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MNpepgnucnoBne

Llenn, oCHOBHble NPWHLWMNbLI U OCHOBHOW NOPSAAO0K NpoBefeHWs paboT Mo MeXrocyfapCTBeHHOW CTaH-
pgapTtusaummn yctaHosneHol B FTOCT 1.0—2015 «MexrocygapcTtBeHHas cuctema craHgaptmsaumn. OCHOBHbIe
nonoxexHusa» n rOCT 1.2— 2015 «MexrocygapctBeHHasa cucrtema ctaHgaptusauunun. CtaHgapTtel Mexrocyaap-
CTBEHHblE, MpaBMaa 1 pekoMeHgaLuMn No MexrocygapcTBeHHoOl cTaHgapTusaumn. MNMpasmna paspaboTkun, npu-
HATUA, OOGHOBNEHUSA N OTMEHbI»

CBefeHusa o ctaHpapTe

1 NOATOTOB/IEH O6uWwecTBOM C OrpaHM4YeHHOW OTBETCTBEHHOCTbK «[onoH Hayka u TexHonorumu»
(OO0 «[wnoH Hayka n TeXxHONOTMN») HA OCHOBE OPULMaNbHOIO Nepesofa Ha PYCCKUN A3blK aHTMOSA3bIYHOW
BEPCUW yKa3aHHOTO B NyHKTe 5 cTaHgapTa, KOoTopbllii BbinoaHeH ®IYMN «CTAHOLAPTUH®OPM»

2 BHECEH depgepa/sibHbIM areHTCTBOM MO TEXHUYECKOMY pPeryinpoBaHuio U MeTposiornm

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO cTaHgapTulauuu, MeTposiornm n ceptudukaynm (npo-
TOKOM OT 27 ntoHsa 2018 r. Ne 53-2018)

3a NpuHATME NPOrosiocoBasu:

KpaTkoe HanmMeHoBaHuWe cTpaHbl Kog ctpaHsbl CoKkpaleHHoe HauMeHOBaHMe HauMoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHjapTusauuu

Benapychb BY lFocctaHgapt Pecnybnukn Benapycb

KasaxcTtaH Kz FocctaHgapT Pecny6nukn KasaxcTtaH

Poccusa RU PoccTtaHgapTt

TamxunkmucTaH T TamxukctaHgapT

4 Mpuka3zom depepasnbHOro areHTCTBa MO TEXHUYECKOMY perynmposaHuto u metponorum oT 30 aBrycra
2018 r. Ne 546-cT mexrocygapcTBeHHbl cTtaHgapt FOCT ISO 11607-1—2018 BBeaeH B AelicTBUE B KayecTBe
HauMoHaNbHOro ctaHgapTa Poccuiickoih degepauynmn ¢ 1 anpensa 2019 r.

5 HacTtosawwnii ctaHpgapT UAEHTUYEH MeXxAyHapogHomy cTaHgapTy ISO 11607-1:2006 «YnakoBka Ans
MeANLNHCKUX M3Aennii, nognexawmnx uHuwHon ctepununsaumnn. Yacte 1. Tpeb6oBaHusa K matepuanam, 6a-
pbepHbLIM cucTemam A8 cTepunmsaumm u ynakoBouyHbiM cuctemam» («Packaging for terminally sterilized
medical devices. Part 1. Requirements for materials, sterile barrier systems and packaging systems», IDT),
BK/l0OYasA usMeHeHne Amd.1:2014.

MN3mMeHeHUa K HacToswemy cTaHAapTy, NPUHATbIe nocne ero ouumvanbHOW nNyb6nukauum, BHECEHbl B
TEKCT HacTosWwero craHgapta W BblAesieHbl ABONHOW BepTUKaNbHOW NIMHMEN, PacnoOXEeHHOW Ha nonax or
COOTBETCTBYIOLW,Ero TekcTa, a 0603HayYeHne u rof NPUHATUA U3MEHEeHUS NpuBefeHbl B CKOGKax mocne cooT-
BETCTBYIOLEro TeKCTa.

MexayHapoaHblli cTaHgapT paspabotaH TexHuuyeckum komutetom ISO/TC 198 «CTepunusaymnsa meau-
LUHCKUX nsgennin» MexayHapofHoW opraHusaumy no ctaHgaptusauum (1ISO).

OduumnanbHble 3K3eMNAApPbl MEeXAYHAapoA4HOro crtaHjapTa, Ha OCHOBE KOTOPOro NOATOTOB/IEH HacTOA-
WU cTaHaapT, U MexAayHapoAHble cTaHAapTbl, HAa KOTOPble AaHbl CCbIIKK, nMetlTca B PegepanbHOM MHGOP-
MaLWoOHHOM (hoHAe cTaHOapTOB.

Mpn NnpuMeHeHUN HacToALWero craHjapTa pPeKkoMeHAyeTCA MCMNOoJ/ib30BaTb BMECTO CCbIJIOYHbIX MEXAy-
HapoAHbIX CTaHAapTOB COOTBETCTBYKOLWME MM MEXroCcyAapCTBEHHble CTaHAapThbl, CBEAEHUA O KOTOPbIX NpU-
BefleHbl B AOMNOJ/IHUTENILHOM npunoxeHun QA

6 BBAMEH TOCT ISO 11607—2011
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NHopmauna o6 M3MEHEHMSIX K HACTOSILLEMY CTaHAapTy Ny6/AnkyeTCs B eXerogHom uHdgopmaum-
OHHOM yKa3aTesne «HaunoHanbHble CTaHAapThi», @ TEKCT M3MEHEeHWA N NONPaBOK — B €XEeMeCAYHOM UH-
chopmaunMoHHOM yKaszaTene «HaunoHanbHble cTaHgapTbi». B cnyyae nepecmoTpa (3amMeHbl) NN OTMEHbI
HacToOsILero craHjapTa cooOTBeTCTBYylLUee yBejoMeHne 6yaeT ony6n1nKoBaHO B eXXeMeCsiHHOM MHAOop-
MaLuMOHHOM yka3aTene «HaunoHanbHble cTaHAapThi». CooTBeTCTBYyWasa nHpopmauusa, ysegomneHne
M TeKCThbl pa3MeljalnTCca Takke B MH(pOpPMaLMOHHONM cucTeme o6Lero noNb30BaHnA — Ha opuumanbHOM
caiiTe defepanbHOro areHTCTBA N0 TEXHUYECKOMY pPeryiMpoBaHUi0 U MeTposornn B ceTu NHTepHeT
(www.gost.ru)

© I1SO, 2006 — Bce npasa coxpaHsAaTCA
© CtaHpgapTuHdopm, odhopmneHune, 2018

B Poccuiickoii degepaunn HacToAWMA CTaHAApPT HE MOXeT ObiTb MOMHOCTbIO WMAW YACTUYHO BOCMPOU3-
BeAEH, TMPAXNPOBAH M pacnpocTpaHeH B kKa4ecTBe o0pULMaNbLHOIO n3gaHns 6e3 paspewenns degepanbHOro
areHTCTBa MO TEXHUYECKOMY PEeryimpoBaHnio U MeTposiorumn
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BBepneHune

Mpouecc KOHCTPYUpoBaHUA 1 pa3paboTkM YNakoBOYHbIX CUCTEM ANA (DUHUILHOK cTepunnsaunm megu-
LUHCKMUX U3LEeNNin ABNAETCA C/I0XHbBIM W OTBETCTBEHHbIM 3TanoM. KOMNOHEHTbl M34enns U ynakoBOYHYI CWU-
cTemMy cnepyeT coyeTaTb Takum o06pasoM, 4TOOGbl NONYYUTb paLMOHasibHbI, 6e30nacHbIi N 3 PEKTUBHBIN
NMPOAYKT, COOTBETCTBYIOLWNIA CBOEMY HAa3HAYEHMIO.

B HacToAwem cTaHgapTe yCTaHOB/IeHbl OCHOBHble XapaKTepuCcTUKM MaTepuanoB M npefBapuTesibHO
0T(hOPMOBaHHBLIX CUCTEM NS WUX NMPUMEHEHUA B yNakoBOYHbIX cucTeMax, npefHasHayeHHbIX N8 PUHULIHOWR
cTepunnsaumm MeanUUHCKUX N3genunii, a Takke paccMaTpuBaeTCs WWMPOKWIA Anana3oH NoTeHuMaabHbIX MaTe-
pvnanos, MeAULUHCKUX U3Aennit, KOHCTPYKLUI CUCTEM YNakoBKM U METOLO0B cTepununsayuu.

B ISO 11607-2 onucaHbl TpeboBaHWA K Banugaumn npoueccos hopMupoBaHus, repmetusayum n cébop-
kn. Hactosawmini ctaHgapT 3ameHssieT EN 868-1 n ycTaHaB/iuBaeT obume TpeboBaHNA KO BCEM YNaKOBOYHbIM
maTtepuanam, Torga kak EN 868, yactm 2— 10 — vacTHble TpeboBaHUa K Lesnomy pagy obuweynotpebutenb-
HbIX MmaTepuanos. O6e yacTu ISO 11607 pa3paboTaHbl B COOTBETCTBMMU C OCHOBONoAararwwmmm TpeboBaHnsa-
MW €BpONencKNX ANPEKTUB, KacarwLwWwmnxcs MeaNLNHCKNX n3genuii.

[JeicTBylOT eBponelickme crtaHfapTbl, cojepxawme TpeboBaHUA K KOHKPeTHbIM MaTtepuanam u npeg-
BapuTe/IbHO OTPOPMOBAHHbLIM 6apbepHbIM CUCTEMaM AN1A cTepuan3annmn, KOTopble U3BECTHbI KakK cTaHAapThl
cepun EN 868. HacTtoAawmnii ctaHgapT pa3paboTaH B KkayecTBe cpefcTBa ANs AeMOHcTpauum cobnwgeHus
ocHoBoOMosarawwWwmnx TpeboBaHNin eBpoNeicknX AUPEKTUB, KacalwWwmnxcs MeguLnHCKUX n3genui.

CooTtBeTcTBUe nosoxeHunam EN 868 uvacteih 2— 10 MOXET CAYXUTb NOATBEPXAEHUEM COGAAEHNA Of-
HOro unn 6onee TpeboOBaHMn HacToSAWeEro ctaHgapTa.

CuncTtembl yNnakoBKA MeAULUMHCKUX U3Aennin, nognexawmux oKkoHYaTeslbHON cTepunusaumun, npegHasHa-
YeHbl ANA cTepunusaunmm usgennin, obecnevyeHns ux HU3NYECKON 3aWUTbl, COXPAHEHUA CTEPUIbBHOCTW A0
MecTa MCNoib30BaHUA M cobl0feHNss acenTUYecKux CBOMCTB.

Oco6eHHOCTM MeAMUUHCKOro u3genusa, npegnonaraembie MeToAbl CcTepunausauuum, CpoK TFOAHOCTH,
TpaHCNOPTUPOBAHUE N XpPaHEeHWe BANSAIOT Ha KOHCTPYKLUIO yNakoBOYHOW CUCTEMbl U BbIGOp mMaTepuana.

OfAHO M3 CyUW,eCcTBEHHbIX NPENATCTBUIA AN rapMoHU3auMMm — 3TO TEPMUHONOTUA. TepPMUHbI «ynakoB-
Ka», «KOHe4yHas ynakoBKa», «KOHeyHas Tapa», «NepBMYHas Tapa» U «nepBMYHAsA ynakoBKa» TpaKTylTCHA no-
pasHoMy B pa3HbliX cTpaHax, ¥ BblI6Op O4HOM0 U3 3TUX TEPMUHOB Kak OCHOBbI A/1 FTapMOHMU3auumn C HaCTOALWNM
cTaHfapToMm fABUACA 6apbepoM A4 YCMNEeLwWwHOoro 3asepweHns pa3paboTkn 3T0ro AOKyMeHTa.

B pesynbTaTte BBeAeH TepMUH «bapbepHas cuctema A8 cTepunusaumu» Ansg onmcaHus MUHUManbHOW
ynakoBKW, HEO6XoA4MMOWN AN BbINOMHEHUA 0CO6bIX TpeboBaHWil, NpeAbABASAEMbIX K MeAULUHCKONW ynakoB-
Ke, a UMeHHO: obecneyeHune ycnoBuii 4Na NpoBefeHns cTepuausaynmn, co3gaHue nNnpuemMaemMoro MMKpobHoro
6apbepa n cobnageHne acenTuyeckMx CBOMCTB. «3alUMTHAA ynakoBka» npefoxpaHsaeT 6apbepHyl cuctemy
AN cTepunansauum, 1 BMECTe OHM 06pa3yloT ynakoBOYHY cuctemy. «lpeaBapntenbHO OoT(POPMOBaHHbIE Ba-
pbepHble CUCTEMbI» MOTYT BK/AOUYaTb /06ObIe YacTu 3TON CUCTEMbl, HaAaNnpuMep calle, nakeTbl, 3anevyaTbiBae-
Mble C NOMOLLbIO 3TUKETKU, NnepernbaemMoli nonoaam, KaTtywkn NS HAMOTKM YNaKOBOYHON NAEHKW, NpuMeHse-
Mble B 60/ibHMLAaxX. O630p 6apbepHbIX CUCTEM ANSA CTepuansauuy npepcrassied B NpuaoxeHun A.

BapbepHas cuctema BaxHa fna obecnevyeHus 6e30MacHOCTM MeULUHCKMX W3Aenuin B npouecce du-
HUWHOW cTepununsaynmn. PernaMeHTMpyloLUMe opraHbl NPU3HAOT BaXHY pofib 6apbepHbIX CUCTEM ANA CTepu-
nusauuun, paccmartpusas UX Kak BcnomoraTesibHOe CPeACTBO UM KOMMNOHEHT MeAULUHCKOTo n3fenuns.

MpepgBaputenibHO OT(PhOPMOBaHHbIEe 6GapbepHble CUCTEMbI, KOTOpPble 3aKynawT MefuLUHCKUEe yypexae-
HUS NS UCNONb30BaHUA B NpoOLeccCe BHYTPEHHENR cTepunusauun, NnpusHaTCaS MeAULUHCKUMUN U3fennamn Bo
MHOTMX YacTax cBeTa.

(M3meHeHne Ne 1,2014)



MonpaBka kK FOCT ISO 11607-1—2018 YnakoBka A/19 MeAULWHCKUX MU3fenuin, nognexawux puHuw-
HOW cTepunusauynn. Yacte 1. TpeboBaHuMA K matepmnanam, 6apbepHbIM cucTtemam A1 cTepunmsaynm
M YyNakoBOYHbIM CUCTEMaM

B kakom mecTte HanevartaHo [onxHO 6bITb
Mpeauncnosue. Tabnua ApMeHus AM 3A0 «HaumMoHanbHbIi opraH
cornacosaHmnA no ctaHgapTusaunm n MeTposiorum»

Pecny6nvkn ApmeHus

(MYC Ne 3 2025 r)
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M E X T O CY O AP CTUBEWUHH®B 1 C T A HOAPT

YMNAKOBKA And MEANUWNHCKINX IA3,£I,E}'II/II7I, MNMOANEXALWWMX OUHULWHON CTEPNAN3ALNN
Yactb 1

Tpe6OBaHI/IF| K MatTepunanam, 6apbepr|M cncrtemMmam ana crepunansaunm
M ynakoBOo4YHbIM cuctemam

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

Jata BBegeHus — 2019—04—01

1 O6nactb NPUMEHEHUSA

HacTtoawuii ctaHgapT ycTtaHaBAMBaeT TpeboOBaHMA K MaTepuanam, npeaBapuTenbHO OTOPMOBaHHbLIM
6apbepHbIM cuctemam gna crepunusauuu, 6apbepHbIM cucTtemam ANA cCTepunmsaunm n ynakoBOYHbIM CU-
cTemaMm, npefHasHayYeHHbIM AN (PUHULWHON cTepuansaunn MegUuLNHCKUX U34ennin Ao Toro, Kak oHu 6yayT
[OCTaBNieHbl K MECTY UX UCNONb30BaHNA, a Takke onucbiBaeT MeToAbl UCMbITaHUNA.

HacTtoawuii ctaHgapT NpuMeHseTca ANA ynakoBblBaHWSA MeAULMHCKUX WU3LeNnunin, nogBepraemMbix u-
HULWHOW cTepunmnsauunm Kak B MPOMbIWIEHHbIX YCNOBUAX, TaKk U B MEAULUHCKUX YUYpexAeHUax, a Takxe npu
cTepunn3annum MeaunuLMHCKUX n3genunii HenocpeacTBEeHHO B 6apbepHbIX cUcTemMax.

HacToawuii ctaHgapT He NPUMEHUM K YNaKOBOYHbIM MaTepuanam W/mMnam cuctemam, BHYTPU KOTOPbIX
HaxoAAaTCH KOHTaAMWHWpPOBaHHble MeAULWHCKUE W3[enus, B npouecce MX TpaHCNOpPTUPOBaHMA 4O MecTa no-
BTOPHOW 06paboTKM uan yTunnsayuu.

HacTtoawuiA ctaHgapT He pacnpocTpaHsAeTcs Ha 6apbepHble CUCTEMbI M YyNakOBOYHble CUCTEMbl ANf
MeAULUHCKUX U3AEeNNiA, KOTOPble U3rOTOBJ/IEHbI acenTUYecknMm cnocobom. Takxe MOXeT BO3HWKHYTb Heo6Xxo-
AVMOCTb B AONONIHUTENbHbLIX TPEe6OBaHMAX K yNakKoBKe KOMMNJeKca «iekapcTBo/usgenmes.

HacTtoawuii ctaHgapT He cogepxuT TpeboBaHuii k cucteme obecnevyeHnsa KavyecTsa A9 NPOBeAEHUSA
KOHTPONA Ha BCex CcTaAusax NpousBofAcTBa.

(M3meHeHne Ne 1,2014)

2 HopmaTnBHbIE CCbI/IKM

B HacTosiweM cTaHAapTe UCNO/b30BaHbl HOPMATUBHbLIE CCbIJIKW Ha criefylolime MexayHapogHble cTaH-
paptel. Ana gatupoBaHHbIX CCbIJIOK MCNOMb3YOT TONLKO yKasaHHY B CCbiNlIKe pegakuuio. Ansa HepaTupoBaH-
HbIX CCbIJIOK MCNONb3YIOT NOCAEAHIO pefakuuntio AOKYMEHTa, Ha KOTOpbI JaHa ccbiika, BKAw4as wbble
OONONHEHUA, UBMEHEHUSA W NOMPaBKU.

ISO 5636-5 Paper and board — Determination of air permeance and air resistance (medium range) —
Part 5: Gurley method [Bymara n kapToH. OnpegeneHne BO34YXONPOHULAEMOCTU U CONPOTUBAEHUSA BO3AyXa
(cpepgHuin gnana3oH namepeHunsn). Yacte 5. Metopg lepnu]

(M3meHeHne Ne 1,2014)

3 TepMuHbI 1 onpeaeneHns

B HacToAweM cTaHAapTe MPUMEHEeHbl cAeylowmne TEPMUHbLI C COOTBETCTBYOLWMMY OnpefeneHnsaMu:
3.1 acenTnyeckoe npegcrtaBneHne (aseptic presentation): BHegpeHne u nepepaya CTepusibHOro U3-
aenusa c cobnogeHnemM ycnoBuUil n npouenyp, UCKYawLWUX MUKPOGHOE 3apaxeHue.

M3pgaHve ochmumanbHoe
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3.2

6unoHarpyska (bioburden): Monynaumna XnW3HeCcnoCo6HbIX MUKPOOPraHU3MOB Ha M3Aenun unm 6apbep-
HOWM cucTeme gna ctepunnsaunyv Wan BHYTPU HUX.
[ISO/TS 11139:2006]

3.3 yKynopoudHoe cpenctBo (closure): CpefcTtBo, ucnonb3lyemoe A8 yKynopuBaHus 6apbepHOn cu-
CTeMbl AN cTepunusaunn 6e3 NpUMEHEHUs KTIEEBOr0 COeUHEHUS.

MpumeuyaHne — bBapbepHylD CUCTEMY AN CTEPUAN3ALUN MOXHO YKYMOPUTb YNAOTHUTENbHBIMUA KPbILKAMM
MHOropa3oBoro NPMMeHeHUst UK nocrefoBaTeslbHbIM CrubaHnem ynakoBku A0 06pa3oBaHusi CKPYUYEHHOro kaHana.

3.4 ULeNoCTHOCTb YKYMOpPO4YHOro cpepnctBa (closure integrity): CBoiicTBa repmMeTu3nMpylLLero
cpepcTtBa, NMO3BONSOWME eMy NMPensTCTBOBATb NPOHUKHOBEHWK MWKPOOPraHW3MOB B 3afaHHbIX YC/IOBU-
AX, KOTOpble OXxBaTblBalOT Mpouecc cTepunusaummn, o6paboTKy, pacnpefeneHne, TpaHcnopTupoBaHue u
XpaHeHue.

(M3meHeHne Ne 1, 2014)

3.5 CpOK rogHocTu (expiry date): YkazaHue pgatbl (rog n mecsy), A0 HAcCTYyNn/JeHWS KOTOPON MNPOAYKT
cnepyeT Mcnosib3oBaTh.

3.6 mapkupoBka (labellig): 9TukeTka ¢ NMMCbMEHHbIM, NeYaTHbIM, 3/IEKTPOHHLIM MAN rpadMyeckum oTo6-
paxeHWeM AaHHbIX, NpukpenaseMas K MeAULMHCKOMY U34ENNI0 NN YNAKOBOYHON CMCTEME UK Npunaraemas
B KaYyecTBe CONPOBOAUTENbLHOrO AOKYMEHTA.

MpumeuyaHne — MapkupoBKa COAEPXKUT MAEHTUUKALMIO, TEXHUYECKOE OnucaHue W cnocob npuMeHeHus
MeAULMHCKOro U3Aennsi, HO UCKNoUYaeT TOBAPOCONPOBOANUTE bHbIE [OKYMEHTbI.

3.7

MegunuunHckoe usgenuve (medical device): /llo6oi MHCTPYyMEHT, annapart, npu6op, mawuHa, nNpucno-
cobneHve, MMNAaHT, peareHT in vitro nnm kanubpartop, NporpamMmHbie cpeacTBa, mMartepuan wan nHoe no-
fob6Hoe mn3genue, npejHasHayeHHOe nNpousBoAuTENIEM AN UCNONb30BaHUA, OTAENbHO WX B COYETaHUM,
Ha NAaX 419 OAHOW WM HECKONbKUX ONpeAefieHHbIX uenei, kak To:

- AnarHocTtmka, npefoTBpalieHne, MOHUTOPUHF, leyeHne, obneryeHune 3abonesaHus,

- ANarHocTmMkKa, MOHUTOPUHT, NeyeHne, obneryeHne UamM KOMNeHcauus TpaBMmbl,

- nccneposaHus, nepecagka, mogudukauma nav nogaepXxka opraHoB uMAnM PU3MOOrMYEcKOro npo-
uecca,

- nogpepxaHue unm obecnevyeHne Xn3HU,

- KOHTpPO/1b 3a4aTtusa,

- Ae3nHdekyna MeguLnHCKUX N3genni,

- MonyyeHne nHpopMauuy Ans MeAUUUHCKUX Ueneil nocpecTBOM pacCcMOTpeHus in vitro o6pasuos,
NOIy4YeHHbIX U3 YeN0BEYECKOro opraHusma,

1 KOTOPOEe He BbIMONIHAET CBOEr0 OCHOBHOIO felicTBUA BHYTPWU WAW HA YeNOBEYECKOM Tesle C NOMOLLYbIO
hapMakonorMyeckux, MUMMYHOJIOTMYECKUX UAN MeTabonnmyeckmx CpefcTB, HO PYHKLMU KOTOPOro MOryT
O6blTb MOALEPXaHbl TakoBbIMWU cCpeacTBaMU.

[ISO 13485:2003]

MpumeyaHne — 3IT0 onpegeneHne u3 ISO 13485:2003 paspaboTaHo crneunanbHO KoMuUccueid no rnodanb-
Holi rapmoHm3auun (GHTF 2002).

3.8 MUKPOOHbI Gapbep (microbial barrier): CBoiicTBa repMeTU3MpylOLLETO0 CpeacTBa, NPensATCTBYIO-
wme NPOHUKHOBEHWID MUKPOOPraHW3MOB B 3@faHHblX YCNOBUAX, KOTOpPble OXBaTbiBalT NMpouecc ctepunusa-
uuun, o6paboTky, pacnpegeneHne, TpaHCNOPTUPOBaHUE U XpaHeHue.

(U3meHeHne Ne 1, 2014)

3.9 ynakoBO4YHbI MaTepuan (packaging material): Jllo60oii maTepuan, NnpuMeHseMblii Npu M3roToB/E-
HUU UAN YKYNMOPUBAHUN YNAKOBOYHOW CUCTEMBI.

3.10

ynakoBo4dHada cuctemMma (packaging system): CoueTaHue 6apbepHO cuCTeMbl U 3aWUMTHOW yna-
KOBKMW.
[ISO/TS 11139:2006]
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3.11

npeasapuTenbHO cdhopmMupoBaHHaa 6apbepHas cucTema ana crepunusaunm (preformed sterile
barrier system): bapbepHasa cuctema Ana crepunusaynm (cm. 3.22), KoTopas nocTtaBAseTcss 4YaCTUYHO CO-
6paHHOI7I ANA HanoJ/IHEHNA N OKOHYaTEeJ/IbHOINo 3akpblTUA NN YKYyNnopuBaHUA.

Mpumep - Cawe, 6yMaxHble NakeTbl M OTKPbIThble MHOFOpPa3oBbie YNaKoBKU.
[ISO/TS 11139:2006]
3.12

npoaykr (product): Pe3dynbTaT npouyecca.
[ISO 9000:2005]

MpumeuaHne — [na obecneyeHnss CTaHAAPTOB CTEPUIM3ALMUN NPOAYKT SBASETCS BELLECTBEHHbIM MaTepu-
afioM; K HeMy OTHOCATCS Cblpbe, NPOMEXYTOUHbIA NPOAYKT, C60POUHAs eanHULA N MeAVKO-CaHUTapHbIe TOBapbI.

[ISO/TS 11139:2006]

(N3meHeHne Ne 1,2014)

3.13 3awmMTHaA ynakoBKa (protective packaging): Komb6uHaunsa matepuanos, cnocobcTBytowas npe-
[OTBpalleHN0 NOBPEeXAEeHUs CTePUIbHON BapbepHOW CUCTEMbI M UX COAEPXUMOro C MOMeHTa c60pKu U Ao
MecTa UCNoJsib30BaHUS.

MpumeuvyaHne — TepmuH 3ammcTBoBaH 13 ISO/TS 11139:2006.

3.14 NOBTOPHO UCNoO/b3yeMbli MaTepuan (cycled material): MaTepuan, nonydyeHHbli B npouecce
nepepaboTKn OTXOAOB C LENb0 NpUAaHNA UM NepBOHaYanbHbIX CBOWCTB UKW ANSA APYIUX Lenei.

3.15 noBTOpAeMOCTb (repeatability): ToyHOCTb COOTBETCTBUA MeXAy pe3ynbrTataMu nocrejposaTtesb-
HbIX U3MEpeHUli OQHOT0 M TOTO Xe ONpefesieHHOro KoanyecTsa, nofanexal,ero nusmepeHunto (Msmepsemas Be-
NM4yunHa), KoTopoe NPoBOAAT B OAHUX U TEX Xe YC/I0BUSAX.

MpumevyaHune 1— 3TN ycNoBUSA Ha3bIBAIOT YC/IOBUSMU MOBTOPSAEMOCTH.

MpumeuyaHune 2— YcNoBUS NOBTOPSEMOCTM MOTYT BK/OUaTb credyloulee:

- OIHY W Ty Xe MeTOANKY U3MepeHus;

- O[IHOTO U TOTO Xe 3KCMepTa;

- OMH U TOT € U3MEPUTE/TbHbIN UHCTPYMEHT, KOTOPbIA MCMNONbL3YIOT B OAHUX U TEX Xe YCNOBUSIX;
- OIHO U TO €& MecTO NPOBeAEeHNsI U3MEPEHWS;

- MOBTOPEHNE Yepe3 KOPOTKUA NPOMEXYTOK BPpeMeHMU.

MpumeuvaHune 3 — [OBTOPSEMOCTb MOXET 6blTb BblpaXeHa KOMMYECTBEHHO Ha OCHOBaHUW AMCMEPCUOHHBIX
XapaKTepUCTMK pe3y/bTaToB.

MpumeuvaHne 4 — TepMyH 3aMMCTBOBaH U3 MexAyHapo4HOro CnoBapsi OCHOBHbIX W O6LWNX TEPMUHOB B 06-
nactu metposorun, 1993, onpepenerHune 3.6.

3.16 BoCnpon3BoaAMMOCTb (reproducibility): TOYHOCTb COOTBETCTBUA MeXAY pe3ybTataMu UsmMepeHui
OfHOTO U TOTO XXe onpeAeneHHOro KonMyecTsa, nognexalwero nsmepeHnto (M3amepsiemas BesiMYMHa), KOTopoe
NPOBOAAT B U3MEHSIOLLUXCA YC/IOBUAX.

MpumeyaHne 1— [ns 060CHOBAHHOIO 3asB/IEHNS BOCMNPOU3BOAUMOCTI HE06X0AMMblI TPe6OBaHUA Ha nU3me-
HEHMWe yC/I0BUIA.

MpumeyaHne 2— KKW3MEHALWUMCA YC/TOBUAM MOXHO OTHECTMU:
- NPUHLMN U3MEPEeHNs;

- MeTOf, U3MEPEHHNS;

- CMEHY 3KcnepTa;

- U3MEPUTE/IbHbI MHCTPYMEHT;

- CTaHAapTHbI obpasel;

- MECTO MpoBefEeHUs N3MepPeHUs;

- YC/I0BUA NMPUMEHEHUS;

- Bpewms.

M pnmedvyaHune 3— BOCI'IpOVI3BO,EI|VIMOCTb MOXET OblTb BblpaXxeHa Ko/inyeCTBeHHO Ha OCHOBaHuUM ANCNepCuoH-
HbIX XapaKTepUuCcTuK pe3ynibtartos.

MpumeyvyaHune 4 — TepMuH 3aMMCTBOBaH M3 MexAyHapoAHOr0 CfioBaps OCHOBHbLIX U 06LMX TEPMUHOB B 06-
nactu metposnorun, 1993, onpegeneHuve 3.7.
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3.17 MHOropa3soBas ynakoBka (reusable container): )XecTkaa 6apbepHas cucrtema ansa crepunnsayum,
KOTOpPYK MOXHO MCMOMb30BaTb MHOFOKPaTHO.
3.18 kneeBoe coegunHeHune (seal): PesynbTaT coefgMHEHUS NOBEPXHOCTEN.

MpumeuyaHune — T[1OBEPXHOCTU MOTYT 6biTb COEAMHEHbI C MOMOLLbIO KNEEB WM TEPMUYECKOTO MAABMEHNUS.

3.19 UesIOCTHOCTb K/1eeBOro coegunHeHuns (seal integrity): CeBoicTBa kneeBoro coefuHeHNs, NO3BOA-
IouMe eMy NpensATCTBOBAaTb NPOHUKHOBEHWIO MUKPOOPTraHM3MOB B 3afaHHblIX YCNIOBUSAX, KOTOPble OXBaTbiBaKT
npouecc ctepunusauum, o6paboTky, pacnpefeneHne, TPaHCNOPTUPOBaHUE U XpaHeHue.

3.20 NPOYHOCTbL K/1eeBOoro coefnHeHus (seal strength): MexaHn4yeckas NPOYHOCTb K/1€EEBOr0 COELUHEHUS.

3.21

CTEPUNIbHOCTL (sterile): OTcyTCTBUE XU3HECNOCOOHbLIX MUKPOOPraHNM3mMoB.
[ISO/TS 11139:2006]

3.22

6apbepHas cuctema anga crepunmsaunn (sterile barrier system): MuHumanbHaa ynakoBka, koTopas
npenAaTcTByeT NPOHNKHOBEHUID MUKPOOPraHM3mMoB N NO3BOJIAET NPOAEMOHCTPNUPOBAaTL acenTn4yeckue CBOIi-
cTBa NMPoAyKTa B MecTe ero NpuMeHeHus.

[ISO/TS 11139:2006]

3.23 cTepunbHasa ynakoBKa A1 NpoBOAHUKaA Xuakoctu (sterile fluid-path packaging): Cuctema 3a-
WMTHON 060/104KM ANA NPOBOAHMKA XWUAKOCTW W/MNU ynakoBKW, nNpefHa3HavyeHHas Ansi obecneyeHus cTe-
PUNbLHOCTW YacTu MeAULUHCKOTO U3LEeNns, KOHTAKTUPYOLWEeh C XUAKOCTAMM.

MpumeuyaHune — [IpyMEPOM CTEPWUILHON YNakoBKM AN NMPOBOAHMKA XWAKOCTU MOXET C/YXWUTb BHYTPEHHSA
yacTb TPY6OK ANl BBEAEHUA BHYTPUBEHHOW XUAKOCTU.

3.24 cOBMeCTMMOCTb CO cTepunusaumnein (sterilization compatibility): CBoiicTBa ynakoBo4yHOro mare-
puana w/unu cucTembl, NO3BOMSAKOLWMNE UM BblAEPXKMBATbL Npouecc cTepunmsauum n obecneymBaTb AOCTUXKE-
Hne TpebyembiX YCNOBUIA ANA cTepuan3aunum BHYTPWU yNakoBOYHOW CUCTEMBI.

3.25

CTepunsyrLmnii areHT (sterilizing agent): ®usnyeckoe UM XMMUYECKoe BELECTBO UAU KOMBUHALMUSA Be-
LeCcTB C 4OCTATOYHON MUKPOBOLMAHON aKTUBHOCTbIO ANA AOCTUXEHUA CTEPUNIBHOCTW B 3afaHHbIX YC/IOBUSIX.

[ISO/TS 11139:2006]

3.26 mHUWHaA cTepununlaums (terminal sterilization): Mpouecc, B pe3ynbTate KOTOPOro CTEpUIU3yT
NPOAYKT BHYTPW GapbepHOil cUCTeMbl AN CTepununsaumu.

3.27 cpoK noJsie3Horo ncnosib3oBaHua (useful life): Mepnog BpemeHu, B Te4eHUe KOTOPOro y40BNETBO-
pstTcs Bce Tpe6oBaHUA K pabouynm xapakTepucTukam.

3.28 Banunpgauusa (validation): (O6wee) MoaTeBepxgeHne nyTem wuccrnepoBaHuii n obecnevyeHme 06b-
€KTMBHOro CBMAEeTeNbCTBa TOro, YTO KOHKpeTHoe TpeboBaHMe kK 0CO60MY npeanonaraemMomy yC/a0BUIO MOXeT
6bITb BbIMOJIHEHO.

MpumevyaHne — ITO onpegenieHne NPUMEHMMO K BanmaLum MeToL0B MUCMbITAHUSA U KOHCTPYKLMK.

3.29 Banupgauua (validation): (Mpouecc) lokymeHTMpoBaHHaa npouegypa nosyyeHunsa, sanucu n NHTep-
npetauun pesynbTartosB, HeEO6XOAUMbIX ANA NOATBEPXKAEHUA TOro, YTO NPOLECC HEM3MEHHO AaeT NpoAyKuuio,
COOTBETCTBYWOLLYIO 3afjaHHbIM TpeboBaHUAM.

MpnmeuyaHne — TepmuH aganTupoBaH u3 ISO/TS 11139:2006.

4 O6wme TpeboBaHMA
4.1 O6wwne ycnosus

CooTBeTCTBME OAHOMY MM 60onee Tpe6OBaHUAM HAcTOsLULEro cTaHAapTa MOXeT 6biTb MPOAEMOHCTPU-
poBaHO NyTeM MCNO/b30BaHUSA OAHON unn 6onee cnepywuwmnx vyacteli cepum EN 868-2— EN 868-10.
4.2 CuctemMbl KayecTBa

4.2.1 LeAcTBNS, ONUcaHHble B HAcToAlEeM cTaHgapTe, cfleAyeT BbINOMHATL B pamkax oguuuanbHOii
CUCTEeMbl KayecTBa.

MpnmeuyaHne — 1SO 9001 un ISO 13485 copepxat TpeboBaHMs K COOTBETCTBYIOLWMM cucteMam kKadvectsa. [o-
NoNHNUTENbHbIE TPe60BaHNA MOTYT 6blTb YCTAHOB/IEHbI KOHKPETHON CTPaHO nan onpegenieHHbIM PermoHoMm.

4
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4.2.2 He ponXHO 6bITb HEO6XOAMMOCTM CepTUdMKALUN CUCTEMbl KayecTBa TPpeTbeil CTOPOHON ANA Bbl-
NosHeHNs TpeboBaHWn HacToALWEro crtaHgapTa.

4.2.3 YupexaeHuna 3apaBooOXpaHeHusa AOJIKHbI paccMaTpuBaTb MCNONb30BaHWE CUCTEMblI KayecTBa, KO-
Topasa TpebyeTcsa B UX CTpaHe WUAXN pervoHe.

(N3meHeHne Ne 1,2014)

4.3 OT60p Npob

MnaHbl oT60pa Npo6, MCNONb3yeMbliX A4S BblGOpa U UCMbITAHWSA YNAKOBOYHbIX CUCTEM, AO/XHbI ObITb
NMPMMEHUMbI K CMCTeMaM ynakKoBKMW, noanexawum oueHke. MNaaHbl ot6opa Npo6 AO/KHbI GbITb CTATUCTUYECKM
060CHOBAHbI.

MpumeyaHne — Tllpumepbl NnaHoB oT6opa Npob npusegeHbl B ISO 2859-1 wam ISO 186. JononHuTenbHble
nnaHbl 0T60pa MOryT 6bITb YCTAHOB/EHLI TEMU CTPaHaMy WKW perMoHamm, B KOTOPbIX MPOBOASAT OTOOP Npo6.

4.4 MeTto4bl UCnbiTaHUA

4.4.1 Bce MeToAbl UCMbITAHWUIA, NpUMeHseMble AN NOATBEPXAEHUS COOTBETCTBUS HACTOSULEMY CTaH-
AapTy, AO/DKHBI NPOXOAWUTL Banupauuio, pesynbTaTtbl KOTOPOK cneayeT opopMAATbL 4OKYMEHTaNbHO.

MpumeuaHune — TlpunoxeHne B cogepXnT nepeyeHb COOTBETCTBYIOLMX METOAOB WUCTbITAHWIA.

4.4.2 Banupauus metofa WUCNbITAHWA AO/KHA NPOAEMOHCTPUPOBATL NPUTOAHOCTL NPUMEHSEMOr0 Me-
Toga. OHa BK/lOYAET ciefyloue 3IeMeHThI:

- pa3paboTKy 060CHOBaHMA A5t Bbl6opa COOTBETCTBYOLWMNX METOA0B UCMbITAHUA YNAKOBOUYHbIX CUCTEM;

- pas3paboTky KpUTEPUEB NPUEMKH.

MpumeuyaHne — [pOLINO YCNELHO/OKOHYMIOCH Heyaaueli — BUA KpUTepusi MPUEMKM:
- onpejeneHne NoOBTOPSIEMOCTM METOAA WUCTbITAHMS;

- onpejeneHne BOCNPOM3BOAMMOCTM METOAA UCMbITaHUs,

- YCTaHOB/IEHNE YYBCTBUTENbHOCTU METoAa AN UCMbITaHUS LIeNIOCTHOCTMU.

4.4.3 Ecnu B MeTofax UCMNblTaHNA He YCTaHOBMEHO WHOoe, o6pasubl A8 UCNbITAHUSA AOMKHbI MPOXOAUTH
KOHAMUMWOHMpOBaHMe npu TemnepaTtype (23 + 1) °C n oTHOcuTenbHon BnaxHoctn (50 + 2) % B TeyeHune 24 4
MUHUMYM.

4.5 JokymeHTaumA

4.5.1 NoAaTBepXAeHNe COOTBETCTBUA HACTOAWEMY CTaHAapTy LO/IKHO OblTb OKYMEHTa/iIbHO OPOPMJIEHO.

4.5.2 Bce JOKYMEHTbl AOJ/DKHbl XpPaHWTb YCTAHOBJ/IEHHbIV nepuog BpemeHu. MNpu onpepeneHnn cpoka
XpaHeHns OOKYMEHTOB clefyeT yuuTbiBaTb Takme pakTopbl, kak TpeboBaHuA pernameHToB, CPOK FO4HOCTU
M MPOCAEXNBAEMOCTb NMPUYMUH OTKA30B MEAULMHCKMX U3gennii nnu 6apbepHoi cucTeMbl 48 cTepuamsayunm.

4.5.3 B JOKYMEHTbl COOTBETCTBUA MOTYT OblTb BK/IIOYEHbI, HO HE OFPaHMYEHbl 3TUM, IKCNyaTaynoHHbIe
JaHHble, TeXHUYecKkne ycnoBmua u pesynbTaTbl BaNMgNpoBaHHbIX METOA0B UCNbITAHUA.

4.5.4 ONeKTpOHHbIe 3anncu, 3/1eKTPOHHbIEe U COBCTBEHHOPYYHbIE NOAMUCU, UCNONTHEHHbIE B 3/IEKTPOH-
HbIX 3aMUCAX, KOTOPble CNOCOGCTBYOT Banugauum, NpoM3BOACTBEHHbI KOHTPOAb WAW APYyrMe Mpouecchl npu-
HATUA peleHnii No KayecTBY AOJIKHbl ObiTb HaLEXHbIMU.

5 Matepuasibl 1 NpeaBapuTesibHO OTPOPMOBaHHbIe 6apbepPHbIE CUCTEMbI
ANs cTepunmsaumm

5.1 O6bwue TpeboBaHus

5.1.1 Tpe6oBaHua K maTepuanamMm [O/HKHbl COOTBETCTBOBATb TEM, KOTOpPble NMPeAbABNAAITCA K MaTtepu-
anam, MCNo/b3yeMbiM B NpefBapuTesibHO OT(POPMOBAHHbLIX GapbepPHbIX CUCTEMAX, a TakXe B 6apbepHbIX CU-
cTemax Ansa crepunusauuu.

5.1.2 TpeboBaHunsa, npuBegeHHble B 5.1, He ABAATCA NONHbIMKU. MaTepuanbl, UMeKLWne XxapakTepnucTn-
K1, KOTOpble He yka3aHbl B 5.1, MOXHO OUeHMBaTb C NOMOLLbID KpUTepueB 3P PEKTUBHOCTN, NPUBELEHHbIX B
pasgene 6.

5.1.3 Ycnosusa, B COOTBETCTBUM C KOTOPbIMW MPOM3BOAAT M ob6pabaTbiBaldT Matepuan uam oTopmo-
BaHHYl 6apbepHyl cuctemy, cnefyet yctaHaB/MBaTb, KOHTPO/IMPOBAaTb U PErMcTpupoBaTtb, eCv BO3MOXHO,
4TOObl rapaHTMpoBaTh:
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a) COBMECTMMOCTb 3TWUX YC/IOBWUIA C npefnonaraeMblM WCNONb30BaHWeM MaTtepuana u/mnu 6apbepHoi
CUCTEMBI ANA CTepununsaunm;

b) coxpaHeHue 3aKcnayaTaumoOHHbIX XapakTepUCcTMk matepuana u/unm 6apbepHoii cuctembl ANA cTepu-
nusauuu.

5.1.4 Kak MUHUMYM He0ob6XxoAMMO yuyuTbiBaTb crefytuiee:

a) TemnepaTypHbIl AnanasoH;

b) AnanasoH gaBneHus;

C) Avana3oH BNaXHOCTW;

d) makcumasibHy CKOPOCTb U3MEHEHUSA BbllWENepeyYnc/ieHHOro, Npu BO3MOXHOCTMH;

€) BO34elCTBME CO/IHEYHOrO CBeTa WAN YyNbTpadnoneToBOro U3fyyeHus;

f) uncroty;

n) 6noHarpysky;

h) anekTpocTaTtnyeckyi NpPoBOANUMOCTb.

5.1.5 NcTOYHMK, ncTopumsa U NnpocnexnBaeMocTb BCeXx MaTepuanoB, 0CoO6eHHO nepepaboTaHHbIX, AOXK-
Hbl 6bITb M3BECTHbl M MPOKOHTPOSIMPOBAHbI, YTOObI rapaHTMpoBaTb, YTO KOHEYHbI MpoAyKT 6yaeT cooTBeT-
CTBOBaTb Tpe6OBaHNAM HacCTOAWeEro craHgapTa.

MpumeuyaHune — MMpu AelCTBYIOLLUX TEXHOMOTUAX MASIOBEPOSITHO, YTO B NepepaboTaHHbIX MaTepuanax MoXeT
MCNO/b30BaTLCS UTO-TO [PYroe KpoMe MepBUYHbIX MPOU3BOACTBEHHbLIX OTXOAO0B, TakK Kak HE,0CTATOUHbIi KOHTPO/Ib He MNo-
3BO/IE€T 6€30MacHO NPUMEeHATL APYroi nepepaboTaHHbIii MaTepnan B 6apbepHbIX cucTemax.

5.1.6 Heo6xoAMMO OUEHUTbL CrieayrouLMe cBolicTBa matepuana:
a) MUKPOGHLI 6apbep (cm. 5.2);
b) 6GUOCOBMECTUMOCTb UM TOKCUKOIOTMYECKNE NPU3HAKN.

MpnMmeuyaHne — 37O 06bIYHO OTHOCMTCH K Marepuanam, HaxoA4AWMMCS B KOHTakTe ¢ nsgenvem. PykoBoAcTBO
no 6mocoBmecTMmocTu gaHo B ISO 10993-1.

Heo6xo4nMoO OUEHUTb BANAHWE cTepunn3aunm Ha 6MOCOBMECTUMOCTD;

C) husnyeckne n xMmMmmyeckne CBOINCTBA,

d) coBMecTMMOCTb € npoueccamn pOopMUpoBaHUA U CKIEenBaHUS;

€) COBMECTUMOCTb C YyCTAHOB/IEHHbIMMW Mpoueccamun ctepunmnsaynm (cm. 5.3);

f) nio6ble orpaHMYeHns CPOKOB FOAHOCTU MPU XPaHEHWW A0 W Nocne cTepunusayuu.

5.1.7 MaTtepuansl, Hanpumep o06epToOYHbIEe, Bymara, MoAMMepHas M/eHKa, HeTKaHblli maTepuan wuau
MHOTOKpaTHO MCMOJb3yeMblii BOJIOKHUCTbIA MaTepuan, fO/XKHbI COOTBETCTBOBATbL creAywuwum obuwumm Tpe-
60BaHUAM:

a) matepuasnbl OJIXKHbl 6bITb HEBbILWEMAYNBAOLWMMNCA U HE UMETb 3arnaxa B YCTaHOBJ/IEHHbIX YC/TOBUAX
NPUMEHEHUSA N B TAKON CTENEeHU, YTOObl 3TO HE NOB/INANO HU HA UX XapakTepPUCTUKN, HM HA UX 6e30NacHOCTb.
OHM TakXe He AO/DKHbl HETaTUBHO BO34eliCTBOBATb HA MeAULUWHCKME U3LENNSA, C KOTOPbIMU OHNU KOHTaKTUPYIOT.

MpumeuaHune — [ina onpefeneHus 3anaxa He TpebyeTcs NPMMEHEHME CTaHAAapPTU30BaHHOIO METoAa UCMbITa-
HUWSI, TaK Kak HEeMpPUSITHble 3anaxy MOXHO MO4YyBCTBOBATH;

b) B Matepuanax He AO/DKHO ObiTb Ablp, TPELWMWH, pa3pbiBOB, MOPLWWUH, CKAAA0K WAN NOKANMN30BaHHbIX
YTONWEHNIH N/MNn yTOHYEHNI, CNOCOBHbLIX YXYALWNTbL UX (PYHKUMOHMPOBAHWNE;

C) NI0OTHOCTb MaTepuanos (Macca Ha efuHULY naowaan) 4o/HKHa COOTBETCTBOBATb 3a4aHHOMY 3HAUYEHMUIO;

d) maTepuanbl 4OMKHbI 06HAPYXUBaTb NPUEM/IEMblE YPOBHN YUCTOTbI, HA/IMYME TBEPAbIX YacTUL, 1 Nyxa;

e) matepuasnbl LO/DKHbI COOTBETCTBOBATb TPEe6OBAHNAM K 3alaHHbIM yAeNbHbIM UAN MUHUMabHbIM U-
3MYEeCKNM CBOICTBaM, TakMM Kak NPOYHOCTb Ha pacTAXeHue, OTK/IOHEHME MO TOoJ/IWUHE, CONPOTUBEHUNE pas-
pbiBY, BO34YXONPOHULAEMOCTb ¥ MPOYHOCTb Ha NpojaB/MBaHue;

f) maTepuanbl gO/MKHbLI COOTBETCTBOBATbL 3afaHHbIM XMMUYECKUM CBONCTBaM (TakuM Kak BenuyumHa pH,
cofepxaHue XN10puAOB N CynbdaToB), 4TOObl YyA0BIETBOPATL TPe6OBAHNAM, YCTAHOBAEHHBIM K MEAULNHCKUM
n3genvsaM, ynakoBouyHbIM cuctemam WMAW npoueccam cTepunusauuu;

4) MaTepuanbl He AO/XHbI cofepXaTb WU BblAensATb B 4OCTATOYHOM KO/IMYECTBE BellecTBa, KOTOpble
cUMTalTCA TOKCUYHBIMU U MOTYT HAHOCUTb Bpej 340P0BbIO A0, B Mpouecce Wau nocne ctepunmnsaynm B ycno-
BUAX UX MPUMEHEHUSA.

5.1.8 B gononHeHne Kk TpeboBaHMAM, ykazaHHbIM B 5.1.1—5.1.7, maTtepuasnbl C afAre3voOHHbIM C/I0EM
AO/DKHBI COOTBETCTBOBATb HMXENepeyucseHHbIM TpeboBaHUAM:

a) CTPYKTYypa afre3amoHHOro cnos AoJhkHa 6biTb HenpepbiBHOM, 6€3 NpPonycKoB W pa3pbiBOB, KOTOPble
MOTYT 6bITb NPUUYNHOW AEedEKTOB CKNenBaHus;
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b) nnoTHOCTb HaHeceHuA Knesa A0/XXHA COOTBETCTBOBATb YCTAHOB/IEHHOMY 3HAYEHWUIO;

C) maTepuanbl [O/HKHbI NPOAEMOHCTPUPOBATL MUHUMAsIbHYIO YCTAHOBJ/IEHHYH MPOYHOCTbL K/1€EBOTO
CNoA Npu CKAenBaHWU C ApYyrMm maTtepuasioMm B 3afaHHblX YC/0BUAX.

5.1.9 B pgononHeHune Kk TpeboBaHMaAM, ykasaHHbIM B 5.1.1—5.1.7 u, B cnydyae npumeHummocTu, 5.1.8,
6apbepHble CUCTEMBI AN1A cTepunnsaunm n otpopmoBaHHble 6apbepHble CUCTEMbI JO/KHbLI COOTBETCTBOBATH
HMXenpuseeHHbIM TpeboBaHUAM:

a) matepuasnbl U KOMNOHEHTbI, HANpPUMep NOKPbITUSA, Kpacsawmne Uanm XuMmyeckne MHANKaAToOpbl, He 4OX-
Hbl HETaTUBHO BJ/IMATbL HA MEAULMHCKOE U3[envne B pesysbTaTe peakuuun, 3arpasHeHna n/wnn nepedoca Ao, BO
BpemMs WaKW nocsie npouecca cTepunnsauunu;

b) Npu hopMMpPOBaAHUN CKNEUBAHWEM AO/DKHbI 6bITb cCO6NOAEHbl Tpe6oBaHWA K WWMPUHE U NPOUYHOCTHU
KneeBoro csios (MPOYHOCTb Ha paspbiB U/MAK npojaBnnuBaHue);

C) oTc/lanBaHne ynakoBOYHOrO C/I0A MPU OTKPbIBAHWUW YNakOBKW AO/HKHO OblTb HENPEpPbIBHbIM W OfHO-
poAHbiM, 6€3 pacc/noeHuUs unu paspbiBa mMatepuana, Cnoco6HOro yxyAwWwnTb acenTuyeckne cBolCcTBa ynakos-
KM 1 nx npepcraBsieHne nNpu OTKPbIBAHUN.

MpumeuyaHune 1— Momumo TpeboBaHUI K KOHCTPYKLUM 1 (hopMe BYMaxHbIX MakeToB M TepPMOCBapUBaEMbIX
calle 1 py/fioHOB AO/DKHbI COBMI0AATL TPEGOBAHNWS, NPELbSBAAEMbIE K UX XapaKkTepucTKam.

MpumeuvaHnune 2 — CobnogeHne MakCUMabHON MPOYHOCTM K/1€EBOr0 C0S MOXEeT 6biTb He06X0AMMo, ecnu
KneeBble coefuHeHns GyayT OTKpbIBaTb A1 Npe3eHTaunMm acenTUYecknx CBOWNCTB;

d) kneeBble coegnHEHUA /MM YKYNOpoOUHble cpeacTBa AO/MKHbI o6ecneunBaTb 6apbep OT MPOHUKHOBE-
HUA MWUKPOOPraHM3mMoB.

5.1.10 B gonosiHeHne K TpeboBaHUAM, ykaszaHHbIM B 5.1.1—5.1.7, MHOropasoBble YNaKoOBKWN 4O/DKHbI CO-
OTBETCTBOBATb HMXeNpuBeLeHHbIM TpeboBaHUAM:

a) Kaxgas ynakoBKa A0/kHa ObiTb CHabxeHa CMCTEMOl 3alinTbl OT BCKPbITUA, KOTOpas 4YeTko yKa3biBa-
eT Ha HapyleHne LEeNOoCTHOCTM YKYNOPOYHOro cpefcTsa,;

b) MecTo NPOXOXAEHWA CTepuausylouwero areHra AO/HKHO obecneuynmBaTb Gapbep OT NPOHUKHOBEHWUA
MUWUKPOOPraHM3MoB Npu BbITPy3Ke yNnakoBKM U3 cTepunmnsaTopa, TPAHCNOPTUPOBAHUN U XpaHeHUu (cm. 5.2);

c) nocne popMupoBaHua 6apbepHoOii CUCTEMbI AN CTepuansannm yKynopoyHoe cpefcTBoO LO/KHO obe-
cneunBatb 6apbep OT NPOHUKHOBEHUA MUKPOOPraHU3MOB;

d) KOHCTPYKLMA ynakoBKM AO/XHA 061erynTb 0OCMOTP BCEX 3HAYMMBbIX YacTew;

€) nepef KaxablM nocneaywwnum npMmMeHeHMEeM Heo6X04MMO YCTAaHOBUTbL KPpUTEpUM MPUEMKM ANSA Npo-
BeLEeHNA BU3yasibHOro ocmMoTpa.

MpumeuyaHune 1— MNMOMUMO BU3yasbHOTO KOHTPONS, SIBMsIlOWLErocs Hanbonee obLeit npoueasypoii, MoryT 6biTb
CMNO/b30BaHbI 1 ApYyrne MeToabl NpUemMKu;

f) oTAe/IbHble KOMMNOHEHTbl YNaKOBKU O,EI,HOI7I Modenn AOJIKHbI OblTb MM NOJTHOCTbIO B3aMMO3aMeHseMbl,
nnn NMmeTb KOHCTpPYKLUUKO, B KOTOpOVI 3aMeHa KOMNOHEHTOB He npeagycMoTpeHa.

MpumeuaHune 2— 370 TpebOBaHNE K KOHCTPYKLMU [OMKHO GbiTb 0603HAUEHO KOAOM WM Ha Sp/ibiKe;

[1) M3roTOBUTENb AO/IXEH yKa3aTb METOAUKN O6CNYXWBAHWUS, YNCTKU U CMOCOG KOHTPO/S, TEKYLLEero pe-
MOHTa U 3aMeHbl KOMMNOHEHTOB.

MpumeuaHune 3 — [ONOSHUATE/bHbIE PYKOBOACTBA MO MPUMEHEHWI0 MHOTOpPa3oBOi YNAKOBKM MPUBEAEHbI B
EN 868-8.

5.1.11 B gononHeHne k Tpeb6oBaHWAM, yka3aHHbiM B 5.1.1—5.1.7 n, ecnn npumeHnmo, B 5.1.8, MHOro-
pa3oBble BOJ/IOKHUCTble MaTtepuanbl JO/KHbI COOTBETCTBOBATb HMXENPUBEAEHHbIM TpebOoBaHUAM:

a) nocne BOCCTAHOB/IEHUA mMaTepuana u nocse Kaxaoro uukia ctepuansanmny AomxKHbl 6biTb cobaoge-
Hbl Tpe60BaHMA K aKCNAyaTauMOHHbIM XapakTepucTukam;

b) A,O/DKHbI ObITb YCTAHOBAEHbI N AOKYMEHTa/IbHO 0hOpMIEHBI CNOCO6LI 06PaboTKM C LEeNblo MPOMbIBKN
N OUYNCTKMN.

MpumeuyaHne — ITO MOXET 6blTb BU3yasibHbI KOHTPO/b, APYTe METOAbl UCMbITAHWUS U KPUTEPUM NPUEMKU
YNaKoBKW A/1s1 MOBTOPHOTO NMPUMEHEHUS;

c) cnocobbl 06paboTKM [0/KHbBI COOTBETCTBOBATb TEM, KOTOPblE yKa3aHbl Ha 3TUKeTKe.

5.1.12 Ana MHOropa3oBbiX 6apbepHbIX CUCTEM, BK/OYAs YNAKOBKM U BOSTOKHUCTbIE MaTepuansl, cnegy-
et onpeaennTb, BegeT 1M o6paboTka B COOTBETCTBUN C yKa3aHHbIMU UHCTPYKLUAMM K NOpYe CUCTEMBI, YTO MO-
XEeT orpaHMunTb CPOK ee Nose3Horo ucnonbL3oBaHua. B Tex cnyvasx, Korga nopya npejgckasyema, KoiMyecTBo
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LLMKNOB NOBTOPHOW 06paboTKM, KOTOPblE MOXET BblAepXaTb CMCTeMa, AO0/DKHO ObiTb 3asB/IEHO HA 3TUKETKe
npoAyKTa, Win Heo6X0AMMO yKa3aTb KOHeLl, CpoKa MoIe3HOro UCMO/Ib30BaHMUS.

5.2 CBoiicTBa MUKpo6HOro 6apbepa
5.2.1 HenpoHuuyaemoCTb MaTepuana cnegyet onpefensaTb B COOTBETCTBUU C npunoxeHunem C.

MpumeuyaHune — CBoilcTBA MUKPOGHOTO Gapbepa ynakoBOYHbLIX MaTepuasioB, NPUMEHSEMbIX B KOHCTPYKLMM
6apbePHbIX CUCTEM 418 CTEpUN3aLnm, SBSIOTCS OYEHb BaXKHBIMU A/1S 06ECNeyeHns LeoCTHOCTU U 6e30MacHOCTH Mpo-
foykta. MeToapl OLEHKM CBOMCTB MUKPOGHOTO Gapbepa NoApasfensioT Ha ABe KaTeropuu: Te, KOTOpble NOAXOAAT /1S He-
NPOHUL,AEMbIX MATEPUANIOB, U Te, KOTOPbIE NOAXOAST A1 MOPUCTLIX MaTEPUAasIoB.

5.2.2 lemoHCcTpauna HenpoHuLaemMocTn mMmatepuana Jo/HKHa YA0BNeTBOPATL TpeboBaHuo, NpeabsaBs-
eMOMY K MUKPOOHOMY Gapbepy.

5.2.3 MopucTble matepuanbl AOMXHbI CO34aBaTbh AOCTATOUYHbIA MUKPOOHbLIN 6Gapbep OT NPOHUKHOBEHUA
MWKPOOPraHM3mMoB, YTO6bl rapaHTMpoBaTh L,e/I0OCTHOCTb 6apbepHOil cucTeMbl ANa cTepunusaummn n 6esonac-
HOCTb NpoAykTa.

MpunmeuaHne — He cylwecTByeT yH/BEPCAbHOrO MeToAa MOATBEPXAEHWS CBONCTB MUKPOGHOro 6apbepa.
OueHKy CBOWCTB MUKPOGHOro H6apbepa MOpUCTbIX MaTtepuanos, Kak npasuio, NPOBOAAT, NoAsepras 06pasLbl 3apakeHunio
cnopamu 6aktepuii AM MUKPOYaCTUL, U3 aspo30/s, MPU HEKOTOPOI COBOKYMHOCTWU YC/IOBUI WCMbITAHWS, BKAHOYAKOLLNX
CKOpPOCTb NOTOKa Yepes3 marepuas, MUKPOGHOe 3apaxeHne obpasua W NPoAO/HKUTENBHOCTL MCNbiTaHusa. CBoiicTBa MU-
Kpo6bHOro 6apbepa npu 3afaHHbIX YCNOBUAX ONPeAenstoT CpaBHeHNeM CTeneHn NPOHVKaHMSA GakTepuin nan MukpodacTul,
CKBO3b MaTepuas C nepBoHayasibHbIM 3arpsisHeHneM. JlaHHble BaMAMPOBaHHOrO MeTofda hn3nyecknx NCnbITaHWiA, cono-
cTaB/fisieMble C AaHHbIMW Ba/MAMPOBAHHOIO MeToA4a MUKPOOMOMOTMYECKOr0 3apaXeHus, cumTarTcs npuemaeMbiMu Ans
onpejeneHns CBOWCTB MUKPOGHOro 6apbepa. Tak Kak BafMaMpoBaHHble MeToAbl MUKPOGHOro 3apaxeHns MaTepuasioB u
6apbepHbIX CUCTEM CTAHOBATCA AOCTYMHbLIMW, OHU GyAyT PacCMOTPEHbI C Lie/bl0 BKIKOYEHUS B MOCreAylolwme pejakyum
HacTosILEero ctaHgapTa (3a 6onee noapobHoi nHhopmaumeli obpawaiTeck K Sinclair n Tallentire 2002 [41], Tallentire n
Sinclair 1998 [40], Scholia et. al 1995 [39] n Scholia et al. 2000 [38]).

5.3 CoBMecCTMMOCTb C MpoLeccomM cTepuamsayumn

5.3.1 Heob6xoaumo NpoAeMOHCTPUpOBaThb, YTO MaTepuanbl U OT(hopMOBaHHbIe 6GapbepHble CUCTEMBbI T0-
AATCA ANA UCNOoIb30BaHMA B npouecce(ax) cTepunnsaunm n COOTBETCTBYIOT napamMerpam Luka.

5.3.2 CoBMeCTMMOCTb CTepuausaumm c npoueccom cnepyet onpefensatb, UCNONb3Yys CTepuausartop,
KOTOPbIA CNPOEKTUPOBAaH, CKOHCTPyMpoBaH M paboTaeT B COOTBETCTBUM C TPebOOBaHUAMMKM ONpeAeNeHHbIX
MeXAYHapOoAHbIX NN eBPONeliCKNnX cTaH4apToB.

MpnmeuyaHne — Hanpumep, cm. ISO 17665-1, ISO 11135, ISO 11137 (Bce yacTu), ISO 14937; EN 285, EN 1422
nnn EN 14180. B HacTosiliee Bpems npegnpuHUMaloTCcsa yCUMsa No rapMoHM3aumm aTMx MexayHapoaHbIX 1 eBponeickmx
CTaHfapToB.

(M3meHeHne Ne 1, 2014)

5.3.3 Heo6x04MMO0O OLEHNTbL XapakTepUCTUKN maTepuanoB, 4TOObl rapaHTUpoBaTb UX COOTBETCTBUE 3a-
AaHHbIM Npegenam nocsie TOro, Kak oHn 6blM NOABEPrHYTbl BCEM Mpoueccam cTepunnsayunm.

5.3.4 Mpouyeccbl cTepuansaLnmm MoryT BKAKOYaTb MHOTOKpaTHOe BO34elicTBME Ha CUCTEMY OLHOMO M TOro
Xe UM pasHblX NPOLECCOB CTepuansauuu.

5.3.5 Mpn onpegeneHnn NPpUrogHOCTUN COrNacHO YyCTAHOB/IEHHOMY NPUMEHEeHMWI0 paccMaTpuBalT marte-
puanbl pasHoro Tuna, KOTopble UMEKTCA B HA/MYUKN A1A TEKYLW X NOCTaBOK.

5.3.6 Ecnn ynakoBka npogykta npeacTtaBnsieT cO60i CBEPTOK UM ynakoBKa MHOTOC/0OlHA, MOTYT 6biTb
yCTaHOB/IEHbl pa3Hble npefenbl CBOWCTB mMaTepuana AN BHYTPEHHUX W BHELWHUX C/I0EB.

5.3.7 OnpeaeneHne NpurogHOCTM MOXHO NPOBOAUTL O4HOBPEMEHHO C Banugauueir NpoLeccoB cTepu-
nvsauunu.

5.4 COBMeCTUMOCTb C CUCTEMOII MapKNpOBKU

Cuctema MapKMpOBKU AO/KHA:

a) ocTaBaTbCs HENOBPEeXAEHHO U yao6ounTaemMoil 40 AOCTABKM YNAKOBKW K MECTY MCMNO/b30BaHuUs;

b) 6bITb COBMECTUMA C MaTepuasnamu, 6apbepHoii CUCTEMOW U MegUUUHCKUM U3AesiMeM BO BpeMs U Mno-
c/le NpoLEeCcCOB cTepuau3saLnunM, COOTBETCTBOBATL MapaMeTpam LMKIa W He A0J/KHA OKa3blBaTb HEraTUMBHOrO
BINSIHUA Ha Npolecc cTepunnsauunm;

C) KpacuTenn Ha oTneyaTaHHbIX WAW HAMNUCAHHbLIX 3TUKETKAX He AOMXHbl MPOHWKATb B MeAULUHCKOEe
nsgenve UauM BCTynaTb B peakuuo ¢ ynakoBOYHbLIM MaTepuasioM U/MAN CUCTEMOW, He AOJ/DKHbI yXyAlaTb Ka-
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4ecTBO ynakoBOYHOro martepunana n/MAn cuctemsbl, a Takke U3MEHATb uBeT Ao Takoli cTeneHun, 4tobbl 6GbINIO
HEBO3MOXHO MPOo4YnUTaThb TEKCT.

MpumeuyaHne — CuUCTEMbl MApPKUPOBKM MOTYT UMETbL pasHble (hOPMbl, BKIOUAA NeyaTb WM HAZMUCh Hermo-
CPeACTBEHHO Ha MaTepuasne wnnm 6apLepHOii cUCTeMe, UM ATUKETKY, COCTOSILLYI0 U3 ApYroro c/ios Matepuana, npukpe-
MASEMOr0 K MOBEPXHOCTM MaTepuana Wuanm cuctembl NyTem NpUKIenBaHusi, NaaBfeHUst UM WHbIM CMIOCOGOM.

5.5 XpaHeHune n TpaHcnopTupoBaHune

5.5.1 Matepuansl n oTqpOpMOBaHHble 6apbepHbie CUCTEMbl A1 CTEepPUAn3aLunum LO/MKHbl OblTb ynakoBa-
Hbl Takmm o6pa3om, 4To6bl obecneynTb UX 3aWUTy ANSA COXPaHEHUA 3KCNAyaTalMOHHbIX XapakTepucTuk npu
TPaHCNOPTUPOBAHUN N XPAHEHUMN.

5.5.2 Martepuanbl 1 oTMOPMOBaHHbIe GapbepHble CUCTEMblI NofJsiexar TPaHCNOPTUPOBAHUIO U XpaHe-
HUIO B TakMX YC/IOBUAX, KOTOPbIe rapaHTUPYT HEU3MEHHOCTb 3KCNayaTauMOHHbIX XapakTepucTuUK B 4ONYyCTU-
MbIX npegenax (cm. 5.1).

OTOro0 MOXHO A0CTUYbL:

a) NoATBEPXAEHMEM COXPaAHEHUA XapaKTepuCcTUK B onpefesieHHbIX N3roTOBUTENEM YC/IOBUAX XPaHEHUS;

b) nogaepxaHneM ycrnoBuii XpaHeHUs B 3afaHHbIX nNpegenax.

6 KOHCTpyKTMBHbIE TpeboBaHMA 1 TpeboBaHUA K pa3paboTke ynakOBOYHbIX
cuctem

6.1 Obwune TpeboBaHUs

6.1.1 YnakoBo4yHas cuctemMa A0/HKHA UMETb TaKyl KOHCTPYKLMIO, KOTOpas No3BOJIMT MUHUMN3NPOBATL Yrpo-
3y 6e30nacHOCTM Nonb30BaTesNA U NnayneHTa B cneumasbHo npefHasHayYeHHbIX 415 3TOr0 YC/0BUAX NOJIb30BAHUA.

6.1.2 YnakoBoyHas cuctema JoJhkHa obecneunBaTb PU3NYECKYH 3alUTy U COXPaHATb LENOCTHOCTb
6apbepHOil cucTembl ANS cTepunnsauunm.

6.1.3 BapbepHasa cucTeMa fOJIXHa AaBaTb BO3MOXHOCTb CTEPU/IN30BAaTbh NMPOAYKT U 6GbITb COBMECTUMOIA
C BblG6paHHbIMK Npoueccamun cTepunmnsaumnmn.

6.1.4 bapbepHasa cuctema fo/XHa obecneuynBatb CTEPUNBHOCTb NPOAYKTa BMN/I0OTh 40 MecTa ee UCNOoJb-
30BaHNA MU 00 UCTEYEHUSA CpoKa FOAHOCTH.

MpumevaHne — CMm. Takxe 6.4.1.

6.1.5 LlenocTHOCTb GapbepHOii CMCTEMblI MOXHO WCNOJ/Ib30BaTb Kak NOATBEPXAEHUE cOoXpaHeHus cTe-
pUNbBHOCTK MpoOAYKTa.

MpumeyvaHnme — CM. ANSI/AAMI ST65:2008 n Hansen et al. 1995 [35]. MoTepsa cTepunbHOCTN PU-
HULWHOW ynakoBKM 06ycaoB/ieHa BO3AENCTBUEM COObITUIA, @ HE BANAHUEM BPEMEHMU.

(N3meHeHne Ne 1,2014)

6.1.6 Ecnu ans aHanoruyHbiX MeAUUMHCKUX M3L4enuii Mcnonb3oBaHa OfHa W Ta Xe ynakoBOo4YHas Cu-
cTema, crnegyet AOKYMeHTanbHO 0QOpPMUTL 060CHOBaHWE ANS YCTAHOBMEHUA CXOACTBA W MAeHTMdUKaumn
KOH(UTYpaunMmn ynakoBkM MNPU HaUXyALWUX AONYCTUMbIX YCNOBUAX MPUMeHeHuss. Kak MUMHUMYM cnepyeT uc-
Nnosb30BaTb KOHUrypauui nNpu HamxyAlWux AONYCTUMbIX YC/IOBUAX, YTOObl onpeAenuTb COOTBETCTBUE Ha-
cToAWweMy cTaHAapTy.

MpumeuvyaHnune — Hanpumep, CXOACTBO MOXEeT 6biTb YCTAHOBMEHO NO pas3HbiM pasMepaMm OHOro 1 TOro Xe
npogykra.

6.2 KoHcTpyKuus

6.2.1 CnepyeT fOKyMeHTanbHO 0QOPMUTL Npoueaypbl MO KOHCTPYUMpPOBaHUIO M pa3paboTke ynakoBOY-
HbIX CUCTEM.

6.2.2 BapbepHasa cucTtema fO/XHa rapaHTupoBaThb npefbsABeHMe NPoAYyKTa B aCeENTUYECKOM Bupae.

6.2.3 MNpn KOHCTpyUpoBaHnn n paspaboTke ynakoOBOYHON CUCTEMbl YUUTbIBAKOT MHOrMe pakTopbl, HO He
orpaHM4ynBalTCA TOMBKO UMU:

a) TpeboBaHMA noTpebuTens;

b) Mmacca u KoHurypaumna npoaykra;

C) HanMume oCTPbIX KPOMOK UNN BbICTYMOB;

d) noTpebHOCTb B (hM3NYECKOW MAM MHOWN 3alnTe;
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€) YYyBCTBUTENbLHOCTb NPOAYKTA K KOHKPETHbIM ONacHOCTAM, Hanpumep K BO34elCcTBUIO paguauuu, Bna-
M, MexaHu4yeckomy ygapy, ctatmyeckomy paspsgy;

f) kKonnyecTBO NPOAYKTOB Ha YNAKOBOYHYK CUCTEMY;

4) TpeboBaHMA K MapKupoOBKe YNaKoBKW;

h) orpaHnyeHuns, cBA3aHHble C OKpyXakLwein cpenoi;

i) orpaHnYeHnsa No CPOKY roOAHOCTM NPOAYKTA;

j) cpepa pacnpocTpaHeHus, ob6pal,eHnss U XpaHeHus;

k) coBMecTMMOCTb CO cTepuan3aumnein n octaTtouyHble ABNEHUS.

6.2.4 Heob6xoanmo nageHTudunumpoBaTb U onpefennTe KOMNOHEHTbl NPOAYKTa W KOHCTPYKLWUW, cOCTaB-
napwme yKkynopoyHoe cpecTBo B c6ope 418 NPOXOXAEHUA NOTOKA XMUAKOCTU. K HUM OTHOCATCH, HO He orpa-
HUYMBAKTCHA TOSIBKO UMU:

- Martepuarnsl,

- OTAEe/I04HOEe NOKPbITUE;

- pa3Mepbl KOMMNOHEHTOB;

- cOb0poUHbIEe pa3mepbl (Hanpumep, AONYCKM Ha NOcafKy C HaTArom).

6.2.5 Pe3ynbTaTbl npouecca KOHCTpyupoBaHusa u paspabotkm (cm. 6.2.1, 6.2.3 1 6.2.4) AONXKHbI ObITb
3athukcnpoBaHbl, BepudunymposaHbl 1 0g06peHbl 40 3anycka npogykra B NPOU3BOACTBO.

6.3 OkcnnyataunmoHHble UCNbITaHUA yl'laKOBO‘-IHOVI CUCTEMBDI

6.3.1 LlenocTHOCTb 6apbepHOil cUCTEMbI AO/DKHA ObITb NPOAEMOHCTPMPOBAHa Noc/ae cTepuansaumn u
nocnefywuwmnx akcnayatTaynoHHbIX UCAbITAHWNA.

6.3.2 dusnyeckne UcnbiITaHUA COBMECTHO C UCNbITAHUEM CBOWCTB MUKPOOHOro 6apbepa NOpUCTbIX yna-
KOBOYHbIX MaTepnasnoB MOryT MPUMEeHATb A4NA onpefesieHns CNoCO6HOCTN 6apbepHO cucTeMbl ANS CTepUNun-
3aunMmn COXpPaHATb CTEPUIBHOCTb.

MpunmeuaHne — bonee Noapo6HYH MHPOPMALUKO MO AaHHOW TeMe MOXHO Mofyu4uTb B AoKyMeHTax ANSI/
AAMI ST65:2008 and Hansen et al. 1995 [35].

(M3meHeHne Ne 1, 2014)

6.3.3 CTaHgapTHble MeToAbl UCNbITaAHU ANA OLEHKU LesnocTHOCTM GapbepHO cucTembl 60nee npeg-
noyTuTesibHbl. OAHaKo B OTCYTCTBME MPUMEHUMbIX Ba/MAUPOBaAHHbIX METOAOB UCNbITAHUA LENOCTHOCTU 6a-
pbepHON cucTteMbl paboyne xapakTepPUCTUKM MUKPOOBHOro 6apbepa MOTyT OblTb YCTAHOBJ/IEHbI MO pe3y/bTaTtam
ncnblTaHMs CBOWCTB mMaTepuasoB AN MUKPOGHOro 6apbepa W LENOCTHOCTM KIeeBblX COEAUWHEHUIA M yKyno-
POYHbIX CPeAcCTB.

6.3.4 OkcnnyaTayuuoOHHbIe WUCMbITAHWA AOJIKHbI NMPOBOAWMTbL Ha GapbepHOli cucteme, NPUMEHSEMON B
Haunxyaowunx ycnosuax, KotTopasa MU3rotossieHa B 3ajaHHbIX NMPOU3BOACTBEHHbIX Npegenax CbOpMI/IpOBaHVIH n
CKnevBaHna ynakoBKM M nocne BO3LENCTBUA Ha Hee BCeX YCTaHOBJ/IEHHbIX NPOLECCOB cTepunnsaynn.

MpumeyaHne — KycTaHOB/IEHHbIM MpoLeccaMm cTepunusaumm MOXHO OTHOCUTb MHOrokpaTHoe Bos,qeﬁcmme
O4HNX N TEX Xe NN pa3HblX NpoueccoB cTepunmnsauunn.

6.3.5 YnakoBo4Has cuctema go/hkHa obecneunBaTb afeKBaTHYH 3aWMTy NpogyKkTa OT onacHocTeli, BO3-
HUKaLWMX Npn obpaweHnn ¢ HUM, TPAHCNOPTUPOBAHUN N XPaHEHUN.

6.4 WcnblTaHMe Ha cTabn/IbHOCTb XapakTepucTumk

6.4.1 McnbiTaHMe Ha CTabWNbHOCTb XapaKTepUCTUK AO/HKHO NPOAEMOHCTPMPOBATL, YTO CO BpEMEHeM
6apbepHasi cuctemMa nNpoaos/aeT COXPaHATb CBOK LLENOCTHOCTb.

6.4.2 VcnbiTaHe Ha CTabUNbLHOCTb XapakTepucTUK NPOBOAAT, MPUMEHSS NpoLecc cTapeHusl B peasb-
HOM BpEMEHMU.

6.4.3 WcnbiTaHne Ha CTabUNBLHOCTbL XapaKTepUCTUK C NPUMEHEeHNeM NPOTOKONI0B YCKOPEHHOTo cTapeHus
HEO6X0AMMO paccmaTpvBaTb B KaYecTBE AOCTATOYHOrO JoOKasaTenbCTBa 3asB/IEHHOTO CPoKa FOAHOCTU, MokKa
He 6yAyT MonyveHbl faHHble UCCefoBaHUi npoyecca cTapeHns B peasibHOM BPEMEHMU.

6.4.4 icnbiTaHne Ha cTapeHWe B peasbHOM BPEMEHMW U YCKOpPeHHoe cTapeHue cnefyeT NPoOBOAUTbL Of-
HOBpPEMEHHO.

MpuMeuyaHne — McnbiTaHMe Ha CTapeHUe W 3KCM/yaTauUuoHHbIE UCMbITAHUS — 3TO CaMOCTOSTE/IbHbIE WUCHbI-
TaHusi. Mpu aKcnyaTaumoHHbIX UCTIbITAHUSIX OLLEHMBAKOT B3aUMOAeNCcTBME MeXAy YNakoBOYHO CMCTEMOI U NpoayKTaMm
B OTBET Ha Harpysky, NepeHeceHHyl B fpouecce Npou3BOACTBA M CTepuiMsauuu, a Takke B pesynbTaTe o6palleHus,
XpaHeHUs1 1 NoCTaBKy.
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6.4.5 ECNn CPOK rOAHOCTM YCTAHOB/IEH HA OCHOBE XapaKTepUCTWK NPOAYyKTa, MCMbiTaHWe Ha cTabuib-
HOCTb XapaKTepucTuk ANs onpefeneHns 3Toro cpoka cneayeTt NPOBOAUTL BMeCTe C UCMbITAHUEM Ha cTabub-
HOCTb XapakTepucTUK ynakoBKM.

6.4.6 Mpu npoBeAeHMn UCNbITAHUIA HA YyCKOpeHHOe cTapeHne Heo6XoAMMO AaTb AOKYMEHTWpPOBAHHOEe
060CHOBaHME YyCNOBUI YCKOPEHHOTO CTApeHus M onpefenunTb NPOLO/IKUTENbHOCTL BbIGPAHHOrO MeToga uc-
nblITaHUS.

6.4.7 B cnydae noATBEepXAEHUs, 4TO C TEYEHWEeM BPeMeHM NpoAyKT He BCTynaeT BO B3auMopaeicTeue
C KOHKpeTHOl GapbepHOoil cMCTeMOi Ana cTepuamnsalum, paHee LOKYMEHTabHO OOPMJ/IEHHbIX AAHHbIX AA
MCMNbITAHUS Ha CTAbUILHOCTb XapaKTepucTuk 6yaeT JOCTAaTOUYHO A/1S YCTAHOB/IEHUS COOTBETCTBUA C 6.4.1.

7 TMNpepocTtaBnsgemas MHdopmMayms

7.1 B oTHOWeHUN MaTepuana, oT(POPMOBAHHON GapbepHOli cucTtembl UNM GapbepHO cUCTeMbl ANS
cTepununsaunm cnegyet npefocTaBiATh cCnefylolne gaHHble:

- HasBaHue WU TOProBOE HaMMeHOBaHWe W ajpec NPOW3BOAUTENA WU ero YNnoJIHOMOYEHHOro Npej-
cTaBuTens;

- TMN, pa3Mep Uan mapka;

- HOMep napTuyM UAU Apyrue cpepcTsa NPoOc/eXMBaeMoCT UCTOPUM MPOU3BOACTBA;

- npegnonaraemsblii(e) npouecc(bl) cTepunnsayuu;

- CPOK roHOCTU, rae 3TO MPUMEHUMO;

- no6bble ocobble YC/IOBUSI XpaHEHUS, rae 3TO NPUMEHNUMO;

- no6ble N3BECTHble OrpaHNYeHnsa No o6pal,eHnto MaM UCNoib3oBaHW0 (Hanpumep, YCN0BUA OKpYXato-
uie cpefabl), rge aTo NPUMEHNMO;

- yacToTa M xapakTep TeXHWYeckoro o6CnyxXuBaHUs ANSE MaTepuasioB MHOITOpPa3oBOro MCNOJ/Ib30BaHUSA
n/nnn oThopmMoBaHHbIX 6GapbepHbIX CUCTEM,;

- NpeAgHasHauvyeHbl M MaTepuansl U/MNu nNpeaBapuTenbHO chopMUpoBaHHas cTepunbHas 6GapbepHas
cucteMma ANa O4HOKPATHOrO WU MHOTOKPATHOrO0 MCNO/Mb30BaHUS;

- eC/IM B KOMM1eKTe NOCTaBNAKTCA MHCTPYKLUU NO NPUMEHEHMUIO, TO B HUX AO/IXHA 6biTb yKa3zaHa garta
BbiMyCKa WAM faTa nocriefHUX U3MEHEHWIA.

(N3meHeHne Ne 1,2014)

7.2 Ecnv B COOTBETCTBUM C HALMOHANbHLIM WU pernoHasbHbIM 3aKOHO4AaTeNbCTBOM TpebyeTca npeno-
CTaB/ieHVWe AONOMHUTENbHON MHOpPMaLUM OTHOCUTENBHO MaTepuanos, NpeABapuUTeNbHO chOPMUPOBAHHOW
CTepunbHOl 6apbepHOl CUCTEMbl UKW CTEePUNbHOW 6apbepHOli CUCTEMbI, NOCTABASEMbIX HA PbIHOK MeAULUH-
CKMX ycnyr, To Takasa uHdopmaumsa gokHa 6biTb NpegocTaB/eHa.

(M3meHeHne Ne 1,2014)
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MpunoxeHve A
(cnpaBo4HOe)

PyKOBOACTBO MO yNakoBKe MeAULUHCKUX U3aennii

Al ®akTopbl, BAMsIOWME Ha BbIGOP MAaTEPUAIOB U KOHCTPYKLMIO YNaKOBOYHOW CUCTEMbI

Oco6blii XapakTep MeAMUMHCKOTO W3Aennsl, HameueHHble MeToAbl CTepuau3auuun, npegnonaraemMoe UCnosb3osa-
HWe, CPOK FOAHOCTW, TPAHCMOPTUPOBAHNE W XPaHEHWe — Bce BMSIET Ha KOHCTPYKLUIO YMaKOBOYHOW CUCTEMbI U BbIGOP
mMaTepuana. Ha BblI6Op COOTBETCTBYIOLIMX MaTepuasioB A4S YNakoBOUYHbLIX CUCTEM, NpeAHasHaYeHHbIX AN (OUHMLIHOM
cTepunusauum MeauUUHCKUX U3Aenuii, BMAIOT B3aMMOCBSI3W, NPUBEAEHHbIe Ha pucyHke A.l.

PucyHok A.1 — B3anmocBA3n, BAUSOLME HA BbIGOP COOTBETCTBYHOLLMX
mMaTepuasnioB A5 yNakoBOYHbIX CUCTEM, NpefHa3HauYeHHbIX A5 PUHULWIHON
cTepuam3auun MeguunHCKnX nsgenui

A.2 lNMpouecchbl cTepun3aumm 1 Nx aHasms

A.2.1 Bbi6oOp NpoueccoB CTepum3auny BKIOYaeT, HO He OrpaHnyMBaeTCs TOMbKO 3aTUM, aTuneHokeug (EO), ramma-
o6nyyeHune (y), 9N1eKTPOHHbIM Nyy (e-ny4yok), nap U HU3KoTemnepaTypHble OKUCANTENbHbIE Npouecchl cTepunusaunn. Ecnm
n3genve npegnonaraeTca CTEPUIN30BATL 3TUIEHOKCUAOM, NMapoM WM MyTemM OKUC/IUTE/IbHbIX NPOLEeccos, TO A1 3TOro B
6apbepHoli cucteme MMeeTcs NPOHULAEMbI KOMMOHEHT, KOTOPbIA NponyckaeT yousarwLme MUKPOOPraHu3mbl, CTEpPUun-
3yloLme rasbl, KOTOpble 3aTeM BbIXOAAT 6€3 3HaUMTE bHbIX OCTATOUHbIX KOHLEHTpaLunii.

A.2.2 Ecnn u3genve npegnosiaraetca cTepunusoBaTb 06nydeHneM (Y uanM e-nyyvykom), NPOHULAEMbIA KOMMAOHEHT
MOXEeT He NoHafobuTbCA N GapbepHas cuctema MOXeT ObiTb U3rOTOB/IEHA U3 MOJIHOCTbIO HENPOHMLAEMbIX MaTepuasios.
WN3roTtoBuTenb BbiGMpaeT Noaxoasline npoLecchl cTepunusaumm AN Kaxaoro MeguumMHCKoro u3genus, n nx Bolbop 3aBu-
CUT OT HecKonbknx thakTopoB. Ecnv usgenve n3roToB/eHO U3 MaTepuanoB, KOTOpPble HEYCTONUYMBbLI K 06/yYeHMIo, TO, Kak
npasw/io, MPUMEHAIOT 3TUIEHOKCUA, Map WU OKUCNUTESIbHbIE areHTbl. ANbTepPHaTUBHO, eCnNn nsgenve MeeT TEHAEHLUMI0
Hakan/meaTb BbICOK/E OCTATOYHble KOHLIEHTpauuu 3TUNeHokcuaa, TO U3roTOBUTE b U3LEeNna MOoXeT BblbpaTb npouecc
06nyyeHus.

A.3 BapbepHble cUCTeMbI A1 cTepunmsaumn

A.3.1 BapbepHble cUCTEMbI A1 CTEPUIN3ALUN MEANLMHCKAX U3AENNA MOTYT UMETb MHOTO O6LLMX XapaKTePUCTUK.
BONbWMHCTBO MMEIOT BEPXHIOK W HXKHIOI NEPEropofku 1 CpeacTBa Ux coeguHeHuns. B Tom cniyyae, korga TpebyeTtcsa ner-
KO OTC/lanBalLLeecss CoeJUHeHNE, HAHOCAT KNesALWwnii repMeTrK, NO3BONSAIOWMIA C MOMOLLbI0 TEPMOCKIENBAHNA COEANHATD
ABa cnos. KnesAwwit repmeTuk, 605ee M3BECTHbIV Kak MOKPbITME, TPAAULMOHHO HAHOCAT Ha MPOHWLAEMY Neperopoaky.
B HacTosiLiee Bpems MHOTMe MAEHKW codepXaT KNeawmin repMeTuk B kauecTBe C/05(€B) NIEHOYHON KOHCTPYKuun. Tam,
roe TpebyeTcs cBapHOe coefMHeHue, Heob6xoAMMO onpefenuTb COBMECTUMOCTb Neperopofok, YTo No3BOSMT NPOBOAUTL
TepMoCK/ienBaHve UM KUCnosb30BaTh APyrme MeTofbl, Takne Kak ynbTpasBykoBas cBapka.

A.3.2 CylyecTBylOT MHOrO TUMNOB U BUAOB GapbepHbIX CUCTEM AN1A CTepuan3auuv, NpPYMeHseMbiX A5 YnakoBKu
CTEPU/IbHBIX MEAULIMHCKUX U3aenwii. MNepsblii TN — 370 NpefBapuTesibHO 0TOPMOBAHHbIN XECTKW T0TOK CO WTamno-
BaHHOI KpbILLKOW. Kak npaBuno, Ana hopMmpoBaHus noTka NPUMEHSIOT MeTOA BbiICOKOTEMMNEPATYPHOro dhopmoo6pasoBa-
HUA MAW WTaMnosky. LTaMnoBaHHas Kpblllika MOXET OblTb NPOHULLAEMON WU HENPOHULLAEMOM, @ ANA TEPMOCKIENBAHNSA
KPbILWKX C TOTKOM MMeeTCa KIesLlmnin repMeTuk.

XecTkne NoTKM CO LWITAMNOBAHHOM KPbIWKON 06bIYHO MPUMEHAKTCA ANSA TAXENbIX U3fennin 60nblIoro npodunns,
Takux Kak opToneguyeckne UMnaaHTaTbl U KapAWOCTUMYNATOPbI, & Takke KOMMIEKTbl XMPYPruyecknx MHCTPYMEHTOB.

A.3.3 BTopoii Tn — 310 rmbkne paccnavieatowmecs cawe. Calle, kak NpaBuio, COCTOUT U3 MJIEHKN C OLHO CTOPO-
Hbl 1 NAEHKWN, Bymarn UM HeTKaHoro MosoTHa ¢ Apyroi. Calle 06bIYHO MOCTABAAKT B BUAe npefBapuTensHoO oTdopmo-
BaHHbIX 6apbepHbIX CUCTEM A5 CTEPUIM3AaLUN, B KOTOPbIX BCE KNEEBbIE LUBbI Y)X€ 3afenaHbl, 3a UCKII0YEHNEM OAHOr0
(06bIuHO Ha fHe). OH ocTaeTcs OTKPbITbIM, YTOGbI M3AeNe MOXHO Gbl0 MOMOXWUTL BHYTPb, U 3aTEM Mepef cTepununsa-
uvei WoB 3a4enblBaloT OKOHYaTeslbHO. [15 OrPOMHOrO KO/MyecTBa pas/MyHbIX MeAVLMHCKUX U3fgenuii cawe Ucnosb-
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3yl0T B KayecTBe 6apbepHOi cUCTeMbl ANS CTepUIM3auun, Tak Kak OHM BbIMyCKATCA pasHbix pasMmepoB. O6bIYHO Takune
MeAULNHCKME U3Jenus nerkne n umerT Heb6onblwoin npoduab. Calle MOryT MOCTaBfAATb C pasHbIMU KOHCTPYKTUBHbLIMU
aetanamu. (Hanpymep, oHVM MOTYT UMeTb 60KOBbIE U AOHHbIE CKNaAKuN A5 YNAaKOBKMA BbICOKMX NPOMULHbBIX U3genuii.)

A.3.4 TpeTuii TUN — 3TO NakeTbl ANA cTepunu3aunn. MNakeT CKOHCTPYMpOBaH M3 OPAMHAPHOro NOs0THA MOPUCTOM
6ymary MeguUMHCKOrO Ha3HaYeHWUsl, C/IOKEHHOro Takum 06pa3oM, UTOObl NONYYWUICA AJIMHHbIA CBEPTOK C GOKOBbIMU
cknagkamu unm 6e3 Hux. CBEpTOK CKNenBaloT Mo BCell A/iMHe ABOMHbIM KNeeBbiM LUBOM. 3aremM CBepTOK OTpesatoT Ao
HY)XHOTO pasmepa M OAMH KOHeLl, 3arneyaTbiBaloT, Ha/loXMB OAWH LWOB unu 6onee. 1A yCUIEHUA yKynopoyHoOro cpeacrsa
MOXHO €eLle HEeCKO/IbKO pa3 CBEPHYTb nakeT. OTKPbITbIA KOHeL, 0O6bIYHO MMEET A3bI4YOK UK Bbipe3 A5 3axBaTa nanbLamiu,
4TO6bI NakeT MOXHO OblsI0 1erko OTKPbITh. [epes cTepunnsalmein nakeTbl 3aneyarbiBalOT OKOHYATENbHO.

A.3.5 KyeTBepToMy TNy OTHOCMTCS MaKeT, 3aneyaTbiBaeMblli C MOMOLLbI Nepernbaemoii nonosiam 3TUKETKK. Mep-
BOHayYa/IbHO MaKeT WM3rOTOBJ/IEH C MOMOLLbIO CBAPHOrO COeAUHEHUA [BYX HEMNPOHWLAEMbIX, HO COBMECTUMbIX MIEHOYHbIX
nonoteH. OAHO M3 NOSIOTEH 06bIYHO CMELLEHO Ha HEeCKO/IbKO CaHTUMETPOB. BAonb 3TON cMelleHHOl o6nactu npoBoaAT
TepMock/iemBaHne NpoHWLaemMoro Matepuana c kieeMm. BnocneAcTBuv 3TOT NPOHUL@EMbI MaTepuas MOXeT ObiTb CHAT
nyTem oTcnamBaHus, obecneumB AOCTYN BHYyTpb nakeTa. akeT, 3aneyaTbiBaeMblii C MOMOLLbIO 3TUKETKU, nepernbaemor
nonosam, LIMPOKO MCNOb3YIT ANA TPOMO3LKNX U3LENUIA, TaKUX Kak MeAULNHCKNE UHCTPYMEHTDI.

A.3.6 MaTbI TN NpefcTaBNsAeT co60i NpoLecc, M3BECTHLIV Kak HeNpepbIBHbIA cnoco6 ynakoBbliBaHUA. BapbepHble
CUCTEMbI, N3rOTOBJIEHHbIE TAKUM CMOCOOOM, MOTYT BbIMIAAETb Kak calle, XeCcTKue SIOTKU C KPbIWKamMn UaM UMeTb MArkoe
NnJeHoYHOEe TAHYTOE WA NPOUINPOBAHHOE HWXHEee MOJIOTHO Ha AHe. Mpu HenpepbiBHOM crnocobe ynakoBbiBaHUA Ma-
Tepuasbl 418 BEPXHEN W HUWXHEW neperopofky nomellarT B (DacoBOYHO-YKYNOPOUHYH MalunHy. MaluHa npou3BoguT
6apbepHyto cuctemy, QOPMUPYS HWXHEEe MOSIOTHO, 3anofiHaeT opMy MeAUUMHCKUM u3gennem, NpUKpbiBaeT BepXHUM
MoOJIOTHOM U 3aneyartbiBaeT 6apbepHy0 CUCTEMY.

A.3.7 LWecToi TMN — 4YeTbIPEXCTOPOHHEE CBapvBaHWe. 3TO HenpepbiBHbIM NPOLECcC YNakoBblBAHUSA, Kak YNakoBbl-
BaHMe «oy-nak». [ns 3aToro cnocoba NpPUMEHSIOT poTaunoHHoe obopyAoBaHue Ans 3anevaTbiBaHus. B npouecce ye-
TbIPEXCTOPOHHETO CBapUBaHNA HWXHEe 1 BepxHee NOMIOTHO MoMeLlaloT B MawnHy. M3genve knafyT Ha HUXKHEE MOJIOTHO.
HakpbiBatoT BEPXHUM MOMIOTHOM U1 3aTEM 3areyvyartbiBaloT C YeTblIPeX CTOPOH. YeTbIpexCcTOpoHHee cBapuBaHue npuMeHsaeT-
cA, HanpumMep, 415 yNakoBblBaHWUA Nepyatok U u3genuii ans o6paboTku paH.

A.3.8 lMpuBeaeHHbIV Bbile nepeyeHb GapbepHbIX CUCTEM AN CTepuansauun ABASETCS HenonHbiM. B kavecTse
6apbepHbIX CUCTEM MOTYT UCMO/b30BAaTb U APYrne KOHCTPYKLUUN.

A.3.9 na MegUUMHCKNX U3LEeNNIA CO CTEPU/IbHBIM MPOBOAHMKOM XMAKOCTU MOTYT MPUMEHATHLCSA YHWUKabHbIe yna-
KOBOYHbIE CUCTEMbI AN CTEPU/IbHBIX NPOBOAHWKOB XWAKOCTU, HENOCPEeACTBEHHO NpUCoeAMHAEMbIX K MecTaM AocTyna K
YCTPONCTBY. B X cocTaB BXOAAT KOMMaYkK, NPOOKU, KPbLILLKU WAN CPeACTBa YKYNOPKM WMHbIX KOHCTPYKUUIA ANS cneunans-
HbIX YCTPOWCTB. B 3TuX cyvyasax NepBUYHbIA C/I0 yNnakoBKM NPOAyKTa MOXET ObiTb NPeACTaB/eH OAHUM U3 YeTblpex BUAO0B
ynaKkoBbIBaHUS, OMWCAHHbIX Bbille, HO MpY 3TOM He TpebyeTcsi obecneyeHne MUKPOOBHOro 6apbepa n3genuii.

A.3.10 B MeanUMHCKUX yUpexaeHnsax obblYHO NPUMEHSAT 6apbepHble CUCTEMbI A4/18 CTepunu3aunm B popme calue,
pYn0OHOB, ByMaxHbIX NaKeToB, CTEPUIN3ALMOHHBIX CBEPTKOB M MHOFOPa30BbIX KOHTENHepOoB.

A.3.11 CTepunusaumnoHHble CBEPTKN NPUMEHSIOT 413 06ecnevyeHnss 6apbepHoii CUCTEMbI A1 MHOTUX U3AENiA, noa-
Bepraemblx CTepun3auny B MeAULUHCKNX yupexaeHusax. NpuMmeHseMblii BMECTO TEPMOCK/IEeMBAHNA UK KNesLero LBea
cnoco6 ceBepTbiBaHWA W CKPyYMBaHUA MO3BONSET 06pa3oBaTb M3BWUAWUCTBIA kaHasl, obecneunBarolLnii CTepubHOCTb. Kak
npaBwuao, u3genus nepeq 3aBepTbiBaHMEM W Mocneaytolleli ctepunnsaumeli HaxogaTcs B OOPMOBAHHOM /10TKe AN UH-
CTPYMEHTOB.

A.3.12 MHoropa3soBble KOHTElHepbl W3roTasB/MBalT M3 MeTania WM CUHTETUYECKUX MOMMMEPHBIX MaTepuasnos,
CNOCO6HbIX BblAepXMBaTb MHOrOKpaTHOe BO3AelCTBME LMKI0B CTepUAn3auumn B 601bHUYHbIX YCAOBUAX. DT KOHTENHEepSI
06bIYHO MMEKT NPUrHaHHbIE BEPXHME W HUXHME MOBEPXHOCTM C MPOKNagkoli, obecneymBatoleil HeNnpPoOHMLaeMbIid LIOB
Mexay AByMs yacTamu. Cuctema BEHTUNALMM NO3BONAET CTEPUIN3YIOLLEMY areHTy NocTynatb B KOHTEWHEP U BbIXOAUTb
n3 Hero. KOHCTPYKUMA BEHTUNSALMOHHOW CcUCTEMbI U MaTepuasibl, obecneymBatome MUKPOOHYI0 UNbTpauno, MOryT ns-
MeHATbCA. M3genus, ctepunmsyemble B KOHTeHepax, MOryT noggepratb npefsapuTesnibHOMY KOHAWLWOHWPOBAHUIO MK
6onee ANUTEIbHOMY MO BPEMEHN BO3AEWCTBMIO CTEPUNBYIOLLErO areHTa, YTobbl rapaHTMpoBaTh 3aBeplueHne npoiecca
cTepunusauum.

A.3.13 duHMIWHAA CTepunnsauns n coxpaHeHne CTepUIbLHOCTU MMelT 6osbLIoe 3HavyeHue Ans 6es3onacHocTy na-
LMeHTa He3aBMCMMO OT 060pyAOBaHMNS, C NOMOLLbIO KOTOPOro MPOBOAATCA 3TW npouecchl. HacTtoawwmii ctaHgapT cogep-
XWUT MVHUMYM TpeboBaHUI K NCNOb30BAHUIO YNAKOBOYHbLIX CUCTEM, KOTOPblIE 06EecneyMBalT COOTBETCTBYOLLINE 6apbep-
Hble CUCTEMbI 4718 cTepunansaumu.
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B.1 O6wue TpeboBaHmA

MpunoxeHve B
(cnpaBo4HOE)

CTaHfapTHble MeToAbl UCMbITaHWI 1 NpoLeaypbl, KOTOPblE MOTYT NPUMEHATH
AN AeMOHCTpauuM cooTBETCTBUS TpeboBaHUAM HACTOsLWEro ctaHgapra

Cnepywouine 4OKYMEHTbI coAepXaT NoI0KEHUsA, KOTOpble MOTyT NPUMEHATb A1 4eMOHCTpaLMmM COOTBETCTBUSA MO-
NOXeHWAM HacTosuero ctaHgapTta. Npn npumeHeHMM MeTOL0B UCNbITaHUA M NPOLLECCOB, NepeyncneHHbIx B Tabauue B.1,
HeobxoAMMO obpaliaTb BHMMaHWe Ha faTty BblNycKa 3TUX AOKYMEHTOB. CneuunanbHble TpeboBaHMA MO NMPUMEHEHUIO Me-
TOA0B MCMbITAHUI NpuBefeHbl B nogpasgene 4.4.

Kputepuamu gna BKNHOYEHUS METOAOB WCMbITAHUA M NpoLeccoB, NpvBefeHHbIX B Tabnuue B.1, B gaHHOe npusio-
XeHue ABNATCA hakTbl X Ha3HAYeHWA 4718 BKIOYEHUS M AOCTYMHOCTbL ANA NpuobpeTeHus y opraHu3auuii, paspabarbl-
BalLLMX CTaHAAPTbI, TOPrOBbIX accouuaLnii AW HauuoHabHbIX OPraHoB Mo cTaHfapTu3auvn. CnepoBaTesibHO, pasfden
«bubnuorpadunsa» coaepxuUT nepeyeHb nevyaTHbIX U3JaHuid, KOoTopble cofepxaT AOMNOMHUTENbHbIE METOAbl WUCMbITaHWUNA.
JaHHOoe npunoxeHve He siBNsSeTCA BCeOObEMIOWNM. M3BECTHO, YTO K MOMEHTY nybnvkauun 6yayT paspaboTaHbl HOBble
MeTO/bl UCNbITAHWUA.

(U3meHeHne Ne 1, 2014)

B.2 YNakoBOYHble MaTepuasibl 1 0T(OOPMOBaHHbIE GapbepHbIe CUCTEMbI AJ11 CTEPUIM3ALNN

Tabnwunuya

CsolicTBo/
0cob6eH-
HOCTb

YcKo-
peHHoe
crapeHue

Bosgayxo-
npoHuua-
€eMOCTb

14

B.1 MeToabl NCMbITAHWA U KX cTaTyC

Ccblnika Ha ctaHgapT,

[OKYMEHT

ASTM F1980

EN 868-8

ISOITS 5636-2

ISO 5636-3

ISO 5636-5

ASTM D737

TAPPI T460

TAPPI T536

HanmeHoBaHune AOKYyMeHTa

CTaHfapTHOe PYKOBOACTBO MO YCKOPEHHOMY
CTapeHuio CTEpPUsbHbIX GapbepHbIX CUCTEM
AN MEJULMHCKUX 13aennii

Ynakoska ANA  MEAWUUMHCKAX  W3Aenui,
nognexawux  (UHULWHON  cTepuansayuu.
Yacte 8. MHoropasoBble KOHTeliHepbl [AnA
cTepunmsaumMm B NapoBbIX CTepunausaTtopax,
cooTBeTcTBYlOWNX EN 285

Bymara u kaptoH. OnpegeneHve BO34YyXO-
npoHuuaemocTn (cpegHuii guanasoH usme-
pexuns). YacTtb 2. MeTtog Lonnepa

Bymara u kapToH. OnpefeneHve BO34yXO-
npoHMLaemMocTn (cpefHuii gmanasoH u3me-
peHus). YacTtb 3. MeTtog beHaTceHa

Bymara u kapToH. OnpegeneHue BO34yXO-
NPOHMLAEMOCTU W CONPOTUBNEHUS BO34yXa
(cpegHuii gnanasoH wu3mepeHus). YacTtb 5.
MeTtop Nepnn

CTaHf4apTHbIi MeToq4 WCMbITaHUA Ha NPOHU-
LLaeMOoCTb BO3JyXxa TEKCTWU/IbHbIX TKaHew

ConpoTusrnieHne bymarvn Bo3ayxy (metog 'epnn)

ConpoTtueneHve 6ymarv NpOHNUKHOBEHMIO BO3-
nyxa (metog epnv Nog BbICOKMM AaB/ieHneMm)

MeTog ucnbiTa-
HWUA nmeeT noa-
TBEpXAeHue
TOYHOCTU n/nnu
norpeLwHocTn,
cTabunbHoCTH,
BOCMPON3BOAU-
MOCTU

HnNa)

HM

Het

Het

Het

MeTog ncnbl-
TaHuii nmeet
TO/IbKO NOA-
TBEpXAeHue
TOYHOCTHU
nivnn
norpewHocTmn

HM

HIM

Het

Het

Het

Pyko-
BOJCTBO
cTaH-
[apTHbIN
meToq

HI

HM

HM

HM

HM

HIM



MpopomkeHne Tabnuubl B. 1

CsolicTBo/
0COb6eH-
HOCTb

Ccblnka Ha cTaHgapT,

LOKYMeHT

Crolikoctb  AATCC-193

K CnupTy

OcHoBHas
macca

Bbnocos-
MecTu-
MOCTb

Mpopas-
nuBaHue

Xnopugbl

Yuctota

Macca
NOKPbLITUS

ISO 536

ASTM D4321

ASTM D3776-6M

TAPPI T410

ISO 10993-1

ASTM F2475

ISO 2758

TAPPI T403

ASTM F1140

ASTM F2054

ISO 9197

TAPPI T 256

EN 868-4

TAPPI T 437

TAPPI T 564

ASTM F2217

HanmeHoBaHue JOKYMeHTa

OTTasIikKuBaHue XuAKocTeli Ha OCHOBE BOZbI.
McnbiTaHne CTOWKOCTU K BOAHOMY/CMMPTOBO-
My pacTBopy

Bymara n kapToH. OnpegeneHne macchbl

CrtaHgapTHbIi  MeTof, MUCMbITaHWA  Bbixogda
yNakoBKW U3 N1acTUKOBON MAEHKN

CTaHfapTHble MeTOAbl UCMbITaHWA Macchl Ha
eAvHuuy nnowaan (Bec) TkaHu

Macca 6ymaru n kapToHa (Bec Ha eaunHULYy
naowiagm)

Buonornyeckan oueHka MeauLMHCKMX u3ge-
nnia. Yactb 1. OueHka u ucnbitaHms

CTaHgapTHOe PyKOBOACTBO MO OlieHKe 6uo-
COBMECTUMOCTU YMaKOBOYHbIX MaTtepuasios
AN MEAMLMHCKNX n3aenuii

Bymara. OnpefieneHme ConpoTUBAEHNUS NPO-
[aBNnBaHuIo

ConpoTusneHve Gymary NpogaB/IMBaHNIo

CTtaHpapTHble MeToAbl MMGKOW ynakoBKU MC-
NbiTaHWii Ha COMPOTUBNEHME BHYTPEHHEMY
[aBneHno

CTaHgapTHbIl MeToA4 WCNbITaHUN Ha pas-
pbIB TEPMETU3MPYIOLLMX LIBOB B MMGKOW yna-
KOBKE MNpPU MOMOLLU HarHeTaHUsi BHYTPEH-
Hero AaB/fieHUsi B OrPaHUuYMTEeNbHbIX niac-
TUHax

Bymara, kapToH v uennwnosa. Onpegene-
HMe coaepXaHua BOAOPACTBOPUMbIX X/10pU-
[0B

BogopacTBopumble X0puAabl B LENON03E U
bymare

YnakoBka ANs MeQULNHCKMUX U34enuii, nogne-
Xawmx UHULWHON cTepunusaumm. Yactb 4.
BymMaxHble nakeTbl. TpeboBaHMA 1 MeTOApl
ncneiTaHnii (Npuaoxexue B)

MpumMecu B 6ymare u KapToHe

MpospauHas guarpamma A5l OUEHKM pasve-
pa oTCTynoB

CTaHfapTHas npakTuka onpeaeneHns Macchbl
NOKPbITUA/KNEeBoro cnos

FOCT ISO 11607-1—2018

MeTtog ucnbita-
HUIA umeeT nop-
TBEpXAeHune
TOYHOCTU WU/mnun
norpeLHocTn,
cTabunbHoOCTH,
BOCNPOU3BOAMN-
MocTu

Het

Het

fa

Oa

HM

HIM

Oa

Het

Het

Het

HM

MeTopg ncnbl-
TaHuii umeeTt
TONbKO mog-
TBEpPXAEHUEe
TOYHOCTHU
ninnu
norpeLHocTn

Het

Het

HM

HM

Het

Het

HeTb)

HM

Pyko-

BO/CTBO

cTaH-
[apTHbI

i

mMeToq,

HI

HI

Hr

HIM

HM

HM

HM

HIM

HIM

HI

HM

HM

HIM

HI
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MpopomkeHne Tabnuubl B. 1

CsoiictBo/
ocobeH-
HOCTb

KoHan-
LMOHMpPO-
BaHue

Pa3smepbl

Apanupy-
€eMOCTb

MpoyHoCTL
npu
n3rnbe

Mwukpo6-

HbIl
6apbep

16

Ccblnka Ha cTaHgapT,
LOKYMEHT

ISO 187

ASTM DA4332

ISO 2233

ASTM F2203

ISO 9073-9

ISO 2493-1

ISO 2493-2

DIN 53121

TAPPI T489

TAPPI T566

ASTM F392

ASTM F1608

ASTM F2638

HanmeHoBaHuWe AOKYMeHTa

Bymara, kapToH W uennwnio3a. CTaHaapT-
Has aTtMocdepa AN KOHAWLMOHWPOBAHUSA
U MUCMbITAHWUA W MeTOoAMKa KOHTPONs aTMmo-
cthepbl M ycnoBmin KOHAULMOHUPOBAHNSA 06-
pasuos

CTaHfgapTHas npakTuka KOHAMLMOHUPOBA-
HUSt KOHTEiHEepOB, YNaKoBOK WM KOMMOHEH-
TOB YNaKOBKW A/151 UCMbITaHUs

YnakoBka. TpaHcnopTHas Tapa c ToBapamu 1
eINHNYHble Tpy3bl. KOHAULNOHMpPOBaHKE ANS
ncnbiTaHWin

CTaHAapTHbIi MeTog UCNbITaHUs AN NUHENR-
HOr0 M3MEPEHUS C NCMOMb30BaHNEM JINHENKN
13 NPeLM3N0HHOI CcTanm

TekcTnnb. MeTopbl UCMbITAHUA HETKaHbIX Ma-
TepuasoB. Yactb 9. OnpegeneHve nokasarte-
na gpanvpyemocTtu

Bymara n kaptoH. OnpegeneHuss conpoTus-
neHuna n3rnbdy. Yactb 1. MocTosHHaA cTeneHb
npormnéa

Bymara u kaptoH. OnpegesieHua COnpoTUB-
nennsa wn3rmby. Yactb 2. LaTpoobpasHbliii
TecTep

WcnbiTaHna 6ymarm v kapToHa. Onpegene-
HMe COMPOTUB/EHNA CrMBAHMIO METOA0M
nyva

ConpoTtuBneHne crubaHno  (KeCTKOCTb)
bymarn 1 KapToHa (WaTpoobpasHblii Te-
CTEep Ha XecCTKOCTb B 6a30BOi KoHdurypa-
)

ConpoTtuBneHne  crmbaHnio  (KECTKOCTb)
6ymary (waTpoobpasHblii TecTep Ha XecT-
KOCTb B KOHturypauum 0 go 10 eguHuy,
XECTKOCTK)

CTaHAapTHbI MeToA, UCMbITaHWA MPOYHOCTU
npu n3rnbe MArknx 6apbepHbIX MaTepuanos

CTaHAapTHbIA METOA UCMbITAHNUA A1 PaHXU-
poBaHMs MWKPOOGOB B MOPUCTbIX YMNaKoBOY-
HbIX MaTepunanax (kamepa 06nyyveHuns)

CTaHAapTHbIA MeToA MCMNbITaHUS MpUMeHe-
HWS a3po30/bHOV unbTpauum ans mnsme-
peHns paboumx XxapakTepucTuKk MNOPUCTbIX
yNakoBOYHbIX MaTepuasioB B kayecTBe 3ame-
LeHna MUKpo6HOro 6apbepa

MeTopg ucnbita-
HWU nmeeT noa-
TBEpXAeHue
TOYHOCTU u/mnun
norpeLHocTn,
cTabunbHoCTH,
BOCMPOMN3BOAU-

MOCTH

HM

HIM

HM

Ja

Het

Ja

Oa

Het

Ja

Ja

Ja

Ja

Ja

MeTtog ncnbl-
TaHuii nmeeTt
TONIbKO Nog-
TBEpXAeHue
TOYHOCTHU
nivnn
norpewHocTmn

HM

HIM

HI

Het

Het

Pyko-
BO/CTBO
cTaH-
LapTHbIN
meToq,

Ja

Ja

Ja

HM

HM

HM

HIM

HM

HM

HM

HM

HM

HM
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CsolicTBo/
0COb6eH-
HOCTb

Mwukpo6-
HbIiA
b6apbep

MpoHnua-
eMoCTb
Kncnopo-

na

Cnoco6-
HOCTb K
OTKPbITUIO
oTcnau-
BaHVEM

Mcnbl-
TaHune
pabounx
xapakre-
PUCTUK

Ccbinka Ha cTtaHaapT,
LOKYMeHT

DIN 58953-6

BS 6256

ASTM F2101

SS 876 0019

ASTM D3985

ASTM F1307

ASTM F1927

ASTM F2622

EN 868-5

ASTM D4169

Cepua ISTAL1,2n13

ISTA4AB

HanmeHoBaHue JOKYMeHTa

Ctepunusaumsa. ObecrneyeHne  cTepusib-
HOIN nocTaBku. YacTb 6. VcnbiTaHne MUKpPO-
6vonornyeckoro  6apbepa  ynakoBOYHbIX
mMaTtepuanoB AN  MeAUUMHCKUX U3fenwi,
nognexawmx crepunusauumm. bymara ans
YyNaKoBOYHbIX MakeToB W CBEpPTKOB. McnbiTa-
HWe, NoAnyHKT 2.14

TexHunyeckme ycnosus Ha bymary gnsi ctepu-
NN3auMOHHbIX OYMaXHbIX MELLKOB, MNakeToB
N PY/IOHOB MeAMUMVHCKOIOo HasHayeHus, npu-
noxexHue C

MeTog vcnbiTaHns A1 OueHKM adphekTUBHO-
cTM dunbTpaLun MMKPOOGOB Yepe3 MeauuuH-
CKMe Macku Ans nuua c NnomolLlblo Gronoruye-
CKOro aapo30/11 C 30/10TUCTbIM CTaNTOKOKKOM

MeaMUMHCKNIA  TeKcTUb.  [POHUKHOBEHME
MVKpPOGOB. BnaxHas cpega

CTaHfapTHbIi MEeTof WCNbITaHUA Ha CKOo-
pOCTb NPOHMKaHWSA K1C/TOPOAHOTO rasa yepes
NAacTUKOBYHK MJIEHKY W NINCTbI C NPUMEHEHN-
€M Ky/IOHOMETPUYECKOro AaTumka

CTaHfapTHbIi MeTo4 WCNbITaHUA Ha CKOo-
pPOCTb MPOHMKAHUS KMCAOpPOoAa BHYTPb CyXMX
YNakoBOK C MPWMEHEHWEM KyJIOHOMETpuye-
CKOro AaTumka

CTaHfapTHbIi MeTog, UCnbiTaHuii Ha onpeae-
NleHNe CKOPOCTU MPOHMKAHMUSI KUC/OPOAHOrO
rasa u NPOHULLAEMOCTUN NPU KOHTPOSIMPYEMOiA
OTHOCUTENbHOW BAAXKHOCTM uepe3 6apbep-
Hblii MaTepuan C NpPUMEHEHUEeM Ky/loHOMe-
TPUYEeckKoro gatuvka

CTtaHfapTHbIi MeTo[ WCNbITaHUA Ha CKOo-
pPOCTb MPOHVKAHMS KMCIOPOAHOrO rasa yepes
NaCcTUKOBYIO M/IEHKY U JINCTbI C NPUMEHEHN-
€M pas/IMYHbIX AATUYNKOB

YnakoBka A5l MegUUMHCKUX u3aenuii, nogne-
Xawux UHUWHOK cTepunusaumn. Yactb 5.
3anevyaTbiBaeMble MakKeTbl U PY/IOHbI, U3rOTOB-
JIEHHbIE U3 MOPUCTbIX MaTEPUaIOB U NacTu-
KOBOV MAeHKW. MeTogbl MUCMbITaHWin (Mpunoxe-
Hve C)

WcnbiTaHne paboumx xapakTepucTuK npu no-
CTaBKe KOHTeWiHepoB U yNakoBOYHbIX CUCTEM

MpefgnocTaBoYHble MeTOAbl UCNbITaHUIA, pas-
paboTaHHble MexAyHapogHoi accouunaunei
no 6e30NacHOCTU TPaH3UTHbIX NEPEBO30K

YnakoBka. M3genvs gns 4octaBky Mo n3BecT-
HbIM KaHanam cbbiTa

FOCT ISO 11607-1—2018

MeTtog ucnbita-
HUIA umeeT nop-
TBEpXAeHune
TOYHOCTU WU/mnun
norpeLHocTn,
cTabunbHOCTN
BOCNPOWN3BOAMN-
MocTu

9)

Het

Het

Ja

Na

Ja

Na

Het

HM

HIM

HIM

MeTopg ncnbl-
TaHuii umeeTt
TONbKO Mmog-
TBEpPXAEHUEe
TOYHOCTH
ninnu
norpeLHocTn

Hnf)

HeTt

Ja

Het

Het

HI

HM

HM

Pyko-

BO/CTBO

cTaH-
AapTHBI
mMeToq,

HI

HM

HM

HM

HIM

HM

HM

HM

HM

Ja

Ja

Ja

i
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CsoiictBo/
ocobeH-
HOCTb

Ncnbl-
TaHue
pabounx
xXapakre-
pUCTUK

pH

Pasmep
nop

MeyaTb n
noKpbITUE

Mpokon

18

Ccblnka Ha cTaHgapT,
LOKYMEHT

ISTA7D

ISO 4180

EN 868-8

ASTM F2825

ASTM D7386

ISO 6588-1

ISO 6588-2

TAPPI T509

TAPPIT435

EN 868-2

ASTM F2250

ASTM F2252

ASTM D1709

ASTM F1306

HanmeHoBaHuWe AOKYMeHTa

YnakoBKa C KOHTPO/IMPYEMbIMW TemnepaTyp-
HbIMW MNokKasaTensMu A1si CUCTEM [0CTaBKU
MoCbINOK

YnakoBKa. YKOMM/IEKTOBaAHHAsi ynakoBka Asisi
TPaHCMopTUPOBaHWs. PYKOBOACTBO K COCTaB/e-
HUIO PEXVMOB 3KCMyaTaLNOHHbIX UCMbITAHWIA

YnakoBka AN MEAWUMHCKUX  U3AesuiA,
nognexawux  (UHUWHON  cTepuansauun.
Yactb 8. MHOropasoBble KOHTEHepbl Ans
cTepunms3auun B NapoBbIX cTepuansartopax,
cooTBeTcTBYOWMX EN 285

CTaHfgapTHas npakTvMka noAyepkuBaHus Kau-
MaTWYECKUX YCMOBWIA B YyNaKOBOYHbIX CUCTe-
Max Mnpu fOCTaBKe OAHOI MOCLIKK

CTaHfapTHas npakTuka ucnbiTaHus paboumx
XapaKTepUCTMK ynakoBKM Npu AoCTaBke 0f-
HOW MOCbISIKK

Bymara, kapToH v uennwnosa. OnpegenexHune
pH BoAHLIX 3KcTpakToB. YacTtb 1. XonogHas
3KCTpaKLmna

Bymara, kapToH v uennonosa. OnpegeneHne
pH BOAHbLIX 3KCTpakToB. YacTb 2. [opsadyas
3KCTpakuus

KoHueHTpauma BoLOpoAHbIX MOHOB (pH) akc-
TpakToB 6ymary (MeTog, X0/I04HON 3KCTpaKuun)

KoHueHTpaumsa BofOpPOAHbIX MOHOB (pH) akc-
TpakToB Bymaru (MeTopg ropsvein aKcTpakumm)

YnakoBka AN MeAUUNHCKUX U3genuwin, nogne-
Xawmx (UHULLIHOW cTepunusauun. Yactb 2.
YnakoBka gsa ctepunusaumun. TpebosaHus u
MeToAbl UCMbITaHuii (npunoxexne Cc))

CTaHAapTHbIN METOA, OLEHKN CTOMKOCTU K XUMU-
YeckoMy BO3AENCTBUIO KPAcOK AN nevaty U no-
KPbITUI ANS1 MATKMX YNaKOBOYHbIX MaTeprasioB

CTaHfapTHbIi MeToa OueHKM CcLenneHus
KPacku 1 NOKPLITUSI C MATKUMW YNAKOBOYHbI-
MW MaTepuanami C UCNo/ib30BaHUEM JIUMKONA
NEHTbI

CTaHfapTHbIA MeTog, UcnbiTaHua afsi onpe-
[efieHust CTOMKOCTU K yAapHbIM Harpyskam
NAEeHKW U3 NaacTMacchl ¢ NPUMEHEHUEM CBO-
604HONafaLLEr0 APOTUKA

CTaHOapTHbIli MeToq, UCnbITaHust ANs onpe-
[eneHusi NpoKO/IOCTOMKOCTU Mpu  Masol
CKOpPOCTM TNOKNX GapbepHbIX NJIEHOK W Nna-
MUHaTOB

MeTopg ucnbita-
HWU nmeeT noa-
TBEpXAeHue
TOYHOCTU u/mnun
norpeLHocTn,
cTabunbHoCTH,
BOCMPOMN3BOAU-
MOCTKN

HM

HM

Het

HM

HM

[a

Ja

Ja

[Oa

Het

HM

HM

Ja

[a

MeTtog ncnbl-
TaHuii nmeeTt
TONIbKO Nog-
TBEpXAeHue
TOYHOCTHU
nivnn
norpewHocTmn

HM

HM

Het

HM

HIM

HeTb)

H

H

Pyko-
BO/CTBO
cTaH-
LapTHbIN
meToq,

Ja

Ja

HM

Ja

Ja

HM

HIM

HIM

HM

HM

Ja

[a

HIM

HM
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CsolicTBo/
0COb6eH-
HOCTb

[Mpokon

Mpouy-
HOCTb
coefmnHe-
HUS

Pas3-
paboTka
TEeXHU-
4yecKunx
ycnoBwuii

Cratu-
yeckoe
3N1eKTpU-
4ecTBO

LienocT-
HOCTb
cTepusib-
Hol Ga-
pbepHoii
cUCTEMbI

Ccbinka Ha cTtaHaapT,
LOKYMeHT

ASTM D3420

ASTM F88/F88M

EN 868-5

ASTM F2559/
2559F

ASTM F99

ASTM F17

ASTM F2097

BS 6524

ASTM D257

ASTM F2228

ASTM F1929

ASTM F2227

ASTM F2391

HanmeHoBaHue JOKYMeHTa

CTaHaapTHbI MeToA UcnbiTaHusa Ans onpeae-
NEHUsI CTOKOCTM K yAapHbIM Harpyskam mnneH-
K M3 NNacTMacChl C NPUMEHEHNEM MasiTHUKa

CTaHgapTHbIi MeTof WCMbITaHusa ANna onpe-
OeNneHna NpoYHOCTM coefuHeHus rmbkux ba-
pbepHbIX MaTepnanos

YnakoBka AN MeAUUUHCKUX  U3AesuiA,
nognexawux (OUHULLHOA  cTepunusauuu.
YacTtb 5. 3aneuyartbiBaemble nakeTbl U pyno-
Hbl, U3rOTOB/IEHHbIE M3 MOPUCTLIX Marepua-
OB 1 NAacTMKOBONM NneHkn. TpeboBaHus u
MeToAbl UCNbITaHW

CTaHfapTHOe PYKOBOACTBO MO HaMWCaHUIO
TEXHUYECKUX YCMOBUWI AN CTepuUn3alMoH-
HOIN YNaKoBKW, OTKPbIBAlOLLEca C NMOMOLLbI0
paccnavuBaHus

CTaHfapTHOEe PYKOBOACTBO MO HAaNWCaHUIO
TEXHUYECKNX YCNOBUIA ANSi TMBKUX PYNOHHbIX
6apbepHbIX MaTepuanos

CraHgapTHas TepMUHO/OMNA, OTHOCALLaACcA
K rMbKoli bapbepHoli ynakoBke

CTtaHgapTHOe pyKOBOACTBO NO MOAenupoBa-
HUKO M OLEHKE MEepBUYHON TMOKON ynakoBKM
ANs MefULMHCKUX n3genuii

MeToz onpegeneHuns NoBepxXHOCTHOTO yaesb-
HOr0 COMPOTUB/IEHNS TEKCTUNBHBIX TKaHel

CTaHgapTHble MEeTofbl UCMbITAHWUI Ha CONpo-
TUBMIEHME MOCTOSAHHOMY TOKY WX MPOBOAM-
MOCTU [N3NEKTPUUECKUX MaTepuasoB

CTaHfapTHbIi MeToh MWCNbITaHUS Ha Hepge-
CTPYKTUBHOE OOHapyXeHne yTeyek B Me-
OVLVHCKOW ynakoBKe, KOTOPbIA coeguHaeT
NMOpPUCTbIA GapbepHblii MaTepuan MeToAO0M
NPUMeHeHUs KOHTPosibHOro rasza C02

CTtaHAapTHbI MeToA UChbiTaHna Ha 06Ha-
pyXeHue yTeuyek B repmMeTU3MpYlOLEM LUBE
B NOPUCTON MeAMLMHCKOW ynakoBKe C MOMO-
b0 MPOHUKHOBEHUA Kpacutens

CTaHfapTHbIi MeTof MCNbITaHNSA Ha Hepge-
CTPYKTMBHOE OGHapyXeHue yTeyek B He 3a-
KPbITbIX TEPMETUYHO W B NYCTbIX NOTKax ANs
MeAMUUHCKOM ynakoBKA MeETOAOM npumeHe-
HUSA KOHTpPOJsibHOro rasa C02

CTaHfapTHbI METOA, NCMbITaHWIl Ha BbiSiBNE-
HVE LeNIOCTHOCTU YNaKoBKM 1 repMeTU3npyto-
LLEro WBea C MUCMOob30BaHWEM Fenus B Kaye-
CTBE KOHTPOJIbHOTO rasa

FOCT ISO 11607-1—2018

MeTtog ucnbita-
HUIA umeeT nop-
TBEpXAeHune
TOYHOCTU WU/mnun
norpeLHocTn,
cTabunbHoOCTH,
BOCNPOWN3BOAMN-
MocTu

Na0)

Na

Het

HM

HI

HI

HM

Het

Na

Ja

Ja

Na

MeTopg ncnbl-
TaHuii umeeTt
TONbKO Mmog-
TBEpPXAEHUEe
TOYHOCTH
ninnu
norpeLHocTn

Het

HM

HI

HM

HIM

Het

Oa

Pyko-

BOACTBO,

cTaH-
AapTHBI
mMeToq,

HM

HIM

HM

Oa

Ja

Ja

Ja

HIM

HM

HI

HM

HM

HIM

i
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MpopomkeHne Tabnuubl B. 1

CsoiictBo/
ocobeH-
HOCTb

Lienoct-
HOCTb
cTepunb-
Hol Ga-
pbepHoOIi
CUCTEMBI

Cynbtha-
Thbl

Conpo-
TUB/IEHNE
paspbiBy

CaoiicTBa
npv pac-
TAXKEHUN

20

Ccblnka Ha cTaHgapT,
LOKYMEHT

ASTM F2096

ASTM F1886/
F1886M

ASTM F2338

ASTM D3078

ASTM F2095

ISO 9198

TAPPI T255

EN 868-4

ASTM D1922

ASTM D1938

ISO 1974

ISO 1924-2

ISO 1924-3

ASTM D882

HanmeHoBaHuWe AOKYMeHTa

CTaHpapTHbIA MeToA, WChnbITaHWA Ha o6Ha-
pyXeHue o06LKX yTeyek B ynakoBke nyTem
HarHeTaHus BHYTPEHHero gasneHus (TecT Ha
nosiBfieHne ny3blipbKoB)

CTaH4apTHbIA MeToA4 WCMbITaHMI Ha onpe-
fleneHne LenocTHOCTM  repMeTU3NPYIOLLIMX
LUBOB B MEJULIMHCKOW ynakoBke nyTem BU3Yy-
aslbHOr0 KOHTPO/ISA

CTaHAapTHbIA MEeToA UCMbITaHUA Ha Hepge-
CTPYKTUBHOE OGHAapYyXeHue yTeuek B ynakoBs-
Kax myTeM BakyyMHOro pacnaja

CTaHAapTHbIA MeTof, WCMbITaHWA Ha Hepe-
CTPYKTMBHOE OGHapyXeHue ytedyek B rnbkoi
ynakoBke nyTemM 06pa3oBaHWs My3bIpbKOB

CraHpapTHble MeToAbl UCMbITAHWA Ha yTeuky
MPU CHWXEHWUU JaBfIEeHUsI B TMOKO ynakoBke
C NPUMEHEHUEM 1 6e3 NPUMEHEHUSI OrpaHu-
UMTENbHbIX NIACTUH

Bymara, kapToH 1 uennonosa. OnpeaeneHve
BO/I0PaCTBOPUMBIX Cy/b(aToB

BogopacTBopuMble CynbdaTtbl B Le/s0103e
n bymare, MeToj, UCNbITaHWI

YnakoBka ANst MeQULUHCKNX U34enuwii, nogne-
Xawmx (OUHULWHON cTepununsaymn. Yactb 4.
BymaxHble nakeTbl. TpeboBaHWs W MeToAbl
ncnbiTaHnii (NpunoxeHune B)

CTaHfapTHble UCMbITaHUs ANa onpeaeneHus
COMNPOTMB/EHNS] PacnpoCcTpaHeHnio paspbiBa
MAEHKA U3 niacTMacchbl U NAacTMacCoBbIX
NIEHT MEeTOO0M MasTHMKa

CTaHAapTHbIA MeTof MchbITaHUa ANs onpe-
[efleHusi ConpOTUB/IEHUsI PacNpOCTPaHEHUIO
paspbiBa NMEHKU M3 naacTMacchl (pasaBoeH-
Hblli pa3pbIB) M N1ACTMACCOBbLIX EHT METO-
[IOM O[JMHOYHOrO paspbiBa

Bymara. OnpefeneHne conpoTUB/IEHUsI pas-
oupy (metog dnbMeHgopda)

Bymara n kapToH. OnpegenexHne CBONCTB Npu
pactsxeHuu. YacTtb 2. MeTtof yA/NIMHEHUA C
MOCTOSIHHOI CKOPOCTbIO

Bymara n kapToH. OnpegeneHne CBONCTB npu
pacTsxkeHun. Yactb 3. MeTof yA/MHEHUs C
MOCTOSIHHOM CKOPOCTbIO (100 MM/MUH)

CTaHfapTHbIi MeTof ucnbiTaHua Ans onpe-
[efleHnsi CBOICTB NpU PaCTSHKEHUU TOHKMX
N1acTMacCoBbIX NEHT

MeTopg ucnbita-
HWU nmeeT noa-
TBEpXAeHue
TOYHOCTU u/mnun
norpeLHocTn,
cTabunbHoCTH,
BOCMPOMN3BOAU-
MOCTKN

[a

Ja

[a

[a

Ja

Het

Ja

Ja

Het

Ja

Ja

[a

MeTtog ncnbl-
TaHuii nmeeTt
TONIbKO Nog-
TBEpXAeHue
TOYHOCTHU
nivnn
norpewHocTmn

Ja

Na

Het

Het

Pyko-
BO/CTBO
cTaH-
LapTHbIN
meToq,

HM

HIM

HIM

HM

HI

HM

HIM

HM

HM

HM

HM

HIM

HM

HM



MpopomkeHne Tabnuubl B. 1

CsolicTBo/
0COb6eH-
HOCTb

CaoiicTBa
npv pac-
TAXKEHUN

Tonwwm-
Ha/nno-
HOCTb

YTeuka
Bakyyma

Buzy-
anbHbI
KOHTPO/b

BopocToii-
KOCTb

Mpopas-
nvBaHue
BO Bfax-
HOM co-
CTOAHUN

Ccbinka Ha cTtaHaapT,
LOKYMeHT

TAPPI T494

ISO 534

ASTM F2251

TAPPI T551

TAPPI T411

EN 868-8

EN 868-8

ISO 811

EDANA 170-1

EN 20535

AATCC-127

TAPPI T441

EN 868-2

ISO 3689

HanmeHoBaHue JOKYMeHTa

CBoiicTBa Npu pacTsKeHUM Gymarnm u KapTo-
Ha (C mpumeHeHneM npubopa yaAMHEHWS C
NOCTOSAHHON CKOPOCThLH))

Bymara 1 kapToH. OnpepeneHve TO/LIMHbI,
NAOTHOCTU U yAenbHOro o6bema

CTaHfapTHbI MeTof, UCMbITaHWUs ANa usme-
PEHUs1 TOMLMHBI TMBKUX YNAKOBOUHbLIX MaTe-
puanos

TonuwuHa 6ymarn n KkapToHa (MeTog MArkoro
Bannka)

TonwwmHa (MepHas) 6ymarn n KapToHa

YnakoBka ANS  MeAUUMHCKUX  U3L4enui,
nognexawmx (OUHULHON  CTepunmnsaunu.
YacTb 8. MHoropasoBble KOHTEHepbl Ans
cTepunusauny B nNapoBbIX CTepuansaTopax,
cooTeeTcTBYOWNX EN 285

YnakoBka AN MEAUUMHCKUX  U3LeNuid,
nognexawmx (UHULWHON  cTepunmnsaunu.
Yactb 8. MHoropasoBblie KOHTEWHepbl ANs
cTepunusauuy B NapoBbIX CTepuausaropax,
cooTBeTCcTBYOWMX EN 285

TkaHu. OnpegeneHne BogoCTOMKOCTU. Mcnbl-
TaHve rmgpocTatnyecknum AasrieHnem

BnaxHbin 6apbep. BaHka ¢ 3aBUHYMBAaIOLEi-
Csl KPbILWKO

Bymara u kapToH. OnpegfeneHve BNaronorio-
LeHma metogom Kobb6a

BoAOCTOKOCTb: MCNbITaHWe rugpocTatnye-
CK/M JaBfieHneMm

BnaronornouweHne onpefeneHHoOro pas-
Mepa (HeBnuTbiBawLWmx) Oymarn, KapTto-
Ha ¥ rodpupoBaHHOIO KapToHa (MeTop,
Ko66a)

YnakoBka pAnAsa MeAUUUHCKUX  U3Lenuni,
nognexawmnx @UHULWHOK CcTepuansaymu.
Yactb 2. YnakoBka pAnsa crepunnsauuu.
TpeboBaHNsA U MeToAbl UCNbITaHuii (Npuno-
XeHune Ce))

Bymara 1 kapToH. OnpegeneHve conpoTus-
NEHUs NPOoJAaBNMBaHMIO NOC/E MNOTPYXeHUs

B BOAY

FOCT ISO 11607-1—2018

MeTtog ucnbita-
HUIA umeeT nop-
TBEpXAeHune
TOYHOCTU WU/mnun
norpeLHocTH,
cTabunbHoOCTH,
BOCNPOWN3BOAMN-
MocTu

Na

Ja

Ja

Na

Ja

Het

Het

Het

Het

Het

Het

Na

Het

Het

MeTopg ncnbl-
TaHuii umeeTt
TONbKO Mmog-
TBEpPXAEHUEe
TOYHOCTH
ninnu
norpeLHocTn

Het

Het

Het

Het

Het

Het

Het

Het

Pyko-
BOJCTBO,

CTaH-

LapTHbIA
meToq,

HI

HM

HM

HIM

HM

HM

HI

HM

HM

HM

HM

HM

HM

HM
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OkoH4yaHne Tabnuubl B. 1

CsoiictBo/  Ccblnika Ha cTaHaapT, HanmeHoBaHuWe AOKYMeHTa MeTtopg ucnbeita- MeTo4 ncCnbl- Pyko-
0co6eH- [OKYMEHT HWUI MMeeT noA- TaHuii UMeeT BOACTBO,
HOCTb TBEPXAEHNe TONbKO Noj- cTaH-

TOYHOCTU M/MNN  TBEPXAEHWe [apTHbIA
norpeLHocTy, TOYHOCTN meToq
cTabunbHOCTH, ninnn
BOCMPOU3BOAU- MOTPELIHOCTU
MOCTHN
CsoiictBa 1SO 3781 Bymara n kapToH. OnpegeneHne MpPoOYHOCTH Het Het HMN
npu pac- npy pacTsHXeHuu nocsie norpyxeHus B BoAy
TSXKEHUN
Bo Bnax- TAPPI T456 Paspylwatouiee ycunne npu pactsXeHun Ha- Oa — HI
HOM CO- CbILWEHHO BOAOK Bymarn n kaptoHa («pas-
CTOSIHUN pbIBHOE yCune BO BNIXXHOM COCTOSAHUM»)

a) HM — He npumeHsieTcs.

b) na noaTBepXAEHUS TOYHOCTM U/Mnn norpewHocTn cm.. Berry C.W. n Harding L. (2012), Banungauuna metonos
ncnbiTaHWi AN onMcaHus 1 onpefenieHna maTepranos, NPUMEHSAEMbIX B U3rOTOB/IEHUN CTEPUNN3ALNOHHON YNaKoBKu.
Packag. Technol. Sci.

c) Metoa wvcnblTaHuin AnsA onpegeneHns pasmepa nop Takke npusegeH B EN 868-3:2009, npunoxexnune D,
EN 868-6:2009 n EN 868-7:2009.

d)ASTM wumMeeT TONbKO NOATBEPXAEHME TOYHOCTMW.

e) MeToa vcnbiTaHUn Ha BOAOCTOMKOCTbL Takke npuBegeH B EN 868-3:2009, npunoxeHue D, EN 868-6:2009 u
EN 868-7:2009.

f) icnbiTaHMe MOXeT 6bITb NPOMAEHO NMB60 He NpoigeHo. MorpewHoCTb ABNSAETCS YCTapeBLUEN.

9) MoaTBEpXAeHne ctabunbHOCTU K1 BocnpoussognumoctTn cM.: D. Zahn, ISEGA Forschungs- und Untersuchungs-
gesellschaft mbH. Mexna6opatopHoe ncnbiTaHne — «lcnbiTaHne MUKPOGHOro 6apbepa B yNakoBOUYHbIX MaTepuanax
ONA MeANLMHCKUX U3Aenunin, nognexawmnx ctepuamsaunm» B cootsetctamm ¢ DIN 58953-6:2010.

(N3meHeHne Ne 1, 2014)
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MpunoxeHve C
(o6s13aTENIBHOE)

MeToz UcnblTaHUA AN onpefesieHUs CONpPoTUB/IEHUS HEMPOHMLLAEMbIX MaTepuasioB
NPOXOXAEHUIO BO3ayxa

C.1 HenpoHuuaemble MaTepuasnbl A1 6apbepHbIX CUCTEM A1 CTepunn3aunm nogsexar UCMbITaHUI0 Ha BO3/yXO-
npoHnLaemMocTb B cooTBeTcTBUN ¢ ISO 5636-5.

KpuTepuii ucnbiTaHmnsa: cnycta MUHUMYM 14 He AO/DKHO ObiTb BUAVMOTO ABWKEHMSA UMAMHAPA, gonyck f+1 mm.

C.2 Ina cTaHfapTHOrO MOHWUTOPUHIA U MPOU3BOACTBEHHbIX UCMbITAHWIA MOFYT NPUMEHATb Apyrne meTodbl. OgHako
3TN MeToAp! AO/MKHbI ObITb BaNNAMPOBaHbI B COOTBETCTBUM CO CTaHAAPTHbIM MeTOAO0M ucnbiTanusa (cMm. C.1) ana npume-
HsAEMbIX MaTepuanos.

MpumeuvaHne — T[pumepbl TakMx MeTOA0B NpuMBeAeHbl B NpuioxeHun B. [nA onpegeneHns BO3A4YXONPOHU-
LaemMocT MOryT NPUMEHATb Takue MeToAbl, kak metog Llonnepa, B cooTBeTcTBUM C ISO 5636-2. KoadhchuumeHTbl nepe-
cyeTa ANS pasHbIX TUNOB annapaTypbl, NPUMEHAEMON AN1S pas3fNyHbIX METOLOB onpefeneHns BO34yXOMpPOHULAeMOCTH,
npusegeHsl B 1ISO 5636-1.
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MpunoxeHve OA
(cnpaBo4HOe)

CBefeHnsa 0 COOTBETCTBUN CCbIJIOYHbIX MeXAYHapoAHbIX CTaH4apPTOB
CCbI/ZTOYHBbIM MeXrocygapCrtBeHHbIM CTaHAgapTam

Ta6nunuya [JA.1

O603Ha4YeHne CCbIJIOYHOTO CrteneHb O603HayYeHNe U HaMMeHOBaHNe COOTBETCTBYIOLLEro
MeXayHapogHOro ctaHgapta cooTBeTCTBUA MeXrocyqapCTBeHHOro ctaHgapTta
*
ISO 5636-5 —

* COOTBETCTBYIOLLMI MEXIOCYAAapPCTBEHHbIV CTaHAapT OTCyTCTBYeT. [0 ero NpuHATHAS pekoMeHAyeTcs MCMosib30-
BaTb MEPEBOJ HA PYCCKMIA A3bIK 4AHHOTO MeXAyHapOoAHOTo cTaHgapTa. MepeBoj faHHOTO MeXAyHapoAHOro cTaHgapTa
HaxoauTcs B deaepanbHOM MHADOPMaLMOHHOM (hOHAE CTaHAApPTOB.

24



(1]

(2

(8]

(4]

(5]
(6]
(7]

8l

[

(10]

(11]

[12]

(13]

[14]

[16]

(17]

(18]

ISO 186:2002

ISO 2859-1:1999

ISO 5636-1:1984

ISO 5636-2:1984

ISO 9000:2005
ISO 9001:2008

ISO 10993-1:2009

ISO 11135:2014

[5]—I8] (M3meHeHne Ne 1,
ISO 11137-1:2006

ISO 11137-2:2006

ISO 11137-3:2006

ISO/TS 11139:2006

ISO 11607-2:2006

ISO 13485:2003

ISO 14937:2000

ISO 17665-1:2006

EN 285+A2:2009

FOCT ISO 11607-1—2018

Bubnnorpadus

Paper and board. Sampling to determine average quality (Bymara n kapToH. OT60p 06-
pasuoB ANnA onpefesieHna cpefHero kayecrsa)

Sampling procedures for inspection by attributes. Part 1. Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection [[Mpoueaypbl BbIGOPOYHOIO KOH-
TPONSA NO Ka4eCTBEHHbIM npu3HakaMm. Yactb 1. MnaHbl BbIGOPOYHOIO KOHTPO/IA C ykasa-
HVMeM MpuemsIeMoro ypoBHsl kadecTtsa (AQL) 4N nocnefoBaTeNlbHOO KOHTPOS NapTui]
Paper and board. Determination of air permeance (medium range). Part 1. General
method [Bymara n kapToH. OnpegeneHve BO34yXONPOHMLAEMOCTU (CpeaHuii Anana3oH
n3mepenHus). Yactb 1. O6wnin metoa]

Paper and board. Determination of air permeance (medium range). Part 2. Schopper
method [Bymara n kapToH. OnpegeneHne BO3AyXOnpoHMUaemocTn (CcpegHuii ananasoH
nsmepeHuns). Yacte 2. Metog Lonnepa]

Quality management systems. Fundamentals and vocabulary (Cuctembl meHegKMeHTa
kayectBa. OCHOBHbIE MOJIOXEHUA W C/I0BAPb)

Quality management systems. Requirements (CucTemMbl MeHeIXMeHTa kayecTBa. Tpe-
60BaHus)

Biological evaluation of medical devices. Evaluation and testing within a risk manage-
ment process (buonornyeckas oueHka MeauUUHCKMX usgenuii. Yactb 1. OueHka u uc-
MblTaHWA B paMKax npouecca MeHe)KMeHTa pucka)

Sterilization of health-care products. Ethylene oxide. Requirements for the development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
uva MeauuMHCKMX nsgenuii. Okeng atuneHa. TpebosaHusa K paspaboTke, Banugauum u
TeKyL,eMy KOHTPOI0 npouecca cTepuansaunm MeanumHCKnx n3aennid)

2014)

Sterilization of health care products. Radiation. Part 1. Requirements for development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
uva MeauuMHCKOW npogykuuun. O6nyyeHne. Yactb 1. TpeboBaHus kK paspaboTke, Banu-
Jauny v Tekylwemy KOHTPOJI npolecca cTepunnsanmm MeauumMHCKUX usaenuni)
Sterilization of health care products. Radiation. Part 2. Establishing the sterilization dose
(CTepunusauns MeauMLMHCKON npoaykuuun. YacTb 2. YCTaHOB/EHWE CTepunansytoLuen
[03bl)

Sterilization of health care products. Radiation. Part 3. Guidance on dosimetric aspects
(Ctepunusauma MeguuMHCKON npogykuun. O6nyyeHue. Yactb 3. PykoBOACTBO MO BO-
npocam A03MMeTpun)

Sterilization of health care products. Vocabulary (CTtepunnsauns caHuTapHo-rurmeHunye-
Ckux nsgenuini. Cnosapsb)

Packaging for terminally sterilized medical devices. Part 2. Validation requirements for
forming, sealing and assembly processes (YnakoBka MeguUUHCKMX U3genuii, nognexa-
WMX QUHAULLHOW cTepunu3aunn. YacTe 2. TpeboBaHUS K Banugauny npowueccos popmu-
poBaHus, repMeTm3almm 1 cbopkm)

Medical devices. Quality management systems. Requirements for regulatory purposes
(N3penna meguumnHckme. CUCTeMbl MeHe)KMEHTa kayecTsa. TpeboBaHMA K perynnpo-
BaHMI0)

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 (Ctepununsauma meguuuHckol npogykuun. O6uwme TpeboBaHusa ons
onpeAeneHus xapakTepucTuk CTepUIn3ytoLLero BewwecTsa 1 Aaa paspaboTku, Bannga-
LMK 1 TeKyLLero KOHTPOs NPOLLEeCcCOoB CTEPUIN3ALUN MEOAULMHCKAX U3aenuii)
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-
puansauma MeauuMHCKUX m3genunii. BogsaHoi nap. YacTte 1. TpeboBaHus K paspaboTke,
BanMAaLMmn 1 TekylleMy KOHTPO/II0 npoLecca cTepunusauum MeguuuHCKUX U3genuni)
Sterilization. Steam sterilizers. Large sterilizers (Ctepunu3sauus. Ctepunnsatopbl napo-
Bble KpynHorabapuTtHble)

[17]—[18] (N3meHeHune Ne 1, 2014)
[19]1—[22] (N3meHeHne Ne 1,2014)
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EN 868-2:1999 Packaging materials and systems for medical devices which are to be sterilized. Part 2.
Sterilization wrap. Requirements and test methods (Matepuanbl u cuctembl 415 ynakos-
KM MefMLUHCKUX NPUO0opOoB, npefHasHavyeHHbIX AnA crepunusaumnn. Yactb 2. CBepTku
ana ctepunusaunn. TpeboBaHNA U METOAbI UCTMbITAHWIA)

EN 868-3:2009 Requirements 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 [MaTepuasibl 1 CUCTEMBI A1 YNAKOBKM MeLULMHCKUX NMPUO0opOoB, npesHasHavyeHHbIX
Ansa crepunusaumun. Yactb 3. Bymara Ans U3rotoB/ieHNs GyMaXHbIX NakeToB (TexHuye-
ckue ycnosus B EN 868-4) 1 n3rotoBneHnss npo3payHbiX NakeToB U TPYHOK (TEXHUYeCKune
ycnosus B EN 868-5). TpeboBaH/sa 1 MeTOAbl UCTbITaHWIA]

(N3meHeHne 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 (Matepuanbl U cucTtembl AN yNnakoBKW
MeZULMHCKUX NpubopoB, NpefHasHauvyeHHbIX A8 crepunusaunn. Yactb 4. BymaxHble
nakeTbl. TpeboBaHNS 1 METOAbl UCMbITAHNIA)

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-
Tepuasnbl U CUCTEMbI A1 YNAaKOBKM MeAULMHCKUX NpUOOopoB, npefHasHayeHHbIX AN
cTepunusaumn. Yactb 5. TepmocToiikne camo3anevyaTbiBalWMeCcs nakeTbl U pykaBa w3
NMOPUCTbLIX MaTepnanoB U MHOFOC/MOWHON NAacTUKOBOM M/EHKW. TpeboBaHWsa U MeToabl
ncnbITaHWiA)

EN 868-6:2009 Packaging for terminally sterilized medical devices. Part 6. Paper for low temperature
sterilization processes. Requirements and test methods (MaTtepuanbl 1 cuctembl gns
YyNakoBKN MeAULMHCKUX NPpU6OopOB, NpefHasHavyeHHbIX Ana crepunmsauun. Yacts 6. by-
mara Ans Hu3KoTemnepaTypHoi cTepuim3auuun. TpeboBaHus 1 MeToAbl UCMbITaHWi)

EN 868-7:2009 Packaging for terminally sterilized medical devices. Part 7. Adhesive coated paper for
low temperature sterilization processes. Requirements and test methods (MaTepwuansbi
N CUCTEeMbl AN YNaKoBKM MeAULMHCKMX NpM6OpOB, npefHasHayeHHbIX 418 cTepunmsa-
uvmmn. Yactb 7. NpokneeHHas 6ymara ons ctepuamMsauun npu HU3Kol Temnepartype. Tpe-
60BaHUSA 1 METOAbl UCNbITAHWNIA)

[26]—[28] (N3meHeHne 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 (MaTepuanbl u cucTembl 451 yNakoBKM MeAUUMHCKMX NpMbopoB, npea-
HasHayeHHbIX AnA cTtepunusaumm. Yactb 8. CTepunusaumoHHble KOHTeWHepbl MHOro-
KpaTHOro NpUMeHeHWs AN NapoBbiX CTEPUIN3ATOPOB B cooTBeTCTBMM € EN 285. Tpebo-
BaHUS N METOAbl UCMbITaHW)

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 (MaTepuasnbl n cuctemsl 41
yNakoBKN MefULMHCKMX NPUO0opPOoB, npefHasHadeHHbIX gna crepunusauun. Yacts 9. He-
TKaHble MaTepuanbl U3 NosaMonedUHOB 6e3 NOKPbITUA 4718 U3rOTOB/IEHNSA TepMocBapu-
BaeMbIX NMPO3payHbIX NakeToB, PY/IOHOB U KpbiweK. TpeboBaHUs U MeToAbl UCTbITaHWIA)

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 (Matepuasnbl 1 cuctemsl
415 yNakoBKM MeAUUUHCKUX NprbopoB, npefHasHavyeHHbIX Ansa crepunusaumun. Yacts 10.
HeTkaHble MaTepuasbl U3 N0aMONEMUHOB C KNEEeBbIM NOKPbITUEM AN U3FOTOB/IEHUA Tep-
MOCBapuBaeMblx calle, pysIoHOB U Kpbilwek. TpeboBaHna 1 MeToAbl UCTbITaHWIA)

EN 1422:1997 Sterilizers for medical purposes. Ethylene oxide sterilizers. Requirements and test meth-
ods (CtepunusaTtopbl MeAULMHCKOrO HasHauyeHus. CTepunim3aTopbl Ha OCHOBE OKCuAa
3TuneHa. TpeboBaHNs 1 MeTOAbI)

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 nokpbiasa, Hakuaku, nnawy ¢ WMpoKUMmn pykasamm, UCnosb-
3yemMble B kKa4yecTBe MeAULMHCKUX M3AeNniA, ANS naunmeHToB, MeAUUMHCKOro nepcoHana
n obopynosaHus. Yacte 1. Obwue TpeboBaHUsA 418 3aBOL0B-U3rOTOBUTENENR, NPOU3BO-
ANTenein n rotoBbIX U3gesnni)
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