEHO.

4.5.2 Bce OOKYMEHTbI OOMKHbI XPaHUTb YCTAHOBMNEHHbIW nepuog BpemeHu. [1pu onpegeneHun cpoka
XpaHeHWs JOKYMEHTOB CMNEAYET y4UTbIBaTb Takue (PakTopbl, kak TpeboBaHMA pernamMeHToB, CPOK rogHOCTU
M NPOCINEeXMBAeMOCTb NMPUYMH OTKA30B MEANUMHCKUX M3Oenuid unv 6apbepHon cCUcTeMbl Ans CTepUnuaauun.

4.5.3 B 0OKYMEHTLI COOTBETCTBUS MOTYT ObITh BKIMKOYEHLI, HO HE OrpaHUYeHbl 3TUM, IKCNyaTalWOoHHbIe
OaHHble, TEXHWYECKME YCNOBUS U pPe3ynbTaThl BANWAMPOBAHHBIX METOAOB UCMbLITAHWUIA.

4.5.4 BneKkTpoHHbIE 3anucy, 3ANeKTPOHHbIE N COBCTBEHHOPYYHLIE NMOAMNUCU, UCMOMHEHHbIE B 3MEKTPOH-
HbIX 3anKUcsiX, KOTOpble CrnocobCTBYOT Banugaunn, NPOU3BOACTBEHHbLIM KOHTPOMNbL MW ApYrie npoLecchl npu-
HATWS PELUEHWA NO Ka4ecTBY OOMKHbI ObiTh HAOEXHBIMM.

5 MaTepuanbl U npeaBapuTenbHO oT(hopMOBaHHbIe 6apbepHbIe CUCTEMBI
ANSA cTepunusauuu

5.1 O6wue TpeboBaHuA

5.1.1 TpeboBaHua k Matepnanam OOIKHbl COOTBETCTBOBATL TEM, KOTOPbIE MPEAbABNAITCA K MaTtepu-
anam, UCnonb3yemsiM B NpeaBapuTenbHO 0TOOPMOBaHHbBIX BapbepHLIX CUCTEMAaX, a Takke B BapbepHbIX CU-
cTemMax ans cTepunusaumn.

5.1.2 TpeboBaHuA, NpuBedeHHbIE B 5.1, HE ABNAKTCA NONHbIMK. MaTtepuansl, MMeLWe XapaKkTepucTu-
KW, KOTOpble He yKasaHbl B 5.1, MOXHO OLEHWBaTb C NOMOLLbLIO KpUTEepUeB 3 PEeKTUBHOCTH, NPUBELEHHBIX B
pasnene 6.

5.1.3 YcnoBus, B COOTBETCTBUM C KOTOPbIMW Npou3BoanT 1 obpabaTtbiBaioT matepuan unm otopmo-
BaHHY BapbepHylo cuctemy, crefyeT yCTaHaBnNuBaTh, KOHTPONMPOBAThL M PETMCTPUPOBaTh, ECNN BO3MOXHO,
4TOObI rapaHTUPOBATh:
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a) COBMECTMMOCTb 3TMX YCIIOBWW C NMpeanoniaraemMbiM WCrNonb3oBaHWeM MaTtepuana u/wnu tapbepHown
CUCTEMbI AN1A CTepunuaaunm;
b) coxpaHeHue akcnnyaTaLMOHHLIX XapakTepucTUK maTtepuana u/unn DapbepHoW CUCTeMbI NS cTepu-
nusauun.
5.1.4 Kak MUHUMYM HeoBXxoAMMO yYnUTEIBATE CreayrLlee:
a) TeMNepaTypHbld AManasoH;
) OnanasoH AaBneHus;
) AManasoH BNa)XHOCTH;
) MaKcMManbHy K CKOPOCTb M3MEHEHWS BhILLENepevYnCNeHHOro, NPU BO3MOXHOCTU;
) BO34eNcTBME COMHEeYHOro CBETa UMK yNbTpadMoneToBOro U3ny4eHus;
f) uncToTy;
g) BuoHarpysky;
h) anekTpocTaTnyeckyo NPOBOANMOCTD.
5.1.5 McTouHMK, UCTOPUSI U NPOCNEXMBaeMOCTb BCEX MaTepuanos, ocobeHHo nepepaboTaHHbIX, JOMX-
Hbl BblTb M3BECTHLI U MPOKOHTPOMMPOBaHbLI, YTOBLlI rapaHTMpoBaTh, YTO KOHEMHbIM NpoayKT OydeT cooTeeT-
cTBOBaTb TpeboBaHMAM HacTosLero cTaHgapTa.

b
o
d
e

MpumevyaHue — [pu OeACTBYIOLIMX TEXHONOTUAX ManoBEPOATHO, YTO B NepepaboTaHHbIX MaTepuanax MoXeT
MCMNOMNb30BaTLCA YTO-TO APYIOe KPOME NepBUYHBIX MPOU3BOACTBEHHLIX OTXOAO0B, TAK KaK HEOOCTATOUYHbIA KOHTPOSb HE Mo-
3BonseT 6e3onacHo NPUMEHSATE ApYroi NnepepaboTaHHbIi MaTepuan B 6apbepHbiX cMcTeMax.

5.1.6 Heobxogumo oueHUTbL cnegyolMe CBOMCTBA MaTepuana:
a) MukpoBHbIN Bapbep (cM. 5.2);
b) BMOCOBMECTMMOCTb M TOKCUKOIOrMYECKNE NPU3HAKK.

MpumevyaHne — 3T0 0DObLIYMHO OTHOCKMTCA K MaTepuanam, Haxo4AWNMCA B KOHTaKTe ¢ u3genvemM. PyKoBOACTBO
no 6uocoBmMecTMMOCTK aaHo B 1ISO 10993-1.

HeobxogMmo OUEeHUTb BNUSHWE CTePUNM3aUMM Ha 6MOCOBMECTUMOCTb;

C) hmanyeckne u XMMM4eckne CBOMCTBE;

d) COBMECTUMOCTL C npoLleccamu opMUpOBaHNA W CKNEMBaHWS;

€) COBMECTUMOCTb C YCTaHOBMEHHbIMK NpoLeccamm ctepunmusanmm (cm. 5.3);

f) ntobble orpaHMYeHUs CPOKOB FOQHOCTU MPW XpaHEHUU 40 U Nocne CTepunm3aanunn.

5.1.7 MaTtepuansl, Hanpumep obepTouyHble, Bymara, nonMMepHas MMeHKa, HeTKaHbli MaTepuan unu
MHOMOKPaTHO WMCMOMb3yeMbld BOMOKHUCTLIA MaTtepuar, AOMKHbI COOTBETCTBOBATL Criefytlmum oblmM Tpe-
BoBaHUsM:

a) matepuarbl JOSKHbI ObITb HEBbILENa4YMBaloOWMMWUCH U HE MMETb 3anaxa B YCTaHOBMEHHbIX YCIOBUSIX
NMPUMEHEHUS U B TAKOW CTEMNeHW, YToDbl 3TO He MOBMUANO HU Ha UX XapakTepUCTUKK, HU Ha X Be30nacHocTb.
OHM TakKe He A0MKHbBl HEraTUBHO BO30eMNCTBOBATL HA MeQWLMUHCKME U30enns, C KOTOPbIMW OHM KOHTaKTUPYIOT.

M pnMmedyaHne — Ona onpegeneHnAd 3anaxa He TpeGyBTCH npMMeHeHne CTaHaapTn3oBaHHOrNo Metoda Mncrnbita-
HWA, Tak Kak HENPUATHBLIE 3anaxyu MOXHO NOYyBCTBOBATh,

b) B maTepuanax He OOMKHO BbiTb AbIp, TPELWH, Pa3pLIBOB, MOPLLWH, CKIIAA0K UMM NOKaNU30BaHHLIX
YTONLLEHNA UMW YTOHYEHWIA, CMOCODHBIX YXYALWMWTL UX (DYHKLWMOHWPOBAHWE;

C) NNOTHOCTbL MaTepuanoB (Macca Ha eduHULY NMoLaam) A0MKHa COOTBETCTBOBATL 3a4aHHOMY 3HAYEHWIO;

d) maTepuranbl 4oMmKHbl 0GHapyK1MBaTe NPUEMNEMbIE YPOBHW YACTOThI, HANWMYME TBEPABIX HACTUL, U NyXa;

€) maTepuansl OMKHLI COOTBETCTBOBaTL TpeboBaHUAM K 3a4aHHbIM YOEmNbHLIM UMY MUHUMAaNbHBIM du-
3M4YECKUM CBOWCTBAM, TakMM Kak MPOYHOCTL Ha pacTshKeHue, OTKNOHeHMe No TOMWWHE, CONPOTUBIEHWE pas-
pLIBY, BO3QYXOMPOHWLAEMOCTEL M MPOYHOCTbL Ha NMPOAaBNUBAHUE;

f) MaTepuanbl [OMKHBI COOTBETCTBOBATL 3a4aHHbIM XMMUHECKMM CBOWCTBaM (TakMM Kak BenuduHa pH,
copepaHue xXNopuaoB U cynbdaTtos), 4TOOLI YyOOBNETBOPATEL TPEDOOBAHUSM, YCTAHOBNEHHbLIM K MEANLMHCKAM
WU3aenusam, ynakoBoYHbIM CUCTEMAM UMK NpoLeccamM cTepunnayunu;

g) matepuanbl He OOIBKHLI COAEpPXaTh UMW BbIAENSATE B 4OCTATOMHOM KONMUWYECTBE BELLECTRA, KOTOphLIEe
CUYMTAKTCHA TOKCMYHBIMUM U MOTYT HAHOCUTL Bpe 340POBLI0 A0, B NPOLECcce unu nocne cTepunusauumn B ycno-
BUAX UX NMPUMEHEHMSA.

5.1.8 B gononHeHwe k TpeboBaHUsM, yKasaHHbIM B 5.1.1—5.1.7, matepuanbl ¢ agreavioHHbIM Crioem
JOMKHbI COOTBETCTBOBATL HUMXEenepedYncneHHbIM TpeboBaHuAM:

a) CTpyKTypa aare3vMoHHOro crnosi JoMmkHa OblTb HenpepbiBHOW, Bez NponyckoB M paspbliBOB, KOTOPLIE
MOryT BbITb NpUYMHON 0edEKTOR CKNENBAHWS,
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b) nNOTHOCTL HAaHeCEeHMA KNesa OoMKHa COOTBETCTBOBATL YCTAHOBIIEHHOMY 3HAYEHWIO;

C) mMaTepuanbl OOMKHbI NPOAEMOHCTPUPOBATL MWHWMMAaIlbHYHK YCTAHOBMEHHYH MPOYHOCTb KMEEBOro
CIosi Npy CKNeMBaHWK C APYrMM MaTtepuanom B 3afaHHbIX YCIOBUAX.

5.1.9 B pononHeHue K TpeboBaHUAM, ykazaHHbiM B 5.1.1—5.1.7 1, B cny4yae npumMeHUMocTH, 5.1.8,
DapbepHble cucTembl AN cTepunusaumm U oTopMoBaHHble BapbepHble CUCTEMBI OOMKHBI COOTBETCTBOBATL
HWXKenpuBedeHHbIM TpeboBaHUAM:

a) matepuansl M KOMMNOHEHTbI, HANPUMEp NOKPLITUS, KpacsLue UM XMMUYeckue MHAMKAToPbI, He SOMXK-
Hbl HEFraTUBHO BNUSTH HA MEOULMHCKOE U3Mernue B pesynbrate peakuuu, 3arpssHeHma u/innm nepeHoca 4o, Bo
BpPEMS UMK Nocre npouecca CTepunuaauunm;

b) npy chopMupoBaHUM CKNEUBAHUEM OOMKHbI ObITe cOBMoaeHbl TpeDOBAHNSA K LUWPUHE U NMPOYHOCTHU
KneeBoro cnos (NPOYHOCTL Ha pa3pbIB U/UINK NpoaaBnNuBaHue);

C) oTcranBaHWe yNnakoBOYHOIO CrOs NP OTKPbIBAHWKM YNAKOBKW AOMKHO ObiTb HEMPEepbIBHLIM U OOHO-
pogHbIM, 6e3 paccrnoeHns Uy paspbiBa Matepuana, cnocobHOro yxyalwnTe acenTu4eckme CBONCTBA yNakoB-
KM U UX NpeacTaBrneHuMe rnpu OTKpbIBaHMM.

MpumeuvaHue 1 — MNomumo TpeboBaHWI K KOHCTPYKUMK U chopme BymaHbIX NakeToB U TEpMOCBapUBaeMbIX
calle W pyroHOB A0MKHbI cobniogate TpeboBaHKs, NpeabABAAeMble K MX XapakTepUCTUKaM.

MpumevyaHune 2 — CobniogeHne makcUManbHOW NPOYHOCTK KNEeBOoro crnosi MoxeT bbiTe Heobxoaumo, ecnuv
KneeBble coefMHeHUs ByQyT OTKpeIBaTL ANA NPe3eHTalMK acenTUYecknX CBONCTB,

d) kneeBble COeAMHEHNS W/UNK YKYNOPOYHble cpeacTBa OOMKHbl obecneynBaTts Bapbep oT NPOHUKHOBE-
HWS MUKPOOPraHW3MOB.

5.1.10 B pononHexue k TpeboBaHuaM, yKkaszaHHbiM B 5.1.1—5.1.7, MHOropasoBble yNakoBKW JOMKHbI CO-
OTBETCTBOBAaTb HMKENPUBELEHHLIM TpeboBaHWAM:

a) Kaxaas ynakoBka AonxHa ObiTe cHabxeHa cMCTEMON 3aLllMTbl OT BCKPbITWSA, KOTOPAs YETKO yKkasblBa-
€T Ha HapyLUeHne LenoCTHOCTH YKYNOpOYyHOro CPeacTBa;

b) mecTo mpoxoxaeHWs CTepunM3yloLero areHTa AomkHO obecneynBaTe Bapbep OT NMPOHUKHOBEHWS
MUKPOOPraHW3MOB MpW BbITPY3Ke YNakoBKA U3 CTepUnuaaTopa, TpaHCcnopTUpOoBaHUM U XxpaHeHun (cm. 5.2);

c) nocne popmmupoBaHns BapbepHO cncTeMbl AN CTEPUNU3ALIMK YKYNOPOYHOE CPpeacTBO AomkHO obe-
cneynBaTtk 6apbep OT NPOHUKHOBEHWSA MUKPOOPIraHM3MOB;

d) KOHCTPYKLMA YNAaKOBKN AOMKHA 06nerdyntb 0CMOTP BCEX 3HAYMMbIX YacTeln;

e) nepea KaxablM NocneayoLwmM NpUMeHeHeM HeobXxoguMOo YCTaHOBUTE KPUTEPUM MPUEMKN ANd Npo-
BeAEeHWsi BU3yanbHOro ocMoTpa.

MpumeyvyaHune 1—MoMMMO BU3yarbHOIO KOHTPOMS, ABNAKOLLEroca Hambonee obLuel npoueaypon, MoryT ObiTb
UCMONbL30BaHb! U ApYrve MeToabl NPUeMKHY;

f) oTAerbHble KOMMNOHEHTLI YMaKOBKA 0[HO MOOENW O0MKHbI ObiTb UMW NOMHOCTLH B3avM0O3aMeHAEMbI,
MIn MMETb KOHCTPYKLUUWHD, B KOTOpPOW 3aMeHa KOMMOHEHTOB He npegycmoTpeHa.

MpumevyaHue 2 — 3JTo TpeboBaHne K KOHCTPYKUWK AOMKHO BbiTb 0603HAaYEHO KOQOM UMK Ha APMbIKE;

g) M3rOTOBUTEINb O0MKEH YKa3aTb METOLMKU OSCJ'Iy)KI/IBaHMFl, UYMCTKU U cnocob KOHTPOINA, TEKYLWEro pe-
MOHTa 1 3aMeHbl KOMMOHEHTOB.

n puMedyaHue 3 — HononHuteneHkle pykoBoaCTBa no npvMeHeHuto MHOFOpaSDBOI;‘I YNakoBKKW NpueeneHbl B
EN 868-8.

5.1.11 B pononHeHue K TpeboBaHuAM, ykasaHHbIM B 5.1.1—5.1.7 n, ecnu npumeHumo, B 5.1.8, MHoro-
pa30Bble BONOKHUCThLIE MaTepuarnb! A0MKHbl COOTBETCTBOBATL HUXKENpUBeAeHHbIM TpeboBaHusaM:

a) nocrne BOCCTAHOBMEHWUS1 MaTepuana v nocne Kaxaoro LMKna cTepunuaanmm JomkHel BbiTe cobnoge-
Hbl TpebOoBaHUS K 3KCNITyaTaLlWOHHBbIM XapakTepUcTUKaMm;

b) LoMXKHbBI BLITL YCTAHOBMEHBLI U AOKYMEHTarnbHO odopMneHsbl cnocobbl 06paboTku ¢ Uenb NPOMBbIBKA
N OYUCTKMN.

n puMedyaHune — 3710 MOXeT BbITb BMSyaﬂbellﬁ KOHTpOIb, Apyrne Metonbl UCNbITaHWUA U KDUTEPUK NPpUEeMKN
ynakoBKW ONA NOBTOPHOrO NpUMeHeHWA;

C) cnocobbl OGDEGOTKM AOIMKHblI COOTBETCTBOBATE TEM, KOTOPbIE YKa3aHbl HA 3TUKETKE.

5.1:12 ,ﬂ]’lﬂ MHOTIopa3oBbIX Sapbeprix CNCTEM, BKIO4Yasd ynakoBKW U BOJTOKHUCTbIE MaTtepuarnbl, cregy-
€T onpegennTb, BedeT I 06p360TKa B COOTBETCTBUN C YKa3aHHbIMW MHCTPYKLUWAMU K NOp4Ye CUCTEMDbI, YHTO MO-
KET OrpaHnUYnTL CPOK ee MOoMNe3Horo Ucnonb3oeaHus. B Tex Crny4yadx, Korfa rnopda npefcKkasyema, Kormm4ecTBO
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LUMKNoB I'IOBTOpHOﬁ O6p860TKM, KOTOPbIE MOXET BblOoepXaTb CUCTEMA, OOIMKHO ObiTb 3@3sBMNEHO HA ITUKETKE
npoaykTa, nnn HEOGXO}J,VIMO YKa3aTb KOHel CPpOKa noJie3HOro MCnob30BaHUA.

5.2 CoiicTBa MUKpobOHoro 6apbepa
5.2.1 HenpoHuuaemocTs MaTepuana cregyeT onpefensaTs B COOTBETCTBUU C npunoxeHuem C.

MpuMevyaHune — CeoicTBa MUKpoGHOTO Gapbepa yNakoBOYHbIX MaTepuanos, NPUMEHSEMBIX B KOHCTPYKLWN
BapbepHbIX CUCTEM ANS CTEPUNM3aLMI, ABMAIOTCA OYeHb BaxHBIMU ANA obecneyeHus LenocTHocTy 1 besonacHocTy Npo-
Aykta. MeTofbl OLEeHKM CBOWCTB MUKpoBHOro Bapbepa NoapazaensioT Ha ABe KaTeropuv: Te, KOTopble NoAXO4AT ANs He-
MPOHMLIAEMbIX MATEPUATIOR, U TE, KOTOPbIE NMOAXOANAT ANA NOPUCTLIX MaTEPUANOB.

5.2.2 [leMOHCTpaUWst HEMPOHWULL@EMOCTH MaTeprarna JOMmKHa y4oBneTBopaTs TpeboBaHuio, NpeabaBns-
emMoMy K MUKpoOHoMY Bapbepy.

5.2.3 MNopucTtble Matepuansl AOMKHbI CO34aBaTh AOCTATOYHbLIA MUKPOBHLIA Bapbep OT NPOHUKHOBEHWUA
MWUKDPOOPraHW3MoB, YTODLI rapaHTUpOBaTh LEenocTHOCTL BapbLepHOW CUCTEMBI AN cTepunuzauuu u besonac-
HOCTb NMPOAYKTA.

MpuMevyaHune — He cyllecTByeT yHMBepCanbHOrO MeToga NOATBEPXOEHWSA CBOWCTB MUKpobHoro Gapbepa.
OueHky cBoMCTB MUKpPOOHOro Bapbepa NopuUcTLIX MATEPMANoB, Kak NpaBvno, NpoBoaAT, Nnogeepraa o6pasubl 3apaXeHuio
crnopamMu GakTepMI UMM MUKPOYACTML, U3 a3po30Ms, NPy HEKOTOPOW COBOKYMHOCTW YCNOBUWM UCMBLITAHWUS, BKMHYAOLLWX
CKOpPOCTb MOTOKa 4Yepea matepuan, MUKpobHoe 3apaxeHue obpasua v NpoooIKUTENLHOCTL UenbiTaHus. CBOUCTBA MU-
kpobHoro 6apbepa nNpu 3agaHHbIX YCIOBUAX ONPEeaenAoT CPaBHEHUEM CTEMEHW NPOHUKaHUA BakTEpPUA N MUKpPOYacTUL,
CKBO3b MaTtepuvan ¢ nepBoHavanbHbLIM 3arpssHeHueM. [laHHbIe BanMoMpoBaHHOIO MeToAa (hM3NYeCcKMX NCNbITaHWIA, Comno-
cTaBnAeMble ¢ AaHHLIMU BanvAMpPOBaHHOIO METoAa MUKPOBUONOrMYEcKoro 3apakeHus, CHMTaKTCs NpUEMINEMbIMU ONS
onpeneneHnsi CBOMCTE MUKpobHoro bapbepa. Tak Kak BanuaupoBaHHble MeToabl MUKPODHOro 3apaxXeHusa maTtepuarnoB u
HapbepHbIX CUCTEM CTAHOBATCS OOCTYMHBIMU, OHWM BYOYT pacCMOTPEHbLI C LEMbIO BKIMHOYEHUSA B NOCMNEQyoLWMe peaakuum
HacToswero ctaHgapTa (3a 6onee nogpobHoM UHopmaumen obpawanTteck k Sinclair n Tallentire 2002 [41], Tallentire u
Sinclair 1998 [40], Scholla et. al 1995 [39] n Scholla et al. 2000 [38]).

5.3 CoBMecTUMOCTb C npoueccomMm ctTepunu3audmm

5.3.1 HeoBxogumo NpogemMoHCTPUPOBaTh, YTO MaTepuarnsl U 0T(OPMOBaHHbIe GapbepHble CUCTEMBbI TO-
OATCS ANA UCMONb30BaHWA B Npouecce(ax) CTepunuaauun 1 CooTBETCTBYIOT NapameTpam LMKna.

5.3.2 CoBMEeCTUMOCTb CTEPUNU3aLMK C MPOLECCOM creayeT onpenensaTb, UCTMOMb3ya CTepunmaaTop,
KOTOpbIA CNPOEKTMPOBAaH, CKOHCTPYWpoBaH W paboTaeT B COOTBETCTBUM ¢ TpebGoBaHWsSMU onpedeneHHbIX
MEXOYHapoaHbLIX UM eBPONencKNX CTaHaapToB.

MpumevyaHue — Hanpumep, cm. ISO 17665-1, 1ISO 11135, ISO 11137 (Bce yacTu), ISO 14937; EN 285, EN 1422
vnu EN 14180. B HacTofawee BpemMa npeanpyvHMMAaOTCA YCUIMMA No rapMOHM3aLmMK 3TUX MEXOYHapoOHbIX U eBponenckux
cTaHOapToB.

(MN3meHeHne Ne 1, 2014)

5.3.3 Heobxooumo oLeHWTb XapakTepUCTUKKM MaTepuanos, YToObl rapaHTUpoBaTh UX COOTBETCTBUE 3a-
AaHHbIM Npegenam nocne Toro, Kak OHW Obiny No4BEpPrHyThl BCEM MpoLeccaM CTepunuaanimm.

5.3.4 lMpouecchl CTEPUIU3aLMN MOTYT BKIMHOYATE MHOTOKpaTHOE BO34EWCTBUE HA CUCTEMY OLHOTO U TOro
YKe UMK pasHbiX MPOLLECCOB CTEPUIN3aLnK.

5.3.5 MNpwu onpegeneHun NPUrogHOCTY COMMACHO YCTaHOBNEHHOMY MPUMEHEHWUID paccmMaTpyBalT maTe-
puansl pa3Horo TMna, KOTopble UMEKTCH B Hanu4un AN TeKyLKnX nocTaBok.

5.3.6 Ecnvn ynakoBka npogykTa npeacrtaBnsaeTr coboi CBePTOK UM yrNakoBKa MHOIOCMOWHa, MOryT ObITh
yCTaHOBINEHbl pa3Hble nNpeaensl CBONCTB Matepuana Ans BHYTPEHHUX U BHELLHWX CrOeB.

5.3.7 OnpeneneHvne NpUro4HOCTU MOXHO NPOBOAUTL OQHOBPEMEHHO C Banvpauunen npoueccos cTepu-
nusaumm.

5.4 COBMecCTMMOCTb C CUCTEMOW MapKUPOBKHK

Cuctema MapKMpPOBKW OOIKHA:

8) OCTaBaTbCA HEMOBPEXOEHHOW U yﬂ,OGO'—iMTBEMOI;I A0 OOCTAaBKKW YNaKOBKU K MeCTY UCMNOJNb30BaHWUA;

b) ObITb COBMECTMMA C MaTepunanamu, ﬁapbepHoﬁ CUCTEMOM U MEOULMHCKUM U3LEeNMeEM BO BPEMS U NO-
crne npoueccoB cTepunnsaunn, COOTBETCTBOBATL NapamMeTpaM UuKna v He JOMm¥KHa OoKal3biBaTb HEraTUBHOIO
BIMUAHUA Ha npouecc ctepunmnaaugunm;

C) KpacuTenn Ha oTnedaTaHHbIX UK HanuMCaHHbIX 3TUKEeTKax He OOMKHblI NMPpOHUKaTb B MedUulUHCKoe
msgenne Unu BCTynatb B peakyuio ¢ ynakoBOYHbIM MaTepuarnom W/MNKU CUCTEMON, He OOIKHbI yXyAlWaTh Ka-
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HYeCTBO YyNaKoBOYHOrNo marepuvana nimnm CUCTEMbI, @ TaKKe M3MEeHATb LIBET 40 TaKOW CTEMNeHM, 4T06bI BbINO
HEBO3MOXHO NpO4YMTaTh TEKCT.

n puMmed4yaHune — Cuctemsl MapKUpPOBKW MOTYT MMETE pa3Hble CbOprl, BKMO4aA nedartb U Hagnucb Heno-
CpedCTBEHHO Ha MaTepunane nunu 6apbepH0|31 cucTemMe, UMK STUKETKY, COCTOALLYHO U3 OPYroro cnos Matepuana, npukpe-
nnAemMoro K NnOBepXHOCTU Martepuana nvinu cucTemel nyTem npuknenBaHuA, nnaeneHna U1 MHeIM cnocobom.

5.5 XpaHeHUe M TpaHCNOpTUPOBaHUe

5.5.1 MaTepuans! n oTchopMoOBaHHble 6apbepHble CUCTEMbI AN CTEPUMM3ALMK AOMKHbI ObiTh ynakosa-
Hbl Takum obpasom, 4ToObl 06ecnednTb MX 3aLUMTY ANS COXPaHEHWUST SKCMNNyaTaUUOHHbIX XapakTepPUCTUK NpK
TPaHCMOPTUPOBAHUN U XPAHEHWI.

5.5.2 MaTepuans! U oTpopmoBaHHble BapbepHble CUCTEMbI MOAMNEXKAT TPAHCNOPTUPOBAHUID U XpaHe-
HUIO B TAKUX YCNOBUSIX, KOTOPbIE rApPaHTUPYOT HEM3MEHHOCTb 3KCMINyaTaLMOHHBLIX XapakTepucTuK B JOMYCTU-
Mbix npegenax (cm. 5.1).

3TOro MOXHO OOCTWYb!

a) NoATBEPXKOEHWEM COXPaHEHWUs1 XapakTEPUCTUK B ONPeAeneHHbIX M3roTOBUTENEM YCNOBUSIX XPaHEHUS;

b) nogaepxaHuemM ycroBuii XpaHeHUsl B 3a4aHHbIX Npeaenax.

6 KoHCcTpyKTUBHBbIE TpeboBaHUA U TpeboBaHUA K pa3paboTKe YNakoBOYHbIX
cuctem

6.1 O6wune TpeGoBaHuA

6.1.1 YnakoBo4Has cucTema OOrbKHa UMETb TaKylo KOHCTPYKLMIO, KOTOpasi MO3BONMUT MUHUMWU3UPOBATE YTpo-
3y BesonacHoCTV NonNb3oBaTens W NauvWeHTa B CneuManbHo NpeqHasHaYeHHbIX 4115 9TOM0 YCrNoBKSAX NoNb3oBaHWs.

6.1.2 Ynakoso4yHas cucTema OormkHa obecnedneaTtbh M3MYECKYID 3aLMTY W COXPAHATb LIENOCTHOCTh
BapbepHoi CUCTEMbI ANA CTepUnM3aLum.

6.1.3 bapbepHas cucTeMa J0MmkHa 0aBaTh BOZMOXHOCTb CTEPUMM30BATL NPOOYKT M BbiTh COBMECTMMOI!
C BbIBpPaHHLIMK NPOLECCaMU CTEPUMUIALIUN.

6.1.4 bapbepHas cucTema OomkHa obecneynBaTth CTEPUNbHOCTL NPOAYKTA BMNOTEL A0 MeCTa ee UCMOMb-
30BaHMA UMK 00 UCTEYEHUSA CpoKa roHOCTH.

MpumevyaHue — Cm. Takke 6.4.1.

6.1.5 U'EJ'IDCTHOCTb GaprpHOiﬁ CUCTEMbI MOXXHO MCNONb30BATh KaK noarBepXaeHme COXpaHeHuAa CcTe-
PUNBEHOCTKM NPOAYKTA.

MpumevaHnme — Cm. ANSI/AAMI ST65:2008 1 Hansen et al. 1995 [35]. MoTeps cTepunbHOCTH K-
HWLIHOW ynakoBkn obycnoBrneHa Bo3LelCcTBMEM COObITUIA, a He BNUAHWEM BPEMEHW.

(M3meHenne Ne 1, 2014)

6.1.6 Ecnu gnsa aHanornyHbix MeauUMHCKNX M3O0ENWMi UCMoNb3oBaHa OA4HAa WM Ta e YnakoBo4YHas Ccu-
cTema, cnegyeT OOKyMeHTanbHO opopMuTbL 0BOCHOBaHWe ONS YCTaHOBNEHUS CXOACTBa M MAeHTUMKaLUMm
KOHUrypaLmmn ynakoBKM Npu Hawxyalwux ONYCTUMbIX YCMOBKUAX NpuMeHeHus. Kak MUHUMYM criegyeT uc-
Nnonb30BaTh KOHMUIypauuwo Npu Hanxyawux SOMyCTUMbIX YCNOBUSX, YTOBLI onpeaennTs COOTBETCTBUE Ha-
CTOSILLEMY CTaHAapTy.

MpuMmevyaHue — Hanpumep, cxoocTBO MOXET BbITh YCTAHOBMEHO MO PasHbIM pasMepamM OOHOMo W TOTO Ke
npomykTa.

6.2 KoHcTpyKuuA

6.2.1 CnenyeT JOKyMeHTanbHO ohopMUTE NpoLeaypbl No KOHCTPYUPOBaHMIO U pa3paboTke ynakoBou-
HbIX CUCTEM.

6.2.2 bapbepHasl cucTeMa LOMmKHa rapaHTUpOBaTh NpeabsBeHMe NpoaykTa B acenTMHeckom BUAe.

6.2.3 MNpw KOHCTpynpoBaHuK 1 pas3paboTke yNnakoBOYHOW CUCTEMbI YYUTLIBAKOT MHOTME (DAKTOpbI, HO He
OrpaHNYUBaAKITCA TONBKO UMU:

a) TpeboBaHua notpebuTtens;

b) macca u KoHhMrypaumsa npoaykTa;

C) HanM4yne OCTPbIX KPOMOK MIW BbICTYMOB;

d) noTpebHOCTb B (hM3UYECKON UMM MHOW 3aLuuTe;
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€) YyBCTBMUTENMbHOCTb NPOAYKTA K KOHKPETHbLIM OMacHOCTAM, HAaNnpUMep K BO34eWCTBUIO pagualuu, Bna-
rM, MEXaHWYECKOMY yaapy, CTaTUdeckoMy paspsay;

f) KONMYeCTBO NPOOYKTOB HA YNAKOBOYHYI CUCTEMY;

g) TpeboBaHWs K MApKUPOBKE YMAKOBKU;

h) orpaHuueHus, CBAA3aHHbIE C OKPYXaKLLeln cpenou;

i) orpaHUYeHUs NO CPOKY FOAHOCTU MPOAYKTa;

j) cpeaa pacnpocTpaHeHus, o6palleHns U XpaHeHus;

k) COBMECTUMOCTb CO CTEPUNN3aLIMEN U OCTaTOYHbLIE SABMNEeHNs.

6.2.4 HeobxooMmo MoeHTUULMPOBATE M ONpeaennTb KOMMOHEHTBI MPOAYKTa U KOHCTPYKLUKM, COCTaB-
NAKLLIME YKYNOpOoYHoe cpeacTBo B cbope AnA NpoxoXaeHns noToka XKuakocTu. K HUM oTHOCATCS, HO He orpa-
HUYKMBAKOTCA TOMBKO UMW:

- Matepuansi;

- OTOEMNOYHOE MOKPbITUE;

- pasmepbl KOMMOHEHTOB;

- cOopouYHbIe paaMmepbl (HanpUMmep, OOMYCKWM Ha NOCafKy C HATAroM).

6.2.5 PeaynbTaTthl npouecca KOHCTPYMPOBaHUA W paspaboTku (cM. 6.2.1, 6.2.3 n 6.2.4) gomkHbl BbITb
3achuKcMpoBaHkl, BepnuunpoBaHsl U ogobpeHsbl 40 3anycka NpoayKTa B NMPpOWM3BOACTRO.

6.3 3KcnnyaTa|.|M0|-||-|b|e ncnbiTaHuAa ynaKOBO‘-IHOFI CUCTeMbl

6.3.1 LlenocTHoCTb GapbepHOW CUCTEMb! O0MKHa GbiThb MPOAEMOHCTPUPOBaHA NOCNe CTePUNU3aLmum v
nocrnenyrLwmMx aKCnnyaTauMoHHbIX UCTbITAaHWUA.

6.3.2 dUsnyeckme UCNbITaHUs COBMECTHO C UCMbITAHUEM CBOMCTE MUKpOBHOTO Bapbepa NopUCThIX yna-
KOBOYHbLIX MaTepUarnoe MoryT NpMMEeHsATL ANs onpefaeneHus cnocobHocT 6apbepHO CUCTEMBI NS CTEPUNU-
3aUMM COXPaHATb CTEPUNbHOCTD.

MpumevyaHne — bBonee nogpobHyo MHMOPMaUWID NO JAaHHOW TEeMe MOXHO MonyynTb B gokyMeHTax ANSI/
AAMI ST65:2008 and Hansen et al. 1995 [35].

(M3meHeHue Ne 1, 2014)

6.3.3 CtaHgapTHble MeTofbl UCMLITaHUiA NS OLEeHKM LenocTHocTu 6apbepHoil cuctemsl bonee npeg-
noytUTenbHbl. OQHAKO B OTCYTCTBME MPUMEHUMbIX BANWAMPOBAHHBIX METOOOB WUCMbITAHWA LEenocTHocTu 6a-
pbEepPHOM cucTeMbl paboune xapakTepucTuku MUKpobHoro Gapbepa MoryT GbiTk YCTAHOBINEHLI MO pe3ynsTatam
UCMbITAHWS CBOCTB MaTepuanoB ANns MUKpoBHoro 6apbepa U LenoCTHOCTU KNeeBbiX COeAUHEHWUA U YKYTO-
POYHbIX CPEencTB.

6.3.4 JkcnnyaTauMoHHbIe UCMbITAHUA [AOMKHLI MPOBOAUTL Ha GapbepHOW cucTeme, NMPUMEHsSIeMOoi B
HauxydLMX YCINOBUSAX, KOTOpas WM3roTOBMNEHa B 3a4aHHbIX NMPOW3BOACTBEHHLIX npefdenax hopMUpoBaHUs u
CKMeuBaHus YNakoBKW 1 NMocne BO3LeNCTBUS HA Hee BCeX YCTaHOBMEHHbIX NMPOLECCOB CTEPUNA3ALIAN.

M pnMmedyaHune — K YCTaHOBNEeHHbIM Mnpoueccam cTepunu3aut MOXXHO OTHOCKUTb MHOTOKpaTtHoe BO34ENCTBUE
OOHWX N TeX Xe MNKW pa3HbiX NpoUeCcCoB CTepUnnaaummn.

6.3.5 YnakoBo4yHas cuctema ormKHa obecneynBaTb afeKBaTHYH 3allWUTy NpoayKTa OT ornacHocTen, BO3-
HUKarLWnx npn O6paLLI,EHVIM C HUM, TPAQHCNOPTUPOBAHUN U XPaHEHUN.

6.4 UcnbiTaHMe Ha cTabMNBLHOCTL XapakTepUCTUK

6.4.1 WcnbiTaHne Ha cTabUNbHOCTE XapakTepUCTWK OOMKHO NMPOOAEeMOHCTPUPOBaTh, YTO CO BPeMEeHeM
BapbepHas cucTeMa NPOoAOCIKaET COXPAHATb CBOK LIENOCTHOCTb.

6.4.2 WcnbiTaHWe Ha cTabUnbHOCTb XapakTepUCTUK NPOBOAAT, NPUMEHAA NPOLECC CTAapeHus B pearb-
HOM BPEMEHH.

6.4.3 McnbiTanve Ha cTabunbHOCTL XapakTePUCTUK C NPUMEHEHUEM NPOTOKOMNOB YCKOPEHHOIO CTapeHus
HeoBX04MMO PAcCMAaTPUBATL B KAYECTBE [40CTAaTOYHOIO 00KA3aTeNnbCTBa 3aABMNEeHHOr0 CPpoKa roaHoOCTK, noka
He ByayT nonyyYeHbl AaHHbIE MCCMNEA0BaHMIA NPOLECCa CTAPeHUs B peansHOM BpEMEHN.

6.4.4 McnbiTaHWe Ha CTapeHWe B peanbHOM BPEMEHW U YCKOPEeHHOe CTapeHWe criedyeT NpoBoAWTh Of-
HOBPEMEHHO.

I pumeyvYyaHune — VMcneiTaHue Ha cTapeHue W aKcnnyatTauMoHHbIE MCMbITAHMA — 3TO CaMOCTOATENBHbIE NCNbl-
TaHWA. an SKCNNyaTtauMoOHHbIX NCNbITAHUAX OLLEHNBAKOT BSaMMO,D,EI?ICTBME Mexagy ynakosquoﬁ CUCTEMON U npogykTramu
B OTBET Ha Harpy3ky, nepeHeCeHHYH B npouecce Nnpou3BoAcTBa WM CTepuUnM3auumn, a Takke B pedynerate OﬁpaLLleHMFI,
XpaHeHnA U NOCTaBKW.
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6.4.5 Ecnn CPOK roHOCTK yCTaHOBIIEH Ha OCHOBE XapaKTepWUCTUK NpoayKTa, UCNbiTaHWe Ha ctabunb-
HOCTb XapaKTepuCTUK Oond onpegeneHna atoro Cpoka cnegyet npoBo4nTb BMeCTe C UCMbITaHNEM Ha cTabunb-
HOCTb XapaKTepPUCTUK YNaKOBKW.

6.4.6 an npopegeHnn McnbITAHWUA Ha YCKOpEeHHOEe CTapeHue HeOﬁXO,D,VIMO OaTb OOKYMEHTMPOBaHHOE
obocHoBaHue yCﬂOBMﬁ YCKOPEHHOIo CTapeHna U onpenenntb NnpogorkK1MTernbHOCTb Bbl6paHHOI’O MeToda uc-
NbITaHUA.

6.4.7 B crnydae noaTBepXaeHud, 4Tto C Te4eHrMemM BpeMeHU NpoayKT He BCTynaeT BO B3auMMogencTene
C KOHKDBTHOH ﬁapbepHoﬁ cuctemon ans cTtepunmnaauumn, paHee JOKYMEHTaAlbHO OdDOpMJ'IEHHbIX AaHHbLIX O5A
UCNbiTaHWA Ha CTabUNbLHOCTL XapakKTepucTtuk 6y,1:|,eT A0CTaTO4YHO ONA YCTaHOBIEHUA COOTBETCTBUA C 6.4.1.

7 NpepocTtaBnaeman nHcpopmauumn

7.1 B oTHOWweHUM MaTepuana, oTopmMoBaHHOW BapbepHOn cucTeMbl UMK BapbepHO cucTeMbl ANS
cTepunusauumn criegyeT NpefocTaBndaTh creaywme aHHble:

- HasBaHWe WNM TOProBO€ HaMMeHoBaHWe W agpec NPoW3BOAMTENHA UMW ero YNnonHOMOYEeHHOro npeg-
cTaBuUTens;

- TUN, paaMep WM Mapka;

- HOMep NapTUu UAKM gpyrue cpeacTsa NPOCneXmBaemMocTi UCTOPUI NPOUM3BOOCTRA;

- NpeanonaraemMbli(e) npouecc(sl) cTepunuaaynu,

- CPOK rogHOCTU, rae 370 NPUMEHUMO;

- Ntobble ocobble YyCNoBWUA XpaHeHWs, rae 3T0 NPMMEHMMO;

- Nobble N3BECTHbIE OrpaHUYeHus No obpaLleHuto U UCMONb3IOBaHUK (HanpuMep, YCHoBUA OKpYIKalo-
e cpeabl), roe 310 NPMMEHUMO;

- YyacToTa W XapakTep TexHMYecKoro obcnyxuBaHua Ans MartepuanoB MHOTOpa3oBOro UCMOMNb30BaHUS
n/unu oThopmMoBaHHLIX BapbEPHBIX CUCTEM;

- NpegHazHaqYeHbl N Martepvansl UW/Unu npegBapuTensHO chOPMUPOBaHHAA CTepunbHaa bapbepHas
cucTtema Ans 0OHOKPaTHOro MW MHOTOKPaTHOTO MCNOMNb30BaHUS;

- eCIi B KOMMMEKTEe NOCTABMAOTCH MHCTPYKLMW MO NPUMEHEHWIO, TO B HUX AOMMkHa ObiTb yKasaHa parta
BbIMyCcKa WUNW garta nocrnegHnx M3amMeHeHun.

(M3meHeHne Ne 1, 2014)

7.2 Ecnv B COOTBETCTBUM C HALMOHATILHBIM UMK perMoHanbHBEIM 3aKOHOAATEeNLCTBOM TpebyeTcs npeno-
CTaBneHue OONOfHUTENBHOM MHOPMaL MM OTHOCUTENBHO MaTtepuanos, npegeapuTensHo chopMUpoBaHHON
CTEpPUNbHON BapbepHON CUCTEMBI MW CTEPUIBHON BapbepHOW CMCTEMbI, MOCTABMSEMbIX HA PbIHOK MEeqWLMH-
CKMX YCNyr, TO Takas nHpopmauusa 4omkHa bDbiTe npegocTasnexa.

(MN3meHeHwe Ne 1, 2014)

11

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 18/ 37

Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-11607-1-2018



https://gostexpert.ru?utm_source=pdf&utm_medium=57112
https://gostexpert.ru/gost/gost-11607-1-2018?utm_source=pdf&utm_medium=57112&utm_term=page

rOCT ISO 11607-1—2018

MpunoxeHune A
(cnpaBo4Hoe)

PykoBOACTBO MO ynakoBKe MeOWLIMHCKUX U3denuu

A.1 ®akTopbl, BNMAKLWMWE Ha BbIOOP MaTepnanoB U KOHCTPYKLUMIO YNAaKOBOYHOW CUCTEMbI

Ocobbii Xapaktep MeanuuHCKOro nagenuna, HameydyeHHble MeTodbl CTepunn3adni, npegnonaraemoe ncnonb3oBa-
HWe, CPOK roAHOCTW, TPAHCNOPTUPOBaHME N XpaHEeHWe — BCE BIIMAET Ha KOHCTPYKUWKO yI'IaKOBO‘-IHDIﬁ CUCTEMBbI U Bbl60p
Marepuana. Ha Bbl60p COOTBETCTBYHLWMX MareprnanoB OnA YynakoBOYHbIX CUCTEM, NMpeHasdHa4YeHHbIX O5A Cbl/lHVILIJHDI?I
cTepunmsauin MegnumMHCKUX Ma,qenwﬁ, BNMMAKT B3aUMOCBA3N, NpUBeOEHHbIE Ha PUCYHKe Al

MeguunHckoe
nagenue

KoHCTpYKUMA YNAKOBOYHOR | | Mpouece{bi)
CUCTEMbI W NpoLecc - i cTepunuaumnm

PucyHok A.1 — B3aumMocBA3W, BNUAKLLME Ha BbIBOp COOTBETCTBYHOLUNX
mMaTepuanoB NS YNakoBOYHbIX CUCTEM, NpeaHa3HaveHHbIX Ans UHMLLHOK
CTEPUNMU3aLUN MedULMHCKUX N3aenuil

A.2 MNMpoueccbl CTepUNU3aLMM U UX aHanu3

A.2.1 Beibop npoueccoB cTepunnaaumnm BKMHYAET, HO He OrpaHMYMBaeTCH TOMbKO 3TUM, aTuneHokena (EO), ramma-
obnyyeHue (y), ANEKTPOHHBIW NyY (e-NMy40K), Map U HA3KOTEMMNEepPaTypPHbIE OKUCITMTENBHbLIE MPOLIECCH! cTepunuaaumni. Ecnn
W3aenve npeannonaraeTca CTEPUNU3oBaTh ATUIEHOKCMOOM, NAPOM UMK NYTEM OKACIWUTENbLHLIX NPOLIECCOB, TO AMNSA 3TOro B
DapbepHOi CUCTEME MMEETCA NMPOHULAEMbIA KOMIMOHEHT, KOTOPbIA NPONycKaeT yOuBaKLLME MUKPOOPraHW3Mbl, CTEPUITU-
3yHOLLME raskl, KOTOPbLIE 3aTEM BbIXOAAT 683 3HAUUTENBLHBLIX OCTATOMHBIX KOHUEHTPaLWiA.

A.2.2 Ecnun wagenve npegnonaraeTcs CTepunu3oBate obnydeHveM (Y Unu e-nyykom), NPOHULAEMbIA KOMMOHEHT
MOXET He NoHagobuteca 1 BapbepHas cucTeMa MOXET DObITb M3rOTOBNEHA U3 MOMHOCTLI0 HEMPOHULIGEMbIX MaTepPMaroB.
WMaroToBuTens BeIbMpaeT NoaxoasLuMe NpoLecchl CTepUM3aumn Ang Kaxaoro MequuUmMHCKOro Magenuvs, 1 ux eeibop 3aeu-
CWT OT Heckonbkux dpakTopos. Ecnu nagenve M3roToBrneHo M3 MaTtepuarnoB, KOTOPLIE HEYCTOWYMBLI K 0BNy4YeHM0, TO, Kak
npaeumno, NPUMEHSIOT 3TUMEHOKCUA, Nap U OKUCNWTENbHLIE areHTbl. ANbTEpPHATUBHO, ECn U3OENWMEe UMEET TEHAEHLMIO
HakannMBaTb BbICOKWME OCTATOYHbIE KOHLEHTpaLMW 3TUMEHOKCKUAA, TO M3rOTOBUTENb W3LENUsS MOXET BbibpaTs npouecc
o0bnyyeHus.

A.3 BapbepHble cucTeMbl ANA CTEPUNA3aLAN

A.3.1 BapbepHble cucTeMBI NS CTEPUNM3ALMM MEOULIMHCKUX M3OENMUIA MOTYT UMETb MHOMO OBLLMX XapakTePUCTUK.
BOMbLIMHCTBO MMEKT BEPXHIOW U HAXHIOK Neperopoakn U cpeacTea ux coeanHeHus. B ToMm cnydvae, korga TpebyeTca ner-
KO OTCraupaloLleecs coeguHeHne, HaHOCAT KNesLWiA repMeTrK, NO3BONALWMWIA C NOMOLLLI TePMOCKIIEMBAaHWA COeAVHATL
nga cnos. Kneswuin repmeTtuk, 6onee M3BecTHbIN Kak NOKPLITUE, TPAAMUWMOHHO HAHOCAT Ha MPOHULAEMYIO NMEPErOPOAKY.
B HacTosLLlee BpeMs MHOMVME MMEHKW COOEpXaT KNEesLMA repMETUK B KAYECTBE Criosi(eB) NNEeHOYHOW KOHCTPYKUMK. Tam,
roe TpebyeTcsa ceapHoe coeanHeHue, HeobXooMmMo onpenennTe COBMECTUMOCTb Neperopoaok, YTo rno3sonnT NPOBOOUTb
TEepMOCKNEWBAHUE MM UCMONbL30BaTh APYrMe MeToAbl, TaKMe KaK yNbTpa3ByKoBas CBapKa.

A.3.2 CyuecTByOT MHOFO TUNOB U BMAOB BapbepHbIX CUCTEM ANS CTEpPUNU3auun, NPMMEHAEMbIX ONSA YNakoBKW
CTEPWIBHBIX MEAULIMHCKUX n3aenwi. MNMepeblil TN — 3TO NpeaBapuUTENbLHO OT(HOPMOBAHHLIN XKECTKUIA NOTOK CO LUTAMIMO-
BaHHOW KpbILWKOR. Kak npaBuno, ona hopMMpoBaHus NoTKa NPUMEHSAIOT METO[, BbICOKOTEMMNEpPaTYpHOro choopmoobpasoBa-
HUS UNK WITamnoeky. LLItamMnoBaHHasA KpbilLka MOXET GbITh NPOHULAEMON UM HEMPOHWULAEMOW, a ANs TEPMOCKIENBAHUA
KPBILLKWA C NIOTKOM UMEETCH KNESALLNA repMeTyK.

»KeCTkne NoTKM CO LWTaMnoBaHHOM KPbILWKOW 0ObIMHO NPUMEHSITCH ONSA TAXKenbIX nagenuin donbloro npodouns,
Takux Kak opTonegu4eckue UMMNNaHTaTbl M KapaMOCTUMYMATOPLI, a TaKkKe KOMMMEKTbl XMPYPrUuYecknx MHCTPYMEHTOB.

A.3.3 Bropon Tvn — ato rubkue paccnauBatowwmecs cawe. Calle, kak npaBuno, COCTOUT M3 NIMEHKNU C OOHOW CTOpO-
Hbl U MAeHKK, Bymaru nnm HeTKkaHoro NonoTHa ¢ gpyron. Cawe obbMHO NOCTABNAKT B BUAE NpenBaputensHo oTdopmo-
BaHHLIX BapbepHbIX CUCTEM ANS CTEPUNU3ALIMM, B KOTOPLIX BCE KINEEBLIE LUBLI YIKe 3a4enaHbl, 38 UCKIMIDYEHWEM OOHOTO
(06blMHO Ha aHe). OH ocTaeTca OTKPbITEIM, YTOOL!I M3genne MOXHO BbINo NOMNOXWTL BHYTPb, U 3aTEM Nepea cTepunuaa-
LUMen WoB 3af4enbiBalnT OKoHYaTenbHo. [ns orpoOMHOro KOnu4yecTBa pasfvyHbiX MeQUUUHCKMX W3OENMA calle MCMofb-
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3YyKOT B KayecTBe DapbepHOW CUCTEMbI OIS CTEPUIIM3ALIMK, TaK Kak OHW BbINyCKaTCA pa3Hbix pazmMepos. OObIYHO Takue
MEOVLVHCKME U3OEenuaA nerkve 1 umeroT HeGonblwon npoduns. Calle MoryT NocTaensaTe C pa3HbIMU KOHCTPYKTUBHBIMU
petanamu. (Hanpumep, OHM MOTyT UMETb DOKOBLIE U AOHHLIE CKNAZAKU AN YNAKOBKU BLICOKUX NPOMUNBHBLIX U3AEMNWIA.)

A.3.4 TpeTuin TUN — 3TO NAaKeTbl ANa cTepunu3auun. MNaker cKOHCTPYMPOBaH U3 OPAMHAPHOMO NOSIOTHa MNOPUCTOW
Bymarn MeguUMHCKOrO Ha3Ha4YeHWs, CMOXEHHOro Takum obpa3om, 4Tobbl MONYyYUMncs ANUHHBIA CBEPTOK ¢ BOKOBBIMK
cknagkamm unu 6e3 Hux. CBEpPTOK CKMeuBaloT No BCEW ANVHE [BOWHBLIM KMNEEeBbiM LUBOM. 3aTeM CBEPTOK OTPE3aloT Ao
HY>KHOTO pa3mepa W 0aWMH KOHel, 3aneyaTthbiBatoT, HanomK1UB OauH LWOB unu Bonee. [inA ycuneHus yKyrnopo4YHOro cpeacTea
MOXHO €Ll HECKOMNMbKO pa3 CBepHyTb NakeT. OTKPbITbIA KOHEeL 00bIMHO MMEET A3bI4OK UM BLIPE3 ANd 3axBara nansuamu,
4YTOGLI NakeT MoHO Bbino nerko oTkpeITe. Mepen cTepynuaalmen NakeTbl 3aneyYaTbiBaloT OKOHYaTENBHO.

A.3.5 K yeTBepTOMy TUNYy OTHOCUTCH NakKeT, 3aneyatbiBaeMblil ¢ NOMOLLLIO nepernbaemoi nononam atukeTku. lNep-
BOHa4arnbHO MakKeT M3rOTOBMEH C MOMOLLLI0 CBAPHOrO COEAUHEHWUA OBYX HEMNPOHWULIAEeMbIX, HO COBMECTUMbIX MNEHOYHbLIX
nonoteH. OgHO M3 NOMNOTEH OOLIYHO CMELLEHO Ha HECKONBKO CaHTMMETpOoB. Boone 3Toi cMelleHHoW obnacTu npoBoasaT
TEPMOCKNEMBaHNE MPOHMLIAEMOro MaTepuarna ¢ kneem. BnocneocTenm aToT NPOHWMLAEMbIA MaTepuarn MOXeT OblTb CHAT
nyTem oTcnaveaHua, obecneyne OOCTyn BHYTpb naketa. MNakeTt, 3aneyartbiBaeMbIi ¢ MOMOLLLIO ATUKETKW, nepernbaemon
nonomnam, LWMPOKO UCMONb3YT ANA rPOMO3OKMX M3OEMNWIA, TAKMX KAk MEOULIMHCKAE UHCTPYMEHTLI.

A.3.6 MNarwiin TN npeactaenseT coboi NPoLUecc, U3BECTHLIM Kak HENpepbiBHbIA cnocob ynakoBeiBaHWsA. bapbepHble
CUCTEMBI, M3rOTOBMNEHHbIE TakMM cnocobom, MOryT BbIMMALETb Kak calle, XKECTKAE NOTKM C KPbILLKaMKW UMW UMETb MATKOe
NMEHOYHOE TAHYTOE MM NPOUITMPOBAHHOE HUXKHEE MOMOTHO Ha AHe. [py HenpepbIBHOM crnocobe ynakoBbIBaHWA Ma-
Tepuansl And BEPXHEW W HDKHEW Neperopogky nomellaT B acoBOYHO-YKYNOPOYHYH MaluuHy. MalwuvHa npouseoguT
GapbepHylo cuctemy, GOpMUPYS HUXKHEE MOMOTHO, 3anonHAeT opMy MEAWLMHCKMM U3OENWEM, NPUKPLIBAET BEPXHUM
MONMOTHOM W 3ane4aThiBaeT GapbepHy CUCTEMY.

A.3.7 WecTor TMN — YeTbIPEXCTOPOHHEE CBapvBaHWe. 3TO HENPEPLIBHLIN MPOLECC YyNakoBbIBAHWUA, KaK YNakoBbl-
BaHWe «cnoy-naky. [nga atoro cnocoba NpUMeHSAIOT poTauuoHHOe 00opyaoBaHWe AnA 3anevartbiBaHus. B npouecce ye-
THIPEXCTOPOHHETO CBApMBaHWA HUXKHEE W BEPXHEE MONOTHO NOMELLalT B MawuHy. Miagenve knagyT Ha HUKHEE NOMOTHO.
HakpblBaloT BEpXHUM MOMOTHOM M 3aTEM 3aMneYaThiBaKOT C YEThIPEX CTOPOH. YeTbIpEXCTOPOHHEE CBApMBaHUE NPUMEHSAET-
Csl, HaNpUMep, ANg YNakoBbIBAHUS NEpYaToK 1 M3Oenuii Ans obpaboTku paH.

A.3.8 lNpuBeneHHbIN Bbiwe nepedeHs HapbepHbIX CUCTEM ANA CTEPUNM3aUMK ABNSETCA HenonHbiM. B kayectee
GapbepHbIX CUCTEM MOTYT UCNOMNb30BaTh U APYIME KOHCTPYKLWW.

A.3.9 [Ina meguuMHCKUX M30ENUIA CO CTEPUIIEHBIM MPOBOAHUKOM XMAKOCTU MOTYT MPUMEHATLCHA YHUKANbHbIE yna-
KOBOYHbIE CUCTEMbI ONSA CTEPUNEHBIX MPOBOAHWKOB XUAKOCTU, HENOCPEOCTBEHHO NPUCOEOUHAEMBIX K MECTaM OOCTyna K
YCTPOWCTBY. B X cOCTaB BXOAAT KOMMayky, NPOOKK, KPbILIKWA UK CPEACTBA YKYMOPKM UHbIX KOHCTPYKUWIA ANg cneuuvans-
HbIX YCTPOWCTB. B aTux cny4asx nepBUYHLIA CION yNakoBKU NpoaykTa MOXeT GbITh NpeacTaBneH OgHUM U3 YeThIpeX BUOOB
YNakoBbIBAHWUSA, ONUCaHHLIX BLILLE, HO MPW 3TOM He Tpebyetcs obecnedyeHe MukpobHoro Bapbepa usgenui.

A.3.10 B MeanumHCKMX yupexaeHnax 0Bbl4HO NpUMEeHAT BapbepHbIe CUCTEMBI ONA CTEpMNU3aLnK B hopme calle,
PYNOHOB, DyMaXHbIX NaKeTOB, CTEPUNM3ALMOHHBLIX CBEPTKOB MM MHOTOPa30BbIX KOHTENHEDOB.

A.3.11 CTtepunusauunoHHble CBEPTKU NPUMEHSAIOT Ans obecneveHnsa GapbepHOil cMcTEMbI AN MHOTUX M3Oenui, noa-
BEpPraembix CTEPUNU3aLnM B MeULIMHCKUX yYpexaeHusx. MNpuMeHaeMelil BMECTO TEPMOCKNEMBAHUS UINKW KMNesLLero wea
crnocob cBepThIBAHUA U CKPYYMBAHUA NO3BONSAET obpa3oBaTth M3BMNMCTLINA kaHan, obecneunBawuii CTepuneHoOCTb. Kak
npaBvno, M3Oennsa Nepeq 3aBepTbiBaHUEM M NOCMNEAYIOWEN CTEPUM3aLMEN HaxoaATCcsa B (DOPMOBaHHOM NOTKE ANA WH-
CTPYMEHTOB.

A.3.12 MHoropazoBbie KOHTEWHEepbl W3rOTaBNMBAKOT U3 MeTanna WM CUHTETUYECKMX MONMUMEPHLIX MaTepuarnos,
CMOCODHLIX BLIAEPKMBATL MHOTOKPATHOE BO3AENCTBUE LMKMOB CTEpPUNM3aLUM B BOMBHUYHBIX YCITOBUAX. DTU KOHTENHEpDI
06bLIYHO VMEKT MPUrHaHHLIE BEPXHWE W HUXKHWE MOBEPXHOCTM C Npoknagkon, obecneynBaloLler HEMPOHMLAEMbIN LLOB
mexay ABymMa Yactamu. Cuctema BeHTUNAUUWA MO3BONAET CTEPUIU3YIOLLEMY areHTy NocTynaTb B KOHTEMHEP U BbIXOOUTE
13 Hero. KOHCTPYKUMA BEHTUIALMOHHOW CMCTEMBI U MaTepuarsbl, obecneymBarLLe MUKPODHY unsTpauuo, MOryT u3-
MeHaTbCA. M3nenns, ctepunmayemble B KOHTEMHeEpax, MOryT NoABepraTh NpeaBapuTensHOMY KOHOMLMOHUPOBAHUKD UK
Gonee ANWTENLHOMY MO BPEMEHW BO3AEWCTBUIO CTEPUNU3YHIOLLENO areHTa, YTobbl rapaHTUpOBRaTh 3aBepLUeHMe npouecca
CcTepunuaauuu.

A.3.13 duHUWHAA cTepunu3aung U coxpaHeHe CTepUnbLHOCTU UMetoT BonbLUoe 3HadeHwe angd 6e3onacHoCTU na-
UMeHTa He3aBucUMo OT 0BopyaoBaHUSA, C NOMOLLBK KOTOPOro NPOBOAATCA 3TW npouecckl. HacTosawwmi ctaHgapT cogep-
KAT MUHUMYM TpeboBaHWI K MCNONb30BaHUIO YMAKOBOYHbIX CUCTEM, KOTOpbLIe 0BecrneqvBaloT COOTBETCTBYOWME Bapbep-
Hble CUCTEMbI ANA CTEPUIM3ALINN.
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rOCT ISO 11607-1—2018

MpunoxeHune B
(cnpaBo4Hoe)

CTaH,D,apTHbIE MeToObl MCNLITAaHUA U npouenypbl, KOTOpbie MOITYT NPUMEHATb
AnAa geMoOHCTpauun cCoOOTBETCTEBUA TpEGOBaHMHM HacTosLWero craHgapra

B.1 Obwwune TpeboBaHuA

Crneayrwolune OOKYMEHTbI COAepKaT MoMoKeHUs, KOTopble MOTYT NPUMEHSATb NS AeMOHCTpalUWK COOTBETCTBMSA MNo-
NOXEHUsIM HacToALero ctaHaapTa. lNpu NpUMEHEeHUWM METOAOR MUCTbITAHWIA U NPOLLECCOB, NEPeYUCreHHbIX B Tabnuue B.1,
HeobxoaMMo oBpallats BHUMaHWe Ha AaTy Bbinycka aTux AokyMeHToB. CneuvansHeie TpeGoBaHus no NpUMEHEHWIO Me-
TOOOB UCMbITaHWIA NpMBeAeHsbl B nodpas3snene 4.4.

KpuTepusamun ona BKIKYEHMA METOOOB MCMbITaHWA M NPOLECCOB, NpuUBeaeHHbIX B Tabnuue B.1, B gaHHoe npuno-
eHue ABNATCA (haKTbl MX Ha3HAYeHUA ONA BKITHOYEHWA Y AOCTYNHOCTb ANS NpuobpeTeHus y opraHn3auni, paspabarbl-
BalOLLMX CTAHOAPTLI, TOPrOBLIX accouMaLuii N HaLMoHanbHLIX OpPraHoB No cTaHgapTu3auuu. CneqopaTensHo, paznen
«Bubnuorpacusa» cooepKUT NepeyveHb NevaTHbIX W3OaHWK, KOTopble COAEpKaT AOMOMHUTENBHbIE METOObI MCNBITaHWNA.
[anHoe npunoxeHne He ABMAeTcH BceobbeMnowmumMm. M3BeCcTHO, 4TO K MOMEHTY nybnunkauuw 6yayT paspaboraHbl HOBbIE
MEeTOoAbl UCTILITaHWIA.

(NameHeHne Ne 1, 2014)

B.2 YnakoBo4HbIe MaTepuarnbl U oT(hOpMOBaHHbIe 6apbepHkie CUCTeMbI ANA CTepUnu3auum

Tabnwuuya B.1 Metoabl UCNbITAHWUIA U MX CTATyC

CeolictBo/ | Ccbinka Ha ctaHaapr, HaunmeHosaHWe AokymMeHTa MeTton ucneita- | Metoa ncnbi- Pyko-
ocobeH- OOKYMEHT HUA UMEeeT Nod- | TaHun umeeT | BOACTBO,
HOCTb TBEpPXAEHWE TOMNbLKO NoA- CcTaH-
TOMHOCTW W/WNK | TBEpXaeHWe | OapTHbINA
NOrpeLLIHocTH, TOYHOCTH MeToq
cTabunbHOCTH, n/vnun
BOCMNPOW3BOAW- | MOFPELUHOCTH
MOCTH
Ycko- ASTM F1980 CraHgapTHOe pYKOBOACTBO MO YCKOPEHHOMY HM2) HIM Oa
peHHoe CTapeHW0 CTepusibHbIX DapbepHbIX CUCTEM
cTapeHue ONst MEOAULIMHCKUX M3OENui
EN 868-8 YnakoBka AOnA  MeOWUMHCKUX — U3OEnWi, HIM HIM Na
noanexawmx UHALLHON  CTEpUNN3aUmnn.
YacTb 8. MHoropasoBble KOHTeWHepbl Ans
cTepunv3auMM B NapoBblX CTEpUNU3aTopax,
cooTBeTcTBYOWMX EN 285
Bozgyxo- | ISO/TS 5636-2 Bymara u kaptoH. OnpegeneHve BO34yXO- Het Het HI1
NnpoHuLa- NPOHULAEMOCTU (CPEOHUIA OManas3oH u3mMe-
eMOCTb peHns). Yacte 2. Metog Wonnepa
ISO 5636-3 Bymara n kaptoH. OnpegeneHve BO3QyXO- Het Het HIM
NPOHULAEMOCTU (CPEdHUI AMana3oH uame-
peHns). YacTb 3. Meton BenatceHa
1ISO 5636-5 Bymara n kaptoH. OnpegeneHve BO34yXO- Het Het HI
NPOHULAEMOCTU W COMPOTUBINEHWA BO3dyXa
(cpegHuit auanasoH uamepeHus). Yactb 5.
Mertopn Nepnu
ASTM D737 CtaHgapTHBIA MeTod MCMNbITAaHWA Ha MPOHK- Ha — HIM
LlaeMOCTb BO3AYXa TEKCTUIBHLIX TKAHEN
TAPPI T460 Conpotuenenve Bymarv Bo3gyxy (metog ['epnv) Oa — HI
TAPPI T536 ConpoTtureneHue Bymari NpoHUKHOBEHWIO BO3- [a — HI
ayxa (meTton epnv nog BbICOKUM AABNEHWUEM)
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CeouictBo/ | Cchinka Ha cTavgapr, HaumeHoBaHue gokymeHTa MeToa ucneita- | Metoa ucnbi- Pyko-
ocobeH- OOKYMEeHT HUIA MeeT nog- | TaHUM nMmeeT | BoacTBo,
HOCTb TBEPXKOEHUE TONbKO noa- cTaH-
TOYHOCTW W/UNK | TBepXAOEHWE | QapPTHbIA
norpeLwwHocTHn, TOMHOCTH mMmeTon
cTabunbHOCTN, wunun
BOCNpouseodn- | NorpewHoCcTr
MOCTH
Cronkocte | AATCC-193 OTTankMBaHWe XuOKkocTel Ha OCHOBE BOAbI. Het Het HI
K CTIMpTY McnbiTaHWe CTOMKOCTW K BOQHOMY/CNUPTOBO-
My pacTBopy
OcHosHas | ISO 536 Bymara 1 kapTtoH. OnpeaeneHue macchl Het Het HIM
macca
ASTM D4321 CTaHOapTHbld MeTO4 WCMbITaHWA  Bbixoda Oa — HIM
YNakoBKW M3 NNacTMKOBOW MIEHKN
ASTM D3776-6M CtaHgapTHble METOAb! UCMbITAHWIA Macchl Ha Oa — HIM
equHULY nnowaan (Bec) TkaHu
TAPPI T410 Macca 6ymarn 1 KapToHa (Bec Ha efuHWULY Oa — HI
nnowaaun)
Bwocos- ISO 10993-1 Buonoruyeckas ougHka MeguLUHCKUX u3ae- HIM HIM Oa
MecTK- nuiA. YacTe 1. OueHka 1 ucnbiTaHus
MOCTb
ASTM F2475 CTaHgapTHOe PyKOBOACTBO MO OUEHKE Buno- HIM HIM Oa
COBMECTMMOCTMU YMaKOBOYHLIX MaTepuarnoB
AN MeOULMHCKUX U3OEenvn
Mpomae- | ISO 2758 Bymara. OnpeneneHue conpoTUBMEHWUS Npo- Oa — HIM
nvMBaHue JaBNUBaHWIO
TAPPI T403 ConpotueneHne Bymarv npoaasnivMBaHunio [a — HI
ASTM F1140 CtaHgapTHble MeTodbl TMOKOM YNakoBKM UC- Ha — HIM
MeITAHWA Ha COMPOTUBIIEHME BHYTPEHHEMY
OaBNeHuno
ASTM F2054 CTaHOoapTHeIA MeTon WCMbITaHWA Ha pas- Oa — HIM
pbIB repMETU3MPYOLLMX LWBOB B MMOKOW yna-
KOBKE MpW MOMOLLUM HarHeTaHWsi BHYTPEH-
HEro OaBneHWs B OrpaHUWYUTENBHBIX Nnac-
TUHax
Xnopuael | 1ISO 9197 Bymara, kaptoH v uennionosa. Onpegene- Het Het HIM
HWe CoAepKaHUsA BOAOPACTBOPUMBIX XITOpU-
noB
TAPPIT 256 BogopacTtBopumMble Xnopuael B LEennonose 1 Het Het HIM
Bymare
EN 868-4 YnakoBka Ans MeauUWHCKUX n3genuin, nogne- Het Hetb) HIM
Kalwmx pUHULIHOW cTepunu3auun. Yacts 4.
BymaxHble nakeTbl. TpeboBaHus U MeTOdbl
UcnbITaHWIA (NpunoxeHue B)
YuctoTa TAPPI T 437 Mpumeck B Bymare u KapToHe Ha — HI
TAPPI T 564 [Mpo3payHas guarpaMma Ans OLUeHKW pasme- — — HI
pa OTCTYnoB
Macca ASTM F2217 CtangapTHas npakTuka onpeaeneHns Macchbl HI HI Oa
MOKPbITUA NOKPbLITUA/KNEEBOrO CrosA
15
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CeolictBo/ | Ccbinka Ha cTaHgapT, HaumeHoBaHWe A0KyMeHTa MeTon ucneita- | Metog ncnel- Pyko-
ocobeH- DOKYMEHT HWIW UMmeeT nog- | TaHun umeeT | BoacTeo,
HOCTb TBEpXOEHWE TOMNbKO nog- CTaH-
TOMHOCTW WWUnu | TBEpXKAEHWE | OAPTHbINA
NnorpeLlwHocTH, TOYHOCTH MeToq
CTabMNBHOCTHN, wunu
BOCNpown3eodn- | NOrpelwHoOCTH
MOCTH
Kongu- ISO 187 Bymara, kapTtoH u uenntwonosa. CtaHgapT- HIM HM Oa
LUMOHMpO- Haa atMocdepa AnA KOHAWLMOHUPOBAHUSA
BaHWe W WUCMbITAHUA U MeToAMKa KOHTpOns aTMmo-
cthepbl M YCNOBMA KOHAULWOHUPOBaHUA 06-
paauoB
ASTM D4332 CraHgapTHas npakTuka KoHOWUWOHWpOBa- HI HM Oa
HUS KOHTEMHEPOB, YNAaKoBOK UMW KOMMOHEH-
TOB YNaKOBKW ONA UCMbITAHWA
ISO 2233 YnakoBka. TpaHcnopTHas Tapa ¢ ToBapamu u HIM HI Oa
eaunHn4YHbIE rpy3bl. KoHOMUMOHMPpOBaHWe ons
VCMbITaHUA
Pasmepel | ASTM F2203 CraHgapTHBIM METOA UCMbITAHWS ANS NUHEeRn- Oa — HM
HOTO M3MEPEHUSA C UCMOSML30BaHWEM NTUHEWKN
13 MPELM3NOHHOI cTanm
Opanupy- | ISO 9073-9 TekcTunb. MeTogbl UCNbITAHUA HETKaHLIX Ma- Het Het HI
€eMOoCTb TepuanoB. Yactb 9. OnpegeneHve nokaszarte-
nsi opanupyemMocTu
ISO 2493-1 Bymara n kaptoH. OnpegeneHns conpoTue- Oa — HI
neHuns narndy. Yactb 1. MNocTosgHHas cTeneHb
npornba
ISO 2493-2 Bymara n kaptoH. OnpegeneHns conpoTuB- Oa — HI
nenna narnby. Yacte 2. WartpoobpasHoin
Tectep
DIN 53121 Wcneitanua Bymarn v kaptoHa. Onpepene- Het Het HI1
HWE COMNpPOTUBNEHUA CcrubaHni MeToaoM
ny4a
TAPPI T489 ConpoTtueneHuve crubaHuio (XKECTKOCTb) Oa — HI
Oymarm M kapTtoHa (waTtpoobpasHblid Te-
CTep Ha XecTKocTe B HazoBoW KoHdUrypa-
uuu)
TAPPI T566 ConpoTtmeneHne  crubaHuio  (3KECTKOCTb) [a — HIM
Bymaru (waTpoobpa3Hbii TECTEP Ha XecCT-
KOCTb B koHdurypaumm 0 go 10 egumHuu
XeCTKOCTH)
MpouHocts | ASTM F392 CraHgapTHBIE METOQ UCMbITAHUA MPOYHOCTU Oa — HI
npu npv na3rnbe mMArknx GapbepHbIX MaTepuanos
narnbe
Mwnkpo6- | ASTM F1608 CraHgapTHbIM METOL UCMBbITAHUA ANA paHXu- Ha — HIM
HbIA poBaHWA MWUKPODOB B MOPUCTBIX YMakoBOY-
Bapbep HbIX Matepuanax (kamepa obnyyeHus)
ASTM F2638 CraHOapTHbI MEeTOoA UCNBITaHUS MpuMeHe- Oa — HM
HWUA a3pOo30MbHON uUnsTpauuK ong unamMe-
peHus pabounx XapakTepUCTUK MOPUCTLIX
yMaKoBOYHbLIX MaTepuanos B Ka4ecTBe 3amMe-
weHus MmukpobHoro bapbepa
16
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CeoucTteo/
ocobeH-
HOCTb

Cchinka Ha ctasaapr,
OOKYMEHT

HavmeHoBaHue gokyMeHTa

MeTtoq ucneita-
HUIA NMEeeT nog-
TBEPXKOEHUE
TOYHOCTK U/MNK
norpeLUHoCcTy,
cTabunbHOCTN,
BOCNpon3esogn-
MOCTH

MeToa ucnel-
TaHUW UMmeeT
TONLKO Noa-
TBEPXKOEHWE
TOYHOCTKH
wunun
NnorpewHoCcTr

Pyko-
BOACTBO,
cTaH-
OapTHbIA
mMeToq

MukpoB-
Hbll
bapbep

DIN 58953-6

Crepunusauua. ObecrnedyeHue  cTepurb-
HOW nocTtaeku. Yactb 6. McnbiTaHne MUKpo-
Buonorudeckoro  Gapbepa  yNakoBOYHbLIX
mMarepuanoB Ans  MEeOWLMHCKUX W3Oenui,
nognexawmx crepunusauun. bymara ans
YNakoBOYHbIX MaKETOB W CBepTKOB. McnbiTa-
HWe, NoanyHKT 2.14

a9

H?

HI'l

BS 6256

TexHuyeckue ycnoeus Ha Bymary ans ctepu-
NN3aUKMOHHBIX BYyMaKHbIX MELUKOB, MaKeToB
W PYNOHOB MEOMLIMHCKOTO HasHayeHus, npw-
noxexue C

Het

Het

HM

ASTM F2101

MeToa wcnbiTaHns Ana oueHkK adheKTMBHO-
CTW hunsTpauum MUKPOBOR Yepes MenuLuH-
CKMEe MackM Ansi nnua ¢ NomoLLbio Bronoruye-
CKOTo a3p030rs C 30M0TUCTLIM CTAdMMOKOKKOM

Oa

HIM

S5 876 0019

MeouuMHCKUIA  TeKCTUMb.
mukpoboB. BnaxHas cpena

[MpoHWKHOBEHME

Het

Het

HM

[NpoHunua-
eMoCTb
KMCNopo-
na

ASTM D3985

CrtaHgapTHbIM METO4 WCMbITAHWA Ha CKo-
POCTL MPOHMKAHWA KUCIIOPOAHOIO rasa Yepes
NNacTUKOBYH MNEHKY W NUCTbI C MPUMEHEHW-
€M KyNOHOMETPUYECKOro AaTyuka

Oa

HM

ASTM F1307

CTaHgapTHblA MeTod WCMbITaHWKA Ha CKO-
pPOCTb MPOHUKAHWA KUCNOPOAa BHYTPb CyXUX
YNakoBOK C MPUMEHEHUEM KyNOHOMEeTpuYe-
CKOro gatyuka

Ha

HIM

ASTM F1927

CTaHgapTHbI METOA UCMEITAHWA HA onpeae-
NEeHNe CKOPOCTWU MPOHWMKaHUA KMCMOPOAHOrO
rasa v NPOHNUAEMOCTHM NPW KOHTPONMMPYEMONR
OTHOCMUTENBHOW BIa¥HOCTW Yepe3 Dapbep-
HbI MaTepuan C NpUMEHEHMEM KyrNoHOME-
TPUYECKOro gaTymKa

Oa

HM

ASTM F2622

CTtaHgapTHeld MeTod WCMbITaHWWA Ha CKO-
POCTb NPOHWKaHWA KMCMOPOOHOrO rasa Yyepes
NNacTUKOBYH MMEHKY U NUCTLI C MPUMEHEHK-
M pasnuyHbIX 4aTYNKOB

Oa

HIM

Cnocob-
HOCTb K
OTKPbITUID
oTcnau-
BaHWEM

EN 868-5

YnakoBKa A4ns MeguUMHCKUX U30enuin, nogne-
Kawmx OUHULIHON cTepunu3auun. Yacte 5.
3aneyvaTbiBaeMble NakeTbl U PYyNoHbI, N3rOTOB-
NEHHbIE W3 MOPUCTBIX MaTEPUaNoB 1 NnacTu-
KOBOW NneHku. MeTtogsl ucnsiTaHuid (Npunoke-
Hue C)

Het

Het

HM

Wcnbl-
TaHue
paboumnx
xapakrte-
PUCTUK

ASTM D4169

WcnbiTaHne pabounx xapakTepucTuk npuy no-
CTABKE KOHTENHEPOB W YNAKOBOYHLIX CUCTEM

HM

HI

Oa

Cepna ISTA1,213

MpegnocTaBodHbIE METOALI UCTBITAHWIA, pas-
paboTaHHble MexayHapoaHoW accounaunein
no 6e3onacHoOCTH TPaH3UTHLIX NEPEB030K

HM

HI

Oa

ISTA4AB

Ynakoeka. Magenua ona 4octaBky No U3BecT-
HbIM KaHanam cbblita

HM

HI

Oa
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CeolictBo/ | Ccbinka Ha cTaHgapT, HaumeHoBaHWe A0KyMeHTa MeTon ucneita- | Metog ncnel- Pyko-
ocobeH- DOKYMEHT HWIW UMmeeT nog- | TaHun umeeT | BoacTeo,
HOCTb TBEpXOEHWE TOMNbKO nog- CTaH-
TOMHOCTW WWUnu | TBEpXKAEHWE | OAPTHbINA
NnorpeLlwHocTH, TOYHOCTH MeToq
CTabMNBHOCTHN, wunu
BOCNpown3eodn- | NOrpelwHoOCTH
MOCTH
Wenbl- ISTA7D YnakoBKa C KOHTPOMNMUPyeMbiMU TemnepaTyp- HIM HI Oa
TaHwe HbIMM TOKasaTenaMu Ans CUCTEM OOCTaBKU
pabo4mnx NocbINoK
Xapakre-
PUCTUK ISO 4180 YnakoBka. YKOMMNNeKToBaHHasA YynakoBKa AnA HIM HI Oa
TpaHcrnopTMpoBaHus. PykoBoacTBo k cocTaene-
HUH PEXMMOB IKCTITyaTaLWMOHHbBIX MCMbITaHWIA
EN 868-8 YnakoBka OnA  MeOWUMHCKUMX — U3OEnvi, Het Het HIM
noanexawmx UHWILHOW  CTEpUnU3aLmnn.
YacTb 8. MHoropasoBble KOHTeWHepbl Ans
cTepWnV3aUMM B NapoBbIX CTEpUNuU3aTopax,
cooTBeTcTBYOWMX EN 285
ASTM F2825 CraHgapTHas npakTyvka nogyepKkMBaHmua Knu- HIM HI Oa
MaTUYECKUX YCMOBWIA B YNAKOBOYHLIX CUCTE-
Max Npy OCTaBKe OOHOW MOCHINKK
ASTM D7386 CraHgapTHas npakTuka ucnolTaHua paboymnx HIM HI Oa
XapaKTepWCTUK YMakoBKK MpWU OOCTaBke of-
HOW MOCbINKK
pH ISO 6588-1 Bymara, kapToH W uenntonosa. OnpegeneHune Oa — HI
pH BoAHbIX akcTpakToB. YacTb 1. XonogHas
3KCTpaKLMA
ISO 6588-2 Bymara, kapToH 1 uenntonosa. OnpegeneHune Oa — HI
pH BoaHbIX akcTpakToB. YacTte 2. lopsyas
3KCTpaKLMA
TAPPI T509 KoHueHTpauuns BogopodHeiX MoHoB (pH) akc- Oa — HI
TpakToB Bymaru (MeTon X0NoAHOM 3KCTPaKLMK)
TAPPI T435 KoHueHTpaumsa BogopoaHbIX MOHOB (pH) ake- [a — HI
TpakToB Bymaru (MeTog ropayYen aKCTpakUmm)
Paamep EN 868-2 YnakoBKa Ansa MeguuMHCKUX U3genuii, noane- Het HetP) HM
nop wawux pUHULWHOW cTepunuaauun. Yactb 2.
YnakoBka ana ctepunuzaumun. TpeGoBaHua un
MeTOZb! UCTIbITaHMWIA (MpunoxeHune C))
Meyatb n | ASTM F2250 CTtaHgapTHBIA METOA, OLEHKIN CTOMKOCTI K XMMU- HIM HIM Oa
MOKpbITUE YECKOMY BO3OENCTBMIO KPACOK ANsA NeYaTy U Mno-
KDBITWIA ANA MATKUX YMAaKOBOMHbBIX MaTeEpUanos
ASTM F2252 CraHpapTHeIl MEeTod OLEHKM  CUEnieHus HIM HIM Oa
KPacku W MOKPLITUA C MATKMMMK YNaKOBOYHbI-
MW MaTepuanami ¢ UCNonb30BaHUEM JTMMKOIA
NEHTBI
Mpokon ASTM D1709 CraHgapTHeIM MeToq UCMbITaHUe Ana onpe- Oa —_ HM
OeneHna CTOMKOCTU K yAapHbIM Harpyskam
NNEHKN U3 NacTMacchl C NPUMEHEHWEM CBO-
bogHoNagarLLero opoTuKa
ASTM F1306 CtaHgapTHbI METOA UCMbITAHWA ANS onpe- Oa — HIM
OErneHnsa NpPOKONOCTOMKOCTW npWM  Maromn
CKOPOCTU TMBKNX DapbepHbIX NMNEeHoK U na-
MUHATOB
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lpodomxeHue mabnuuye B.1

roCT ISO 11607-1—2018

CeouictBo/ | Cchinka Ha cTavgapr, HaumeHoBaHue gokymeHTa MeToa ucneita- | Metoa ucnbi- Pyko-
ocobeH- OOKYMEeHT HUIA MeeT nog- | TaHUM nMmeeT | BoacTBo,
HOCTb TBEPXKOEHWE TONbKO Nnog- CTaH-
TOYHOCTW W/UNK | TBepXAOEHWE | QapPTHbIA
norpeLwwHocTHn, TOMHOCTH mMmeTon
cTabunbHOCTN, wunun
BOCNpouseodn- | NorpewHoCcTr
MOCTH
Mpokon ASTM D3420 CTaHOapTHBIA MeToL UCMBITaHUA AN ornpeae- Jad) — HIM
TNEHUs CTOMKOCTU K yAapHLIM Harpyakam nneH-
KM 13 NnacTMacchkl ¢ MPUMeEHeHNeM MaaTHMKa
Mpou- ASTM F88/F88M CTaHgapTHbIl MeTod UCMbITaHWs Ana onpe- Oa — HIM
HOCTb JeneHns NPoYHOCTU coeanHeHus rmbkmnx Ga-
coeguHe- pPbEpPHBIX MaTepuanos
HKUA
EN 868-5 YnakoBka AN MeguUMHCKWX — M3genuia, Het Het HIM
noanexawux (WHUWHOW  CTepunu3aumu.
YacTte 5. 3anedvatbiBaemble Naketel U pyno-
Hbl, M3rOTOBMEHHbIE U3 MOPUCTLIX MaTepua-
NOB M NNacTMKoBoW nneHku. TpeboBaHua u
METOAbl NCMbITaAHWA
Pas- ASTM F2559/ CrtaHgapTHOE PYKOBOACTBO MO HamMCaHWKO HI HI Oa
paboTtka 2559F TEXHUYECKUX YCMOBUIA OANS CTEpPUNUM3auuoH-
TEeXHU- HOW YNaKOBKMW, OTKPbIBALWLIENCA C NMOMOLLbH
YECKMX paccrnavBaHua
yCIMoBWiA
ASTM F99 CTaHgapTHOe pYKOBOACTBO MO HanWcaHuio HIM HIM Oa
TEXHUYECKMX YCNOBUIA AN rMOKUX pYNOHHBLIX
BapbepHbIX MaTeprarnos
ASTM F17 CTaHgapTHasi TEpMUHOSMOMUs, OTHOCSLLAACS HI HI Oa
K rubkov BapbepHoOn ynakoBke
ASTM F2097 CTaHgapTHOe pyKoOBOACTBO MO MogennpoBa- HIM HIM Oa
HWI0 U OLIEHKE MEepBMYHOW MMOKOW YNakoBKWU
ONA MeaULMHCKUX U3O0ennia
Cratu- BS 6524 MeTon onpeneneHns NOBEPXHOCTHOTO yaenb- Het Het HIM
yeckoe HOrO COMPOTUBIEHWUS TEKCTUMBHLIX TKAHEen
anekTpu-
4ecTBO ASTM D257 CraHpapTHble METOAb! NCTLITAHWIA Ha comnpo- — la HI
TUBINEHWe MOCTOAHHOMY TOKY WNK MPOBOAW-
MOCTW AU3NEKTPUYECcKnX MaTepuanoe
Llenoct- ASTM F2228 CTaHgapTHeld METOA WCNbITAHWS Ha Hede- Oa — HIM
HOCTb CTPYKTMBHOE 0OHapy)XeHne yTeyYek B Me-
CTEepWnb- OULMHCKOW YMakoBKE, KOTOpbI CcOoeduHseT
How Ba- nopucTeli GapbepHbll Martepuan MeTonom
pbEepHON npuMeHeHust KoHTporsHoro rasa CO,,
CUCTEMBI
ASTM F1929 CTaHgapTHell MeTon WChblTaHus Ha obHa- Oa - HIM
PYXEHWEe YTe4YeK B repMeTU3MpPYHLLEM LUBE
B MOPWUCTON MEeOWLUMWHCKOM YNakoBKE C NMOMO-
L MPOHMKHOBEHWA KpacuTens
ASTM F2227 CTaHgapTHeld METOA4 WCMbITAHWS Ha Hede- Oa — HIM
CTPyKTMBHOE OOHapy»XeHne yTedeKk B He 3a-
KPbITLIX FEPMETUYHO W B MYCTLIX NOTKax Ans
MEAWLIMHCKOW YyNakoBKA METOOOM MpUMEHe-
HUs KOHTponbHoro rasa CO,
ASTM F2391 CTaHgapTHbIA MeTOL UCMbITaHWIA Ha BbidBNe- Oa — HIM
HWE UenoCTHOCTH YNaKoBKN M repMEeTU3NPYIO-
LLEro Wea C UCNonbL30BaHWeM renns B kade-
CTBE KOHTPOMLHOrO rasa
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rOCT ISO 11607-1—2018

lpodomkeHue mabnuuyesi B.1

CeolicTBo/
ocobeH-
HOCTb

Cchinka Ha cTaHaapT,
[OKYMEHT

HanmeHoBaHWe JOKYyMeHTa

MeToa ucneiTa-
HWI UMeeT nog-
TBEpKOEHUE
TOYHOCTU Wunu
NnorpeLHocTH,
CTabMNBHOCTHN,
BOCnpown3eoan-
MOCTH

MeTtoa ucnbl-
TaHWn umeeT
TOMNBKO nog-
TBEPKAEHWE
TOYHOCTH
wunu
norpewHocTHn

Pyko-
BOACTBO,
cTaH-
OapTHbIA
meTopq

Llenoct-
HOCTb
cTepunb-
How Ba-
pbepHomn
cUcTEMBI

ASTM F2096

CtaHgapTHeI MeTof UCMblTaHUA Ha obOHa-
py}eHue oB6LWKX yTedyek B YNakoBKE NyTem
HarHeTaHWA BHYTPEHHEero AaeneHus (TecT Ha
MOSIBNEHNE My3bIPLKOB)

Ha

HM

ASTM F1886/
F1886M

CraHgapTHeII MEeTO[, MCMbITAHWA Ha onpe-
JeneHne LEenocTHOCTW FepMeTU3UPYIOLLMX
LLBOB B MEAWLIMHCKOWM YNakoBKE NMyTEM BU3Y-
anbHOro KOHTPOnsA

Oa

HM

ASTM F2338

CTaHOapTHbIA MeTof WCMbITAHUA Ha Hepe-
CTPyKTUBHOE 0BGHapyXeHue yTeyek B yrnakos-
Kax nyTem BaKyyMHOro pacrnaga

Oa

HM

ASTM D3078

CraHgapTHbIM METOA, MCMbITAHWA Ha Hege-
CTpYKTUBHOE OBHapyxeHue yTedek B rmbkon
ynakoBKe nyTem o6pa3oBaHWs My3blpbKoB

Ha

HIM

ASTM F2095

CTaHﬂ,apTHble METOAE! NCMbITAHWIA Ha YTEYKY
npwu CHYXeHWN OaBneHnsA B rmokom ynakoBKe
C NpUMeHeHneM 1 Be2 NpUMEHEeHUsa orpaHu-
YUTEnNbHbIX MacTyH

Ha

HM

Cynbda-
Thl

ISO 9198

Bymara, KapToH U Lenntono3a. OnpeaeneHue
BOAOPaCTBOPUMbIX CynbhaToB

Oa

HM

TAPPI T255

BogopacteopumMble cynbdpatkl B LENMONose
1 Bymare, MeToq UCNBITAHUIA

Oa

HM

EN 868-4

YnakoBka 4518 MeAULIMHCKUX U34enuid, noane-
Kawmx pUHUWIHON cTepunuiaauun. Yacte 4.
BymaHele nakeTbl. TpeboBaHus u mMeToabl
vCnbITaHWKA (MpunoxeHune B)

Het

Het

HM

Conpo-
TUBNEHWE
pa3pbiBy

ASTM D1922

CraHgapTHble UCNbITaHWA 4N onpeneneHus
COMPOTMBINEHWUA PACNpPOCTPaHeH 0 paspbiBa
MMeHKM W3 NnacTMacchl M NNacTMacCoBbIX
NeHT MeToaoM MasTHUKa

HM

ASTM D1938

CTaH,EI,apTHbII?I MeTo[ MCNbITaHWA OnA onpe-
OeneHna conpoTuBneHna pacnpocTpaHeHuo
pa3pbiBa NNeHKW U3 NnNacTMaccChbl (pas,qaoeH-
HbIA paspbls) M NNacTtMacCoBbIX NEHT METO-
O0M OQWMHOYHOro paspbiBa

Oa

HM

SO 1974

Bymara. OnpegeneHne conpoTMBREHWs pas-
anpy (Metog AnbmeHgopda)

Het

Het

HM

Ceonctea
npw pac-
TSOKEHUN

ISO 1924-2

Bymara un kapToH. OnpegeneHve CBOWCTB Npu
pacTs¥eHun. Yacte 2. MeToag yanuvHeHus c
MOCTOSIHHOW CKOPOCTBLIO

HM

SO 1924-3

Bymara un kapToH. OnpegeneHve CBOWUCTB Npu
pacTseHun. Yacte 3. Metog yarnuHeHus ¢
nocToaHHOW ckopocTeto (100 Mm/MUH)

HM

ASTM D882

CTaH,D,apTHbIﬁ MeTOoO UCNbiTaHWMA ONA onpe-
[eneHns CBOWCTB MpPU PacTSKEHUN TOHKMX
nnacTtMacCoOBbIX NeHT

Ha

HM
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roCT ISO 11607-1—2018

lpodomxeHue mabnuuye B.1

CeouictBo/ | Cchinka Ha cTavgapr, HaumeHoBaHue gokymeHTa MeToa ucneita- | Metoa ucnbi- Pyko-
ocobeH- OOKYMEeHT HUIA MeeT nog- | TaHUM nMmeeT | BoacTBo,
HOCTb TBEPXKOEHWE TONbKO Nnog- CTaH-
TOYHOCTW W/UNK | TBepXAOEHWE | QapPTHbIA
norpeLwwHocTHn, TOMHOCTH mMmeTon
cTabunbHOCTN, wunun
BOCNpouseodn- | NorpewHoCcTr
MOCTH
CeovictBa | TAPPI T494 CBoWicTBa Npu pactskeHnn Bymarn v kapTo- Oa - HI
npw pac- Ha (C NpuMeHeHWeM npubopa yOoNUHEHUs C
TSXKEHUN NOCTOAHHON CKOPOCTLH)
Tonuwm- ISO 534 Bymara n kapTtoH. OnpegeneHue TOMLWHGI, Ha — HIM
Ha/nno- NAOTHOCTU U yAensHoro obbema
HOCTb
ASTM F2251 CraHgapTHbIM MeTod UCMbITaHWA And Mame- Oa — HIM
PEHWS TONLWMHBLI TMBKMX YNAKOBOYHBLIX MaTe-
pvanos
TAPPI T551 TonwwuHa Bymaru u KapToHa (MeTod MSArKoro Oa — HIM
Banuka)
TAPPI T411 TonwuHa (MepHasn) Bymarm 1 KapToHa [a — HI
YTeyka EN 868-8 YnakoBka AnNs  MEOWUWMHCKUX — WM3OEnun, Het Het HI
BaKyyma nognexawmx UVHUWHOW  CTEpPUNM3aLuK.

YacTe 8. MHoropasoBble KOHTeWHepbl Ansi
CcTEpUnM3auuM B NapoBkiX CTepunusatopax,
cooTBeTcTBRyOLWMX EN 285

Buay- EN 868-8 YnakoBka AOns  MeOUUWHCKUX — WM3OEnun, Het Het HI
anbHbIA nognexawmx UVHAWHOW  CTepunu3aunn.
KOHTpOIb Yacte 8. MHoropasoBble KOHTeWHepbl Ansi

CTEPMNU3ALIMN B NapoBbIX CTEpPUNM3aTopax,
cooTBeTcTByHOLWMX EN 285

Bopocton-| ISO 811 TkaHwn. OnpegeneHue BogocToMKocTh. Acnbl- Het Het HIM
KOCTb TaHue rmgpocTaThyeckm daBneHnem
EDANA 170-1 BnaxHbil bapeep. BaHka ¢ 3aBUHYMBaAIOLLER- Het Het HIM

CSl KPbILLKOW

EN 20535 Bymara v kapToH. OnpegeneHue Bnaronorno- Het Het HIM
weHusa metogom Kobba

AATCC-127 BoOooCTOMKOCTL: WUCMbITaHME rMapocTaTuye- Het Het HIM
CKMM [aBrneHnem

TAPPI T441 BnaronornolweHne onpefeneHHoro pas- Oa — HIM
Mepa (HeBnuTbIBaWOWMX) Bymaru, kapto-
Ha W rodpupoBaHHOrO KapToHa (meTop
Kob6a)

EN 868-2 YnakoBka Ans  MeOWUMHCKNX W3Oenun, Het Het HI
noanexawmx QUHUWHOW CTepunuaaymu.
YacTb 2. YnakoBka Ana cTepunvaauuu.
TpeboBaHua n MmeTodbl UCNBITAHUA (NpUno-

eHue C?®))
Mpopnae- ISO 3689 Bymara v kaptoH. OnpefeneHue conpoTuB- Het Het HI
nvBaHve NEeHWA NpoaasnvBaHWIO Mocne MorpyeHus
BO Brax- B BOZOY
HOM CO-
CTOSIHUK
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rOCT ISO 11607-1—2018

OkoHyaHue mabnuusi B.1

CeolictBo/ | Ccbinka Ha cTaHgapT, HaumeHoBaHWe AokymeHTa MeTon ucneita- | Metog ncnel- Pyko-
ocobeH- DOKYMEHT HWIW UMmeeT nog- | TaHun umeeT | BoacTeo,
HOCTb TBEPXKOEHNE TOMNbKO nog- CTaH-

TOMHOCTW WWUnu | TBEpXKAEHWE | OAPTHbINA
NnorpeLwHocTH, TOYHOCTH MeToLq
CTabMNBHOCTHN, wunu
BOCNpown3eodn- | NOrpelwHoOCTH
MOCTH
Ceouctea | I1ISO 3781 Bymara u kapToH. OnpegeneHue npovHOCTU Het Het HI
npv pac- Npy pacTsKEHUU NOcne NOrpyXeHUsA B BOAY
TSOKEHUN
go Bnaw- | TAPPI T456 Pazpylwiaioliee ycunve npu pacTsxeHun Ha- fa —_ HIM
HOM CO- ChbilleHHOM Bogon Bymarn v kapToHa («pas-
CTOSTHUM PbIBHOE YCUIMME BO BNa)XHOM COCTOAHUMY )

a) HIM — He npUMeHseTcs.

P) Ina noaTBepAEHMs TOYHOCTH W/MNK norpeluHocTk cM.: Berry C.W. u Harding L. (2012), Banuaauus METoaoB
UCMbITAHWA 4NA ONUCaHUS U ONpeferneHna MaTepuarnos, NPUMEHAEMbIX B M3rOTOBNEHWW CTEPUMU3ALIMOHHON YNaKOBKK.
Packag. Technol. Sci.

) MeTon WcrnbiTaHWi ANS onpemdeneHWs pasmepa nop Tawke npweedeH B EN 868-3:2009, npunoxerue D,
EN 868-6:2009 n EN 868-7:2009.

d) ASTM uMeeT Tonbko NoATBEpPHAEHWE TOHYHOCTH.

) MeToq MCMbITaHUIA Ha BOOOCTONKOCTL Takke npueeneH B EN 868-3:2009, npunoxenue D, EN 868-6:2009 u
EN 868-7:2009.

) Mcnbitanne moxet GbiTh npoingeHo nMbo He npoiaeHo. MNorpelwHoCcTe ABNAETCA YCTapeELen.

9) MoaTteepxaeHne cTabUnNbHOCTY 1 BOCNPOWM3BOAMMOGTH cM.: D. Zahn, ISEGA Forschungs- und Untersuchungs-
gesellschaft mbH. MexnabopaTtopHoe ucnblTaHue — «McnbiTaHne MUKpPoBHoro Gapbepa B YNakoBOYHbIX MaTtepuanax
Ons MeQULUMHCKMX U3denunii, noanexallmx ctepunmusaummy B cooteetctenmn ¢ DIN 58953-6:2010.

(MameHeHne Ne 1, 2014)
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roCT ISO 11607-1—2018

MpunoxeHune C
(obsAzaTensHoe)

MeToq ucnbiTaHUA ANA onpeaeneHns CONpoTUBNEHNA HENMPOHULaeMbIX MaTepuanos
NpoxXoXaeHWK BO3AyXa

C.1 HenpoHuuaemble maTepuansl 4na 6apbepHbIX cUCTeM ANS CTEpUNM3aLMKN NOANEeXaT UCNbITaHUKD Ha BO34YXO-
npoHMUaemMocTb B cooTBeTcTBMM ¢ ISO 5636-5.

Kputepuid ucneitaHua: cnycts MUHUMYM 1 4 He omKHO BbiTb BUOAMMOro ABWXEHWMA LUNuHApa, Aonyck f+£1 mm.

C.2 [Ina cTaHOapTHOrO MOHWTOPWHIA W MPOW3BOACTBEHHbIX UCMBITAHWIA MOMYT NPUMEHATL Apyrve MeTodbl. OgHako
3TW MeToAbl JOMKHbI ObiTe BANWAMPOBaHbLI B COOTBETCTBMM CO CTaHOAPTHLIM MeTodoM ucnbiTaHua (cm. C.1) ans npume-
HAEMbIX MaTepuanos.

MpumeyaHue — [pumepbl Takux MeTodOB NpuBedeHsbl B npunoxeHuy B. [ns onpegeneHvs BO3OYyXOMNpPOHKU-
LaemMoCcTu MOTYT NMPpUMEHATE Takne metoAsl, kak metog Lonnepa, B cootBeTcTBUM € ISO 5636-2. KoadhdumumeHTsl nepe-
cyeTa ANA pasHbIX TUMOB annapaTtypbl, NPUMEHAEMON AN pa3nu4HblX METOAOB onpeAeneHns BO34YyXOMPOHULIaeMOoCTw,
npvBegeHbl B 1ISO 5636-1.
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rOCT ISO 11607-1—2018

Mpunoxenue OA

(cnpaBo4Hoe)

CBeﬂeHMH 0 COOTBETCTBMUU CCLINOYHbLIX MeXOYHAPOAHLIX CTAHOAPTOB
CCbINOYHbBIM MeXrocynapCcrteeHHbIM CTaHaapTam

Tabnuuya QA1

Obo3Ha4YeHne CChINOYHOro
MeNYHapoaHOoro cTaHjapTa

CreneHb
COOTBETCTEUS

ObosHa4eHne 1 HauMeHOBaHWE COOTBETCTBYIOLLEro
MEXrocyAapCcTBeHHOro craHaapra

ISO 5636-5

*

* COOTBETCTBYHOLLMIA MEXKIOCYAAPCTBEHHBIM CTAHAAPT OTCYTCTBRYET. [lo ero NpuHSATAA pekoMeHIyeTcs MCronb3o-
BaTk NEpPEeBO/ Ha PYCCKUI A3bIK JAHHOTO MEXOyHapoaHoro ctaHaapTa. [Neperoq AaHHOTO MeXdyHapoaHOoro cTaHaapTa
HaxoguTcs B denepansHoM MHAQOPMALMOHHOM hoHAE CTaH4APTOB.
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[4] ISO 5636-2:1984 Paper and board. Determination of air permeance (medium range). Part 2. Schopper
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[6] 1ISO 9001:2008 Quality management systems. Requirements (Cuctembl MeHegXMeHTa KadecTea. Tpe-
BoBaHus)

[7] ISO 10993-1:2009 Biological evaluation of medical devices. Evaluation and testing within a risk manage-

ment process (buonoruyeckas ougHka MeguUMHCKMX nagenuin. Yacte 1. OueHka u uc-
NblTaHUA B pamMKax npolecca MeHemKMeHTa pucka)

[8] 1ISO 11135:2014 Sterilization of health-care products. Ethylene oxide. Requirements for the development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
umAa MeguuMHcKnx nagennin. Okcua atuneHa. TpebosaHus k paszpaboTke, Banvgaumm
TeKyLeMy KOHTPOMIo npouecca CTepunu3alnm MeguLUMHCKUX N30enuin)

[5]—[8] (U3meHeHne Ne 1, 2014)

[9] 1ISO 11137-1:2006 Sterilization of health care products. Radiation. Part 1. Requirements for development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
uua MeguuMHeKon npoaykumu. O6nydeHune. Yacte 1. TpebosaHus Kk paspaboTke, Banu-
Aaunn 1 TeKyLueMy KOHTPOS npouecca CTepunm3aunn MegUUMHCKAX N3OEenunii)

[10] 1SO 11137-2:2006 Sterilization of health care products. Radiation. Part 2. Establishing the sterilization dose
(Ctepunuzauma MedWUMHCKOW npodykuuun. YacTb 2. YcTaHoBNeHWe CTepunuayroLleit
[03bl)

[11]  1SO 11137-3:2006 Sterilization of health care products. Radiation. Part 3. Guidance on dosimetric aspects

(Ctepunuzauma mMeguumHcKon npoaykuun. ObnyyeHuwe. YacTe 3. PykoBoAcTBO No BO-
npocamM Jo3uMeTpuin)

[12] 1SO/TS 11139:2006 Sterilization of health care products. Vocabulary (CTepunuaaumsa caHUTapHO-rurueHmye-
CKux nanenuin. Cnoeaps)
[13] 1SO 11607-2:2006 Packaging for terminally sterilized medical devices. Part 2. Validation requirements for

forming, sealing and assembly processes (¥YnakoBka MeqWUMHCKMX M34ENuiA, nognexa-
LWMX PUHWLIHOW CTepunuaaumn. Yacte 2. TpeboraHua K Banvgaumn npoueccoe hopmMu-
pPOBaHNA, repMeTU3aumnmn n cbopku)

[14] 1SO 13485:2003 Medical devices. Quality management systems. Requirements for regulatory purposes
(Mapenua meguumHckne., CucTeMbl MeHedXXMeHTa KavecTBa. TpeboBaHuA K perynupo-
BaHUIO)

[16] IS0 14937:2000 Sterilization of health care products. General requirements for characterization of a ster-

ilizing agent and the development, validation and routine control of a sterilization process
for medical devices (Ctepunusauuna megmumHckon npoaykumn. Oblme TpeboBanua ans
onpeneneHns XapakTepPUCTUK CTEPUITM3YIOLLLETO BELLeCTBa M And pa3paboTkui, Banvaa-
LUK 1M TEKYLLLEro KOHTPOSS NPOLECCOB CTEPUNU3ALIN MEOWULMHCKAX U3AeNUiA)

[17] 1SO 17665-1:2006 Sterilization of health care products. Moist heat. Part 1. Requirements for the develop-
ment, validation and routine control of a sterilization process for medical devices (Cte-
punmn3aumna MeguunHCKUX nagenunin. BogaHoi nap. Yacte 1. TpeboeaHus K paspaboTke,
BanuaauMm 1 TeKyLemMy KOHTPOMO NpoLecca CTepUnmaaumm MegUuUMHCKUX U3OEnuia)

[18] EN 285+A2:2009 Sterilization. Steam sterilizers. Large sterilizers (Ctepunuaauma. CTepunusatops! napo-
Bble KpynHorabapuTHbIe)

[171—[18] (NameHeHne Ne 1, 2014)
[19]1—[22] (MameHeHne Ne 1, 2014)
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[23]

[24]

[25]

[26]

[27]

(28]

[29]

(30]

(31]

(32]

(33]

26

EN 868-2:1999 Packaging materials and systems for medical devices which are to be sterilized. Part 2.
Sterilization wrap. Requirements and test methods (MaTepuankl u cucteMesl AnNA ynakos-
KW MEAMUMHCKMX NpuBopoB, NnpeaHas3HayYeHHbIx AnA ctepunusaumn. Yacte 2. CBepTku
ons crepunMaauun. TpeboeaHua U MeToObl UCMbITAHWUIA)

EN 868-3:2009 Reguirements and test methods (Packaging for terminally sterilized medical devices.
Part 3. Paper for use in the manufacture of paper bags (specified in EN 868-4) and in the
manufacture of pouches and reels (specified in EN 868-5). Requirements and test meth-
ods [MaTepuans! 1 cuctembl A5 yNakoBK MeAULMHCKUX NprBopoB, NpedHasHa4yeHHbIX
ans ctepunmaauun. Yacte 3. Bymara gns narotoBneHuss BymaxHbix NaKeToB (TEXHUYe-
ckue ycrioeus B EN 868-4) 1 M3rotoBneHus npo3paydHblX NakeToB U TpyBoK (TeXHUYecKue
ycnosus B EN 868-5). TpeboBaHWA U MeTodb! UCMbITaHWUI]

(NameHeHne Ne 1, 2014)

EN 868-4:1999 Packaging materials and systems for medical devices which are to be sterilized. Part 4.
Paper bags. Requirements and test methods (Matepmankbl 1 cucTembl ANs yNakoBKW
MedULMHCKUX NpuBopoB, NpedHaszHadYeHHbIX Ans ctepunusauum. Yacte 4. BymaxkHole
naketbl. TpeboBaHWs 1 MeTo4bl UCMbITAHWIA)

EN 868-5:2009 Packaging for terminally sterilized medical devices. Part 5. Sealable pouches and reels
of porous materials and plastic film construction. Requirements and test methods (Ma-
Tepuanel U CUCTEMbI ANA YNAKOBKW MeMUWHCKUX NpuBopoB, npeaHasHa4YeHHbIX Ans
cTepunusaumun. Yacte 5. TepmocTolikne camo3aneyaTbiBaloLLMecs NakeTbl U pyKaea u3
NOPUCTLIX MaTepuanos U MHOTOCIOMHOW NNacTUKOBOW NneHkW. TpebosaHMa U MeTofb!
UCMBbITaHUI)

EN 868-6:2009 Packaging for terminally sterilized medical devices. Part 6. Paper for low temperature
sterilization processes. Requirements and test methods (MaTtepwanel 1 cuctemel ans
YMaKoBKM MeAWLMHCKMX NpnbopoB., NpedHasHa4yeHHbIX 4nsa ctepunusauun. Yacte 6. By-
mMara 4ns HU3KkoTemnepaTypHoW cTepunuaauuun. TpeboBaHUa U MeToObl UCMNbITaHWIA)

EN 868-7:2009 Packaging for terminally sterilized medical devices. Part 7. Adhesive coated paper for
low temperature sterilization processes. Requirements and test methods (Matepuane!
W CUCTEMbI ANSA YNakoBKWM MegULMHCKUX NpubopoB, npegHasHavyeHHbIX Ansa cTepuniuaa-
umun. Yacte 7. MNpokneeHHas Bymara ona ctepyunyMsauun npyM HU3KoOW Temnepatype. Tpe-
6oBaHWa 1 MeTOAE! UCTBITAHWUIA)

[26]—[28] (MameHeHKne Ne 1, 2014)

EN 868-8:1999 Packaging materials and systems for medical devices which are to be sterilized. Re-us-
able sterilization containers for steam sterilizers conforming to EN 285. Requirements
and test methods (MaTepwransl 1 cucTembl ANA YNaKOBKKM MeAMUMHCKMX NpubopoB, npea-
HasHavYeHHbIX Ans ctepunusaumn. Yacte 8. CTepunv3aunoHHble KOHTEWHEPBl MHOMO-
KpaTHOro NpUMeHeHUs Ang napoBbIX CTepUnU3aTopo. B cootBeTcTBMM ¢ EN 285. Tpebo-
BaHWA ¥ METOAbI NCMbITAHWIA)

EN 868-9:2000 Packaging materials and systems for medical devices which are to be sterilized. Part 9.
Uncoated nonwoven materials of polyolefines for use in the manufacture of heat sealable
pouches, reels and lids. Requirements and tests methods (Martepuanel 1 cucTemsl Ans
yNakoBKWM MeauLMHCKUX NpubopoB, NpeaHasHa4YeHHbIX Ans ctepunusaumn. Yacte 9. He-
TKaHble MaTepuanel u3 nonvoneduHoB 6e3 NOKPLITUS ANA U3rOTOBNEHWA TEPMOCBapH-
BaeMblX NPo3payHbIX NaKeToOB, PYNOHOB M Kpbilwek. TpeboBaHWsA U MeToAbl UCMbITaHWIA)

EN 868-10:2000 Packaging materials and systems for medical devices which are to be sterilized. Part 10.
Adhesive coated nonwoven materials of polyolefines for use in the manufacture of heat
sealable pouches, reels and lids. Requirements and test methods (MaTtepuansl 1 cuctembl
ONA yNakoBKW MedWUMHCKMX NpubopoB, NpedHasHayveHHbIX Ana cTepunuaauni. Yacte 10.
HeTkaHble Matepuansl 3 nonvonehuHoB ¢ KNeeBLIM NOKPLITUEM ANS U3rOTOBMEHUS Tep-
MOCBapUBaEMbIX calle, PyNoHOB U Kpbilek. TpeBoBaHMA U MeToabl UCTbITaHWIA)

EN 1422:1997 Sterilizers for medical purposes. Ethylene oxide sterilizers. Requirements and test meth-
ods (CTtepunm3aTopbl MEOUUMHCKOrO HasHadyeHus. CTepunm3aTopbl HAa OCHOBE OKcvAaa
atuneHa. TpeboBaHWs U MeTofdbl)

EN 13795-1+A1:2009 Surgical drapes, gowns and clean air suits used as medical devices, for patients, clinical
staff and equipment. Part 1. General requirements for manufacturers, processors and
products (Xvpypruyeckue NokpbelBana, HakMaku, NnaLlmn ¢ WHMPOKUMK pykaBamu, UCMOSb-
3yeMble B Ka4ecTBe MeOULMHCKUX U3genvi, Ana naumMeHToB, MeQuMUMHCKOro nepcoHana
v 06opygoBaHua. Yacte 1. Obwue TpeboBaHvua ONs 3aBOA0OB-U3rOTOBUTENER, MPOM3BO-
OUTEnen u roToBbIX N3aenui)
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[34] EN 14180+A2:2009 Sterilizers for medical purposes. Low temperature steam and formaldehyde sterilizers.
Requirements and testing (Ctepunuzatopel MeAMUMHCKOrO HasHaveHusa. Huakotemne-
paTypHble napoBble 1 hopManbaerngHele ctepunuaatopel. TpeGoBanus v ucneITaHus)

[35] AAMI/ANSI ST 65:2008 Processing of reusable surgical textiles for use in health care facilities (O6paboTka
MHOTOPa30BbIX XWPYPrUYECKUX TEKCTUMNBHBIX W3AENWA, NPUMEHSAEMbIX B MEOWLMHCKAX
yypexaeHusx)

[33]—[35] (MameHeHne Ne 1, 2014)

[36] Hansen J., Jones L., Anderson H., Larsen C., Scholla M., Spitzley J. and Baldwin A. 1995. In quest of sterile pack-
aging: Part 1; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (8): p. 56—61

[37] Jones L., Hansen J., Anderson H., Larsen C., Scholla M., Spitzley J. and Baldwin A. 1995. In quest of sterile pack-
aging: Part 2; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (9): p. 72—79

[38] Scholla M., Hackett S., Rudys S., Michels C. and Bletsos J. 2000. A potential method for the specification of
microbial barrier properties. Med. Dev. Technol. 11 (3): p. 12—16

[39] Scholla M., Sinclair C.S. and Tallentire A. (1995). A European Consortium Effort to Develop a Physical Test for
Assessing the Microbial Barrier Properties of Porous Medical Packaging Materials. In: Pharm. Med. Packaging 95,
Copenhagen, Denmark

[40] Tallentire A. and Sinclair C.S. (1996). A Discriminating Method for Measuring the Microbial Barrier Performance of
Medical Packaging Papers. Med. Dev. Diag. Ind., 18 (5), p. 228—241

[41] Sinclair C.S. and Tallentire A. (2002) Definition of a correlation between microbiological and physical articulate
barrier performances for porous medical packaging materials. PDA J. Pharm. Sci. Technol. 56 (1): p. 11—9

[42]  Junghann® U., Winterfeld S., Gabele L. and Kulow U. Hygienic-Microbiological and Technical Testing of Sterilizer
Container Systems, Zentr. Steril. 1999; 7 (3) p. 154—162 under Sterile barrier systems. Package Integrity

[43] Gabele L. and Junghannf U. Untersuchung zur Lagerdauer von Sterilgut unter Einbezug des Sterilcontainers;
Aseptica 6, 2000, p. 5—7

[44] Merkblatt 45, Verpackungs-Rundschau 5/1982; Prifung von Heilsiegelndhten auf Dichtigkeit, Herausgegeben von
den Arbeitsgruppen der Industrievereinigung flr Lebensmitteltechnologie und Verpackung e. V. am Fraunhofer-
Institut fiir Lebensmitteltechnologie und Verpackung, Institut an der Technischen Universitat Minchen

[45] Dunkelberg H. and Wedekind S. A New Method for Testing the Effectiveness of the Microbial Barrier Properties of
Packaging Materials for Sterile Products; Biomed. Technik, 47 (2002), p. 290—293

[46] Test method for the microbial barrier properties of wrapping materials, new approach; Report No. 319 011.007
RIVM (Rijksinstituut voor volksgezondheid en milieuhygiene), Netherlands

[47] Test method for the microbial barrier properties of packaging for medical devices; Report No. 31900, RIVM
(Rijksinstituut voor volksgezondheid en milieuhygiene), Netherlands

[48] International Vocabulary of Basic and General Terms in Metrology: 1993, BIPM, IEC, IFCC, ISO, IUPAC, IUPAP,
OIML

[49] AORN Journal 26 (21:334-350) Microbiology of Sterilization. Litsky, Bertha, Y. 1977

[50] USP 27<1031> The biocompatibility of materials used in drug containers, medical devices and implants

[51] Berry, C.W. and Harding, L. (2012), Validation of Test Methods for Characterizing and Specifying Materials Used
in the Construction of Sterilization Packaging. Packag. Technol. Sci [Berry C.W. and Harding L. (2012) Banugauus
METOAOB MCNbITAHWIA NS ONWMCcaHWA W onpedeneHns Matepyarnos, NPUMEHAEMbIX B M3rOTORNEHUKM CTepunuaaun-
OHHOW YNakoBKu]

[62] D. Zahn, ISEGA Forschungs- und Untersuchungsgesellschaft mbH. Interlabaratory Test- «Microbial barrier testing
of packaging materials for medical devices which are to be sterilized» according to DIN 58953-6:2010. Available
online from the sterile Barrier Association (SBA) hitp://www.sterilebarrier.org/media/43501/Final-validation-report-
germproofness-plus-author.pdf [D. Zahn, ISEGA MexnabopaTtopHoe ucneitanue. McneitaHne MukpobHoro 6apbe-
pa B yNakoBOYHbIX MaTtepuanax Ans MeguuWHCKUX W3LEenui, nognexallmx ctepunusauuy B cooteeTcTeum ¢ DIN
58953-6:2010. JocTynHO OHMarH Yepe3 Accoumauuio ctepunsHoro Bapeepa (SBA) http://www.sterilebarrier.org/
media/43501/Final-validation-report-germproofness-plus-author.pdf]

[61], [62] (M3meHeHne Ne 1, 2014)
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Kntoueekle cnoea: YNakoBKa, MeOUUNHCKNEe WU3agenud, CbMHVILLIHaFI cTrepununaauns, matepuansl, Gapbeprle
CUCTEMBbI, YNAKOBOYHbIE CUCTEMBI
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