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Mpeaucnosue

Llenu, OCHOBHbIE MPUHLMMLI U OCHOBHOW NOPSAAOK NPOBEAEHUS PpaboT MO MEXrocyaapCTBEHHOM CTaH-
Aaptusauuu ycraHosneHsl B FOCT 1.0—2015 «MexrocygapctseHHas cuctema craHgaptusaumm. OCHOBHbIE
nonoxeHusi» U MOCT 1.2—2015 «MexrocyaapcrBeHHas cuctema ctaHgaptusayun. CtaHaapTbl Mexrocyaap-
CTBEHHbIE, MPaBWma n pekoMeH4auum N0 MEXrocy4apCTBEHHOW cTaHaapTu3auun. MNpasuna paspaboTku, npu-
HATWA, OBHOBNEHNA N OTMEHbIY

CeeaeHUs 0 cTaHpapTte

1 NOArOTOBIEH OB6LeCcTBOM C OrpaHU4EHHON OTBETCTBEHHOCTLIO «[ONOH Hayka n TexHonorum»
(OO0 «[ionoH Hayka 1 TexHOnorMn») Ha 0OCHOBE 0ULMANBHOTO NEPEBOAA HA PYCCKUIA A3bIK aHIMOA3bIYHOM
BEPCUW YKA3aHHOrO B NYHKTE 5 cTaHaapTa, KoTopbii BbinonHeH Iy « CTAHOAPTUHOOPM»

2 BHECEH ®egeparnbHbiM areHTCTBOM MO TEXHUYECKOMY PerynupoBaHUIO U METPONOru

3 MPUHAT MexrocyaapCTBeHHbIM COBETOM MO CTaHAapTusauum, METPonorum u ceptudmkauum (npo-
ToKOn OT 27 uioHsA 2018 . Ne 53-2018)

3a NpuHSATUE NPOronocoBasnm:

KpaTkoe HauMeHOBaHWe CTpaHbi Koa cTpaHbl CoKkpalleHHoe HalMeHoBaHWe HaLMoHasbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHAapTUsaLmm
Benapycb BY loccrangapt Pecnybnuvku Benapyck
KasaxctaH KZ [occranfgapt Pecnybnuvkn KasaxcraH
Poccus RU PoccTtaHgapT
TagXuknuctaH TJ TapxukcTaHaapT

4 Mpukasom degepanbHOro areHTCTBa N0 TEXHUYECKOMY PETYNUPOBaHUIO U MmeTponorum ot 30 aBrycra
2018 . Ne 546-cT MexxrocygapcTBeHHbIi ctaHgapt MOCT ISO 11607-1—2018 BeeaeH B AeCTBUE B KAYECTBE
HaumoHanbHoro craHgapta Poccunckon deaepauumn ¢ 1 anpens 2019 r.

5 Hactosawmn ctaHaapTt uaeHTU4eH MmexayHapoaHoMy ctanaapry ISO 11607-1:2006 «YnakoBka ansi
MEeAULIMHCKMX u3aenuin, noanexawmx puHuwHon crepunusauuu. Yacto 1. TpeboBaHusa k marepuanam, 6a-
pbepHbIM cUCTEMAM ANA CTepunu3auuM U ynakoBo4HbIM cuctemamy» («Packaging for terminally sterilized
medical devices. Part 1. Requirements for materials, sterile barrier systems and packaging systems», IDT),
BKIO4asA usmeHeHme Amd.1:2014.

M3MeHeHna K HacTosLeMy CTaHAapty, NPUMHATLIE Nocne ero oduuuanbHon nybGnukaumm, BHECEHbI B
TEKCT HACTOALWEro ctaHgapra U BbigeneHbl 4BOWHON BepPTUKANbHOW NUHMENR, PACNOSIOXKEHHON Ha NOnsix OT
COOTBETCTBYIOLLIETO TEKCTa, a 0603HaYeHne U roa NPUHATUS U3MEHEHUsI NPUBEEHbI B CKOOKax nocre coot-
BETCTBYIOLLIETO TEKCTA.

MexayHapoaHbiii ctaHaapt paspaboraH TexHudyeckum komutetoM ISO/TC 198 «Ctepunusauus meau-
LUMHCKMX u3genuiny MexxayHapoaHou opraHm3auummn no crangaprusaguu (ISO).

OdmupanbHble 3K3EMMNSAPbI MEXAYHAPOAHOrO CTaHAapTa, Ha OCHOBE KOTOPOro MOATOTOBMEH HACTOS-
LLMIA CTaHAApT, U MEXAYHAPOAHbIE CTAaHAaPThI, HA KOTOPbLIE AaHbl CCbINKU, UMeloTca B deaepansHOM MHGOp-
MaLMOHHOM (hOHAEe CTaHAAPTOB.

Mpu NnpuMeHeHUN HACTOALLETO CTaHAapTa PEKOMEHAYETCA UCMOMb30BaTb BMECTO CCbINIOYHbIX MEXay-
HapoAHbIX CTaHAApPTOB COOTBETCTBYIOLLME UM MEXKIOCYapCTBEHHbIE CTaHAAPTbl, CBEAEHUS O KOTOPbIX NPU-
Be/leHbl B IONONMHUTENBHOM npunoxenuun JA

6 BBAMEH IOCT ISO 11607—2011
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UHbopmayus 06 uaMeHeHUsaX K Hacmoswemy cmaxfapmy nybrnukyemcs 6 exe200HOM UHopMayu-
OHHOM yKa3amerne «HauyuoHarnbHble cmaH0apmebl», @ MeKcm U3MeHEHUL U rornpasoK — 8 eXXeMeCIYHOM UH-
hopmayUUoHHOM ykasamerie «HauuorarnbHble crmaHdapmbiy. B criyyae nepecmompa (3ameHbl) uid OmmeHbl
Hacmosuweao cmaHO0apma coomesemcmeyrouiee ysedomrieHue bydem ornybriukoeaHo 8 exxemMecsdHOM UHGDOP-
MaUUOHHOM yKa3amerne «HayuoHanbHble cmaH0apmbly. Coomeememayiowias uHgopmayus, yeedomneHue
U meKcmbl Pa3Mewjaromces makxe 8 UHhopmayuoHHol cucmeme obwe20 rnonb308aHus — Ha ohuyuaibHOM
catime ®edeparnibHO20 aseHmemea 1o MexXHU4YeCKoMy peaynuposaHulo u Mempornoauu 8 cemu ViHmepHem
(www.gost.ru)

© IS0, 2006 — Bce npaBa coxpaHATCs
© CraHpaptuHdopm, opopmneHune, 2018

B Poccuiickon degepaumm HaCTOALWMIA CTAHAAPT HE MOXET ObiTb NONHOCTLIO UM YaCTUYHO BOCNPOU3-
BeEH, TUPaXXMPOBAH U PacnpoCTPaHeH B KAYeCTBe ouumansHOro usgaHua 6e3 paspeweHusa degepansHoro
areHTCcTBa Nno TEXHUYECKOMY perynmpoBaHnio U METPONOTruun
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BBeaeHue

Mpouecc KOHCTPYUPOBaHUA U pa3paboTKuM YyNakOBOYHbIX CUCTEM ANA (PUHULLHOI CTepunusauumn meau-
LUMHCKUX U3AENUIA ABMAETCA CMNOXHLIM U OTBETCTBEHHbLIM 3TanoM. KOMNOHEHTLI U3AENUA 1 YNaKOBOYHYIO Cu-
CTeMy crneflyeT codveTaTb Takum o6pasomM, YToObl MONyYUTH paLuoHanbHbIN, 6e3onacHbii N 3PEEKTUBHBINA
NPOAYKT, COOTBETCTBYIOLLMIA CBOEMY HA3HAYEHUIO.

B HacTosilieM cTaHgapTe YCTaHOBMEHbI OCHOBHbIE XapaKTepUCTUKW MaTepuanoB U NpeasapuTeribHO
0ThOPMOBaHHbLIX CUCTEM AN UX NPUMEHEHUSI B YNAKOBOYHbIX CUCTEMAX, NPEAHA3HAYEHHBIX ANA (PUHULLIHON
cTepunu3auum MeauUUHCKUX U3AENUI, a Takke pacCMaTpUBAETCs LUMPOKUI AMAana3oH NoTEHUWanbHbLIX MaTe-
pranoB, MEAULMHCKMX U34ENniA, KOHCTPYKLMI CUCTEM YNAKOBKM U METOAOB CTEPUNU3aLIMK.

B 1SO 11607-2 onucaHbl Tpe6oBaHUsA K BanMgauum npoueccoB hopMUpoBaHUs, repMeTu3aumu u coop-
ku. Hactoswmii craHgapt 3ameHsieTr EN 868-1 u ycraHaenuBaet obme TpeboBaHUA KO BCEM YNaKOBOYHbIM
matepuanam, Toraga kak EN 868, yactn 2—10 — yacTtHble TpeboBaHus K uenomy psagy obeynotpedutens-
HbIx MaTepuanoB. O6e yactu ISO 11607 paszpaboTaHbl B COOTBETCTBMU C OCHOBOMONAaraowmmMm TpeboBanust-
MW €BPONENCKUX AUPEKTUB, KACAIOLLIMXCA MEANLMHCKUX U3AESNIA.

[encTBylOoT eBpONnencknue CTaHaapThl, coaepxaiwme TpeboBaHUA K KOHKPETHBIM MarepuanamM u npea-
BapuTESibHO OT(HOPMOBaHHbLIM BapbepHbIM CUCTEMAM ATt CTEPUNN3aLMK, KOTOPbIE U3BECTHbI Kak CTaHAapThbl
cepun EN 868. Hactoswuii ctaHgapt paspaboTaH B KayecTBe CpeACcTBa AnNs AEMOHCTpauuu cobnioaeHus
oCHoBononararLux TpeGoBaHmii eBpONeNCKUX AUPEKTUB, KACaIOLMXCA MEANLIMHCKUX N3AENNUNA.

CooTBeTCTBUE NonoxeHusAM EN 868 yacTteit 2—10 MOXET CNY>XUTb NOATBEPXKAEHUEM coBnoaeHns oa-
HOro unu 6onee TpeGoBaHUI HACTOALLETO CTaHAapTa.

CUCTEMbI YNAKOBKM MEAULIMHCKUX U3AENuid, NOANeXaliux OKOHYaTeNbHOW CTepunusaumn, npeaHasHa-
YeHbl AN CTepunusaumn usgenui, obecneveHnss nx mM3n4eckon 3aLumTbl, COXPAHEHUSA CTEPUNbLHOCTU A0
MecTa UCNonb3oBaHUA U COGJ‘IIO,E[GHVIFI acenTuYeCcKux CBOUCTB.

OC0BEHHOCTU MEeAWLMHCKOTO W3fenus, npearnonaraemble MEeToAbl CTEpUnM3auuM, CpoK FOAHOCTMH,
TPaHCNOPTUPOBAHME U XPAHEHMWE BMMSIIOT HA KOHCTPYKLMIO YNAKOBOYHOW CMCTEMBI U BbIOOP MaTepuana.

OfHO M3 CYLECTBEHHBIX NPENSATCTBUIA ANSA rapMOHU3aLUUU — 3TO TEPMUHOMNOMUS. TePMUHbI «YNaKoB-
Kay, KKOHEYHas yrnakoBKay», «KKOHEYHas Tapay, «NepBUYHAsA Tapa» u «NepB1MYHas ynakoBkay» TPakTyloTca no-
pasHOMY B pasHbIX CTpaHax, v BbIGOP 0AHOTO U3 3TUX TEPMUHOB KakK OCHOBBI ANA rapMOHU3aLumn ¢ HaCToALLUM
CTaHaapToM ABUMCS BapbepoM A YCNELWHOro 3apepLueHns pa3paboTku aToro JOKyMeHTa.

B pesyntTtate BBeaeH TepMuH «bapbepHasa cuctema Ansa crepunusauuny Ana onucaHnsa MUHUMarnbHON
yNakoBKM, HEOBXOAUMON ANS BbINOMHEHUS 0COOLIX TpeGoBaHWUN, NPeAbABNAEMbIX K MEAULIMHCKOW YNaKoB-
Ke, a UMEHHO; obecneyeHune yCroBuii Ansi NPOBeAEHUs1 CTepUIM3aumm, co3faHne NpMemnemMoro MMKpoGHOro
Gapbepa u cobnogeHne acenTUYECKUX CBOMCTB. «3alUMTHAA yNakoBKa» npeaoxpaHaeT 6apbepHyIo cuctemy
ANSA cTepunuaauun, U BMecTe oHM 06pasytoT ynakoBouHyto cuctemy. «lpeasaputenbHo oT(PopMoBaHHbIe Ha-
pbepHbIE CUCTEMbI» MOTYT BKMNOYaTb NtoGbIe YaCTU 3TOM CUCTEMDI, HANPUMEP Calle, NaKeTbl, 3anevarbiBae-
MbI€ C MOMOLLbIO STUKETKU, Nepernbaemoii nononam, KaTyLwuku A5st HAMOTKW YNaKOBOYHOM NAEHKU, NPUMEHse-
Mble B BonbHMUax. O630p 6apbepHbIX CUCTEM ANA CTEPUNU3ALIMKU NPEACTABNEH B NPUNOXEHUN A.

BapbepHas cuctema BaxHa ans obecnevyeHns 6€30NacHOCTU MEAULMHCKMX U3AENUA B npouecce ¢u-
HULLHOW CTepunu3aumun. PernamMmeHTUpytoLe opraHbl NPU3HAIOT BaXHYIO POnb 6apbepHbIX CUCTEM ANA CTepu-
nu3auuum, paccmaTpuBasi UX Kak BCriomoraternbHoe CpeCTBO UM KOMMNOHEHT MEeAULIMHCKOTO n3aenus.

MpeaBapuTenbHO 0TOpMOBaHHbIE BapbepHble CUCTEMDI, KOTOPbIE 3aKynaloT MeAULUHCKNE yupexae-
HWA ANS1 UCMONb30BaHUSA B NPOLIECCE BHYTPEHHEN CTEpUNU3aLmnu, MPU3HaIOTCA MEANLIMHCKUMUN U3AENUAMN BO
MHOTMX 4YacTsX CBETA.

(NameHeHune Ne 1, 2014)
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M E X T T OGCVY.AAPGCTUBETHHUB H C TAHAAPT

YNAKOBKA AnA MEANLMHCKNX VI3JJ,EJ1VII7I, NOANEXALLNX ®UHULLHON CTEPUNN3ALAN
Yactb 1

TpeGoBaHus K MaTepuanam, 6apbepHbIM CUCTEMAM LU CTepUNU3aLmum
M YNakoBOYHbIM CUCTEMAM

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

Hara BBegeHna — 2019—04—01

1 Obnactb NnpUMeHeHus

Hacroawmit ctaHgapT ycraHaBnuBaeTt TpeboBaHusa K Matepuanam, NnpeaBapuTerisHO 0T(POPMOBAHHBIM
fapbepHbIM cucTeMam Anst ctepunu3ayum, 6apbepHbIM CUCTEMAM ANS CTEPUNU3ALMKU U YNAKOBOYHbLIM CU-
cTeMam, NpegHasHayYeHHbIM AN (PUHULIHOW CTepunM3auun MEANMLMHCKUX U3AENUIA 40 TOro, Kak oHu ByayT
J0CTaBneHbl K MECTY UX UCMOMb30BaHUSA, a TAKKe ONUCLIBAET METOAbI UCMbITAHWNA.

Hacroawumn craHgapt NnpUMEHSETCA ANA yNakoBbIBAHWA MEeAWLUMHCKMX U3genuin, noasepraembix dou-
HULUHOWN CTEPUINM3aLmMu Kak B MPOMBILLMEHHbIX YCOBUAX, TaK U B MEAWULMHCKUX YUPEXKAEHUAX, a Takke npu
CTepUnM3aLmn MeauUMHCKUX N34ENnuii HENOCPEACTBEHHO B BapbePHbIX CUCTEMAX.

Hacroswuit ctanaapt He NPUMEHUM K YNAakOBOYHbIM Marepuanam W/unum cuctemam, BHYTPU KOTOpPbIX
Haxo4sATCA KOHTAMWHUPOBAHHbIE MEAWULIMHCKWE U3Aenus, B NPOLecce UX TPaHCMOPTMPOBAHUA A0 MecTa Mo-
BTOPHOW 06paboTKu UnK yTunmaaumu.

Hacrtosawumii ctaHaapT He pacnpocTpaHAeTca Ha GapbepHble CUCTEMbl U YNAKOBOYHbIE CUCTEMbI AN
MEeAWNLIMHCKMX U3AENNUi, KOTOPbIE U3FOTOBMEHbI ACENTUYECKMM CnocoBoM. Takke MOXET BO3HUKHYTb HEODXO-
OUMOCTb B AONOMHUTENbHLIX TPEOOBAHMAX K YNAKOBKE KOMMIEKCA «NeKapcTBo/M3genues.

Hacroswumii ctaHaapT He coaepxut TpeboBaHuin K cucteme obecneveHus kadyecTsa Ansi NpoBeaeHusi
KOHTPONSA Ha BCeX CTaausix NpOU3BOACTRA.

(A3meHeHne Ne 1, 2014)

2 HopmaTuBHbIe CCbINIKU

B HacTosLweM cTaHaapTe MCnonb30BaHbl HOPMATUBHBIE CCbINKKU HA CNeayroLme MexayHapoHble CTaH-
Aaptel. Ana 4aTUPOBaHHbIX CCbINOK UCMNOMb3YIOT TONbKO YKa3aHHYIO B CCbIfke peaakumio. [ina HeaaTtupoBaH-
HbIX CCbIfIOK MCNOMNb3YIOT MOCNEAHIO PEAAKLMIO AOKYMEHTA, Ha KOTOPbIA AaHAa CCbifka, BKMOYas nodble
JOMOMHEHUS1, USMEHEHUS U MOMNPAaBKM.

1ISO 5636-5 Paper and board — Determination of air permeance and air resistance (medium range) —
Part 5: Gurley method [Bymara n kapToH. OnpegeneHne BO3ayx0NpoOHMLLAEMOCTU U COMPOTUBNEHNUS BO3AyXa
(cpeaHun gnanasoH namepenus). Yacto 5. Metoa lepnu]

(U3meHeHne Ne 1, 2014)

3 TepMuHbI N onpeaeneHns

B HacToALeM ctaHaapTe NPUMEHEHbI CreayoLIMe TePMUHbI G COOTBETCTBYIOLLIMMU ONpeaeneHnsiMu:
3.1 acentnyeckoe npencraeBreHue (aseptic presentation): BHeapeHue n nepegaya CTepunbHOro ms-
aenus ¢ cobniogeHnem ycrnoBuii 1 NpoLeayp, UCKIMoHaLWmuX MUKPOBHOE 3apaXkeHue.

M3paHue ocpuymanbHoe
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3.2

6uonarpyska (bioburden): Monynaums »13HECNOCOOHLIX MUKPOOPraHU3MOB Ha usaenun unu Gapbep-
HOIN CUCTEME AN CTEPUNU3ALIMK UIU BHYTPU HUX.
[ISO/TS 11139:2006]

3.3 ykynopouHoe cpeactBo (closure):. Cpeacrso, uCnonb3yemoe Ans ykynopusaHusi 6apbepHoi cu-
CcTeMbl AN crepunu3aumm 6e3 NPUMEHEHUs KNeeBoro COeANHEHUS.

NMpumevyaHne — bBapbepHylo cUCTEMY ANS CTEPUNU3ALIMN MOXHO YKYMOPUTE YMIOTHUTENBHBIMUA KPbILLIKAMK
MHOrOpa3oBOro MpUMEHEHUs UMK NOCNeA0BaTeNbHBIM CrGaHMeM ynakoBku 0 06pasoBaHns CKpyHEeHHOro KaHara.

3.4 UenoOCTHOCTb YKynopo4yHoro cpepcrvBa (closure integrity): CBoiCTBa repMeTu3upyioLlero
cpeacTBa, NO3BONAIOLME €MY NPENATCTBOBaTbL NPOHUKHOBEHUIO MUKPOOPTraHU3MOB B 3a/1aHHbIX YCIOBU-
AX, KOTOpblE€ OXBATLIBAIOT NpoLecc crepunusauyun, obpaboTky, pacnpegeneHue, TpaHCNOPTUPOBAHUE U
XpaHeHue.

(N3meHeHue Ne 1, 2014)

3.5 cpok rogHocTu (expiry date): YkasaHue patbl (roq U Mecsl), 4O HACTYMIEHUS KOTOPOW NMPOAYKT
cneayeT UCnonb30BaTh.

3.6 mapkupoBka (labellig): 3TukeTka ¢ NIMCbMEHHbLIM, NeYaTHLIM, SNEKTPOHHbLIM UMK rpachnyeckum oTo6-
paxeHneM AaHHbIX, NPUKpennsemas K MeAULMHCKOMY U3AEnuIO UK YNakoBOYHON CUCTEME UNU NpunaraeMmas
B KayecTBe ConpoBOAUTENbHOIO AOKyMEHTA.

NMpumeyaHne — MapKMpOBKA COAEPKUT UAEHTUPUKALMIO, TEXHUHECKOE ONMUCaHWe M crocob NMpUMeHeHus
MEeAULMHCKOrO M3AENUsl, HO UCKITIYaET TOBAPOCONPOBOAUTENbHLIE LOKYMEHTHI.
3.7

meauumMHckoe usgenue (medical device): Jo6on UHCTpyMeHT, annapar, npubop, malumMHa, npucno-
cobneHue, UMNNaHT, pearexT in vitro unn kanubparop, NporpaMMHbIe CpeacTBa, MaTepuan Unu UHoe no-
AobHoe usgenue, NpeaHasHauYeHHoe NPOU3BOAUTENEM ANS UCMONb30BaHUA, OTAENbHO UMN B COYETAHUM,
Ha noasax 4nst O4HON UMM HECKONLKMX ONpefeNieHHbIX Lenen, Kak To:

- AMarHocTuka, npeaoTBpaLleHne, MOHUTOPUHT, fiedyeHune, obneryeHne 3aboneBanus,

- AMAarHoCTuKa, MOHUTOPWHI, Nle4yeHune, obner4yeHue unu KOMneHcaLusi TpaBmbl,

- uccrnegosaHus, nepecagka, Mmoaudukauua unu noaaepKka OpraHos unu (U3MonoruyecKkoro npo-
uecca,

- NOAAEPXKaHME unu obecrnedeHne KU3Hu,

- KOHTPOIb 3a4aTus,

- A€3NHMEKLUMS MEAULMHCKMX U3AENUNA,

- nony4yeHue uHdopmaumm Ana MEAULMHCKMX Lenen NOCPeaCTBOM PacCMOTPeHus in vitro obpasuos,
NOMYYEHHbIX U3 YENOBEYECKOrO OpraHnamMa,

1 KOTOPOE HE BbINOMHSET CBOEr0 OCHOBHOIO AENCTBUA BHYTPU UNKN HA YENOBEYECKOM Terne C NOMOLLbIO
hapmaKkonormyecknx, MMMyHOSIOTMYECKNX N METabonuYecknx cpeacts, HO (PYHKLMU KOTOPOTO MOFyT
ObITb MOAAEPXKAaHbI TAKOBLIMU CPEACTBAMM.

[ISO 13485:2003]

MpumevyaHne — O3To onpepenexune n3 ISO 13485:2003 paspaboTaHo cneunanbHoi koMuccueit no rmoGans-
HoW rapmoHusauum (GHTF 2002).

3.8 MMKPOOHBLIN Gapbep (microbial barrier): CBOINCTBA repMETU3MPYIOLLETO CPEACTBA, NPENsATCTBYIO-
LUME MPOHUKHOBEHUIO MUKPOOPraHU3MOB B 3a4aHHbIX YCNOBUAX, KOTOPLIE OXBaTLIBAIOT NPOLIECC CTEPUNMU3a-
uumn, 06paboTKy, pacnpeaeneHue, TPaHCMOPTUPOBaHWE U XPaHEHHUE.

(N3meHeHue Ne 1, 2014)

3.9 ynakoBOYHbIN MaTepuan (packaging material): JioGoi marepuan, npuMeHsieMbli NpU U3roToBne-
HUMW UK YKYNOPUBaHUM YNAKOBOYHOW CUCTEMBI.

3.10

ynakoBo4yHaa cuctema (packaging system): CouetaHue 6apbepHoii CUCTEMbI U 3aLUTHON yna-
KOBKMW.
[ISO/TS 11139:2006]
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3.1

npeaBapuTenbHO cchopMUpoBaHHan GapbepHaa cucTtema ana crepunusaumm (preformed sterile
barrier system): BapbepHasa cucrema ang crepunusauumn (cm. 3.22), KoTopasa NOCTaBNSAETCA YaCcTUYHO CO-
OpaHHON ANsl HANOMHEHUS U OKOHYATENBHOTO 3aKPbITUSI UM YKYNOPUBAHUSI.

Mpumep — Cawe, 6ymaxHbie MaKkems! U OMKPLIMbIEe MHO20Pa306bIe YIaKoeKU.

[ISO/TS 11139:2006]

3.12

npoaykt (product): Pesynerat npouecca.
[ISO 9000:2005]

I pumMedyaHune — [ns obecneyeHuns CTaHAapTOB CTepuUnusaunn NPpoAyKT ABNAETCA BeLLleCTBEHHbIM MaTepu-
anoMm; K HeMy OTHOCATCA Chlpbe, I'IpOMe)KyTO‘-IHbII‘/‘I NPOAYKT, c6opquaﬂ elnHula n MeguKko-caHuTapHble ToBaphbl.

[ISO/TS 11139:2006]

(N3meHeHne Ne 1, 2014)

3.13 zawmTHaA ynakoBka (protective packaging): KomOuHaums marepuanoB, cnocobCTByOLWAsA npe-
OOTBPALLEHUIO NOBPEXAEeHUs1 CTEPUIbHON BapbepHOl CUCTEMbI M UX COAEPXKMMOro ¢ MOMeHTa cOopKku u Ao
MecTa UMcnoJsib3oBaHUA.

MpuMmevyaHune — TepMuH saumctBoBaH U3 ISO/TS 11139:2006.

3.14 noBTOpPHO uUcnonb3yembld MaTepuan (cycled material): Marepuan, nonydeHHbIli B npouecce
nepepaboTkn OTXOAO0B C LENbI0 NPUAAHUSE UM NEePBOHAYAarnbHbIX CBOWCTB UMK AN APYIMX Lenen.

3.15 noBTOpsAemMocTb (repeatability): TO4UHOCTE COOTBETCTBUA MEXAY pesynbratamu nocrnenosatesb-
HbIX M3MEPEHUI OJHOTO 1 TOTO e ONPEeAEeNeHHOro KONMYeCcTBa, NOANEXaLLEero U3MepeHunto (M3mepsaemMas Be-
n1MYnHA), KOTOPOE NPOBOAAT B OAHUX U TEX XKEe YCIOBUAX.

Il pnmedaHune 1—0Tn YCNnoBUA Ha3blBaOT YCITOBUAMW MOBTOPAEMOCTU.

MpumevyaHue 2 — YcroBus NoBTOPSEMOCTU MOFYT BKIKOHaTh CriefyroLlee:

- O[IHY M Ty e METOANKY U3MEPEHNS;

- OZIHOTO M TOTO e 3KCMepTa;

- OAVIH U TOT K€ U3MepUTENbHbIA UHCTPYMEHT, KOTOPLIA UCMONb3YHOT B O4HUX U TEX XE YCMOBUSAX;
- OZIHO U TO Xe MeCTO NMPOBEAEHUS U3MEPEHNS,

- NMOBTOPEHUE Yepes KOPOTKUIA MPOMEXKYTOK BPEMEHMU.

MpumevyaHue 3 — MNOBTOPSEMOCTb MOXET ObiTb BhIpaXeHa KONMWYECTBEHHO Ha OCHOBaHUW AUCTMEPCUOHHBIX
XapaKTepUCTUK pe3yrisTaToB.

MpumevyaHne 4 — TepMUH 3aMMCTBOBaH M3 MexayHapogHOro crnoBaps OCHOBHLIX U 0BLUX TEPMUHOB B 06-
nacTtu MeTponoruu, 1993, onpegenexue 3.6.

3.16 BocnpousBoguMocThb (reproducibility): TOMHOCTb COOTBETCTBUA MEXAY pe3ynbTartamn U3mepeHun
O HOIO 1 TOrO e ONpeaeneHHOro KoNmM4ecTea, NoAasnexallero usMmepeHuio (M3smepsaemas BenmyInHa), Kotopoe
NPOBOAAT B USMEHAKLLNXCA YyCITOBUAX.

MpumevyaHue 1 — [Ona o60CHOBaHHOIO 3asBMEHMsI BOCTIPOM3BOAUMOCTU HeobxonuMbl TpeboBaHMs Ha U3Me-
HEeHWe yCroBun.

MpumevyaHune 2 — KU3MEHSOLMMCS YCITOBUSIM MOXHO OTHECTHU:
- NPUHLWN N3MepeHus;

- METOA U3MEPEHUS;

- CMeHy 3KcrepTa;

- U3MepUTENbHBIA UHCTPYMEHT;

- CTaHAapTHbIM obpaseL;

- MECTO NPOBEAEHUS U3MEPEHNUS;

- YCIOBWSI NPUMEHEHNS;

- Bpemsi.

M puMedaHue 3— BOCﬂpOI/ISBO,EI,I/IMOCTb MOXET ObITb BblpaXeHa KONnu4eCcTBeHHO Ha OCHOBaHUKW ANCNepCUOH-
HbIX XapaKTepUCTUK pe3ynbTaToB.

MpumevyaHne 4 — TepMUH 3aMMCTBOBaH M3 MexayHapogHOro crnoBaps OCHOBHLIX U 0BLUX TEPMUHOB B 06-
nactu MeTponoruu, 1993, onpegenexue 3.7.
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3.17 mHoropasoBas ynakoBka (reusable container): XKectkan 6apbepHas cucrema ansa ctepunusauuu,
KOTOPYIO MOXXHO MCNONb30BaTb MHOTOKPaTHO.
3.18 kneeBoe coeauHeHue (seal): PesynbsraT coejMHEHUS NOBEPXHOCTEN.

MpumevaHune — [loBepxHOCTU MOryT ObITb coefiuHEHbI C NOMOLLbIO KNneesB Ui TeEpMUYECKOro NNasneHnA.

3.19 uenocTHOCTb KneeBoro coeanHeHus (seal integrity): CeolicTea kNneeBoro CoeauHeHns, No3Bons-
Iowme eMy NpensATCTBOBaTb NPOHUKHOBEHUIO MUKPOOPIraHW3MOB B 3a4aHHbIX YCIIOBUSAX, KOTOPbIE OXBAaTbIBAKOT
npouecc crepunuaauuun, 06paboTKy, pacnpeaeneHne, TPaHCNOPTUPOBAHUE U XPAHEHHUE.

3.20 npoyHoCTL KneeBoro coeauHeHua (seal strength): MexaHuyeckas NpO4HOCTL KIEEBOr0 COEAUHEHUS.

3.21

cTepunbHOCTb (Sterile); OTCyTCTBME XKM3HECMTOCOOHBIX MUKPOOPraHNM3MOB.
[ISO/TS 11139:2006]

3.22

GapbepHas cucrema ans crepunusauum (sterile barrier system): MuHumaneHas ynakoeka, Kotopas
NpPensATCTBYET NPOHUKHOBEHWUIO MUKPOOPraHW3MOB U NO3BONSIET NPOAEMOHCTPUPOBaTL acenTU4eckue CBoN-
CTBa NpoaykTa B MECTE €ro NPUMEHEHUS.

[ISO/TS 11139:2006]

3.23 cTepunbHas ynakoBka ansa npoBoaHuka xuakocTu (sterile fluid-path packaging): Cucrema 3a-
WUTHON 0BONOYKM AN NPOBOAHMKA XUAKOCTW U/MNN YNAKOBKW, NpejHasHayeHHasa Ans obecneyeHus cre-
PUMBHOCTW YaCTU MEAULIMHCKOTO U34ESNs, KOHTAKTUPYIOLLEN C XXMAKOCTAMM.

MpumedaHue — MpUMEPOM CTEPUIBHOW YNakoBKM AN NPOBOAHUKA XKULKOCTU MOXET CIYXWUTb BHYTPEHHSAS
YacTb TpYGOK AN BBELEHNS BHYTPUBEHHOI XMBKOCTH.

3.24 coBmecTUMOCTBL €O cTepunu3saumen (sterilization compatibility): CsoricTea ynakoBo4HOro mare-
pvana u/mnu cucTemsbl, NO3BONAIOLLME UM BblAEMKUBATL NPOLECC CTEpUnM3auum U obecneunBatb AOCTIDKE-
Hue TpebyeMbIX YCIIOBUIA A4NA CTepUnn3aunn BHYTPU YNakOBOYHOW CUCTEMBI.

3.25

cTepunu3syrowmin areHT (sterilizing agent): ®usmyeckoe unu xummudeckoe BeLLECTBO UM KOMOUHaLMS Be-
LLECTB C AOCTaTOYHOI MUKPODOLMAHON aKTMBHOCTBLIO ANA AOCTUXKEHUA CTEPUNBHOCTU B 3a4aHHbIX YCIOBUSAX.
[ISO/TS 11139:2006]

3.26 ¢omHmwHan crepunusauma (terminal sterilization): Mpouecc, B pesynerare KOTOPOro CTepUnU3yoT
NpoAYKT BHYTPK 6apbepHOli CUCTEMbI ANSA CTEPUNU3ALIUN.

3.27 cpok nonesHoro ucnonb3oBaHua (useful life): Mepnoa BpemMeHn, B Te4eHne KOToporo yaoBneTso-
psitoTca Bce TpeboBaHus kK pabounm xapakTepucTukam.

3.28 Banmpauma (validation): (Obwee) MoaTBepxaeHne nyteMm uccneaoBaHnin u obecneyeHune o0b-
€KTUBHOIO CBUAETENbLCTBA TOIO, YTO KOHKpETHOe TpeboBaHue kK 0coOBOMy npeanonaraeMomy YCHOBUIO MOXET
ObITb BbINOMHEHO.

MpumedvaHue — ITo onpegeneHne NPUMEHUMO K BanuaaLmn METOAO0B UCTILITAHWUS U KOHCTPYKLUK.

3.29 sanupauma (validation): {IMpouecc) [lokymeHTUpOBaHHAA Nnpoueaypa NonyyYeHus, 3anucu u UHTep-
npeTauuun pesynsraTtoB, He0OXOAUMBIX ANsi NOATBEPXKAEHUA TOTO, YTO MPOLIECC HEM3MEHHO AaET NPOAYKLUMIO,
COOTBETCTBYIOLLYIO 331aHHLIM TPeGOBaHUSAM.

MpumevyaHne — TepmuH agantupoBaH u3 ISO/TS 11139:2006.

4 O6bwune TpedboBaHnA

4.1 O6wume ycnoBusa

CooTtBeTcTBUE 04HOMY unn 6onee TpeboBaHUAM HACTOSILLErO CTAHAAPTA MOXET ObiTb NPOAEMOHCTPU-
POBaHO MyTEM UCMOMbL30BaHUS 0AHOW nnu 6onee cneayowmx yactei cepumn EN 868-2—EN 868-10.

4.2 CucremMbl kKayecTBa
4.2.1 [encreud, onucaHHble B HacToALWEM CTaHAapTe, CneayeT BbIMONHATL B pamkax oduynanbHOn
CUCTEMbI Ka4yecCTBa.

MpumevyaHne — ISO 9001 n ISO 13485 copepxat TpeboBaHNSA K COOTBETCTBYIOLLMM CUCTEMaM KadecTsa. [o-
NOSIHUTENbHLIE TpeboBaHWA MOTYT ObITb YCTaHOBMNEHBI KOHKPETHON CTPaHON UNu onpefeneHHeIM PerMoHOM.

4
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4.2.2 He 8OmkHO BbITb HEOOXOANMOCTM CepTUdMKALMN CUCTEMBI Ka4eCTBa TPETLEN CTOPOHON ANA Bbl-
nonHeHns TpebGoBaHWin HAaCTOALLEro ctaHaapTa.

4.2.3 YupexaeHus 3gpaBooxpaHeHns AOSHKHbI paccMaTpuearb UCMNOMb30BaHWE CUCTEMbI KAYeCTBa, KO-
Topas TpebyeTcsi B UX CTPaHEe UMn PErnoHe.

(U3meHeHne Ne 1, 2014)

4.3 OT60p NpOG

Mnaxbl ot6opa npob, Mcnonb3yembIX ANA BbIOOPA U UCMLITAHUA YNAKOBOYHBIX CUCTEM, AOMKHbI BbITb
NPUMEHUMbI K CUCTEMAaM YNAaKOBKU, NoANeXxaLumm oueHke. Mnaxbl otéopa npo6 fomKHbI ObITh CTATUCTUYECKN
060CHOBaHbI.

MpumedaHune — [lpumepbl NnaHos oT6opa nNpob npuseseHsl B ISO 2859-1 unu 1ISO 186. JononHuTtenkeHele
nnaHel oT6opa MoryT BbiTe YCTaHOBNEHE! TEMU CTPaHaMM1 UM PErMoHaMu, B KOTOPbIX MPOBOAAT 0T6op npob.

4.4 Metoabl UCnbiTaHUA

4.4.1 Bce meToabl UCMbITAHUIA, NPUMEHSAEMBIE ANA NOATBEPXKAEHUS COOTBETCTBUA HACTOSALLEMY CTaH-
4apTy, AOMKHbI NPOXOAUTL Banuaaumio, pe3ynstaTtbl KOTOPOW cneayeT opopMnsiTe AOKYMEHTANBHO.

MpuMmedaHue — lpuroxerne B cogepxuT nepeveHb COOTBETCTBYHOLMX METOAOB UCTILITAHUI.

4.4.2 Banugauma meroga ucnbiTaHUa AOJPKHA NPOAEMOHCTPUPOBATL NPUTOAHOCTb MPUMEHAEMOro Me-
Toga. OHa BKMIOYAET CneayloLwme SMeMEHTbI:

- pa3paboTky 060CHOBaHMA ANs BbIOOpa COOTBETCTBYIOLLUX METOAOB UCMLITAHWUI YNAKOBOYHbIX CUCTEM;

- pa3paboTKy KpUTEPUEB NMPUEMKN.

MpumedaHue — [MpoLno ycneLwHo/OKOHYMNOCE HeyAadeih — BUA KPUTEPUS MPUEMKM:
- ornpefieneHne rnoBTOPAEMOCTU METOa UCTIbITAHNS;

- onpefieneHne BOCNPOM3BOAUMOCTY METOA UCTIbITAHUS,

- YCTaHOBIEHME YyBCTBUTENBHOCTU MeTOAa ANSA UCMbITAHNS LIeNOCTHOCTH.

4.4.3 Ecnun B METOAAX UCNLITAHWA HE YCTAaHOBMEHO MHOE, 06pas3Libl ANst UCNLITAHUSA AOMKHLI NPOXOAUTD
KOHAULUMOHMUpoBaHue npu Temneparype (23 £ 1) °C n oTHOCUTENBHON BNAXKHOCTU (50  2) % B Te4eHue 24 4
MWUHUMYM.

4.5 lokyMeHTauuaA

4.5.1 MNoaTeBepXxaeHne COOTBETCTBUSI HACTOALLIEMY CTaHAAPTY AOMMKHO ObITb AOKYMEHTaNbHO 0CHOPMIEHO.

4.5.2 Bce AOKYMEHTbI AOMKHbI XPaHUTb YCTAHOBMEHHLIN nepuoa sBpemenn. Mpu onpeaeneHun cpoka
XpaHeHUs1 JOKYMEHTOB CrielyeT yuuTbIBaTh Takue hakTopbl, kak TpeboBaHWS pernameHToB, CPOK rogHOCTU
U NPOCNEXMBAEMOCTb NMPUYMH OTKA30B MEAULIMHCKMX N3aenunii unu 6apbepHoli CUCTEMbI ANA CTepunm3auuu.

4.5.3 B 4OKYMEHTbI COOTBETCTBUSI MOTYT ObITb BKMIOHEHDbI, HO HE OTPAHMYEHBI STUM, SKCNAYaTALUUOHHLIE
JaHHblE, TEXHUYECKUE YCIOBUS U Pe3ynbraThl BaNMAUPOBAHHLIX METOAOB UCMbITAHUN.

4.5.4 3neKTPOHHbIE 3aNMUCH, ANEKTPOHHbIE U COOCTBEHHOPYYHbIE NOANWUCU, UCNONMHEHHbIE B 3NEKTPOH-
HbIX 3aMUCAX, KOTOPbIE CNOCOOCTRYIOT Banuaauuu, NPOM3BOACTBEHHbIN KOHTPOSb UIM Apyrne Npouecchl Npu-
HATUS PELLEHUI MO Ka4YeCTBY AOMKHbI ObITb HAAEXHBIMU.

5 Marepuanb! u npeaBapuTtenbHO oT¢opMoBaHHblIe 6apbepHblIe CUCTEMbI
ANA cTepunu3auumn

5.1 O6wue TpeboBaHuA

5.1.1 TpeboBaHua k marepuanam AOMKHb COOTBETCTBOBATL T€M, KOTOPbIE MPEAbABNAIOTCA K Marepu-
anam, ucnonb3yembiM B NpeaBapuTenbHo 0ThoPMOBaHHBIX BapbepHbIX CUCTEMaX, a Takke B 6apbepHbIX Cu-
cTeMax Ana ctepunu3auuu.

5.1.2 TpeboBaHusA, NpuBeaeHHbIE B 5.1, HE ABNAIOTCA NONHLIMU. MaTepuans, UMEIoLME XapakTepucTu-
KW, KOTOPbIE HE YKa3aHbl B 5.1, MOXHO OLIEHMBATbL C NOMOLLBIO KpuTepues 3MMEKTUBHOCTU, NPUBEAEHHBIX B
pasaene 6.

5.1.3 Ycnosus, B COOTBETCTBUM C KOTOPbIMU MPOU3BOAAT M 0BpabaTkiBaloT Marepuan unm oTdopmo-
BaHHYI0 GapbepHyl0 CUCTEMY, CrieflyeT YCTaHaBMUBAaTb, KOHTPONMPOBATb U PETMCTPUPOBATD, ECII BO3MOXHO,
4TOOLI rapaHTUPOBATb:
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a) COBMECTUMOCTb STMX YCMOBWI C NpeanonaraeMbiM UCNONb30BaHWEM Matepuana u/unu 6apbepHoii
CMCTEMbI ANA CTEpUNU3aLunu;

b) coxpaHeHue akcnnyaTauMOHHbIX XapakTepucTuk Marepuana u/unu 6apbepHoi CUCTEMbI ANA CTeEpU-
nusauuu.

5.1.4 Kak MMHUMYM HEOBX0AMMO yUMTLIBATE CrieayioLLee:;

a) TeMnepaTypHblil AnanasoH;

b) aManasoH gaeneHus;

C) AnanasoH BNaXKHOCTH;

d) MakcuMarsbHYK CKOPOCTb UBMEHEHUS BbILLENEPEYUCIIEHHOTO, NMPU BO3MOXHOCTH;

€) BO34EeNCTBME CONHEYHOro CBETA UNK ynsTpaddMoneToBoro U3ny4yeHus;

f) uucrory;

g) BuoHarpysky;

h) anekTpocraTtuyeckyto NpOBOAUMOCTb.

5.1.5 VICTOYHUK, MCTOPUS U MPOCNEXMBAEMOCTL BCEX MaTEPUanoB, 0COGEHHO nepepaboTaHHbIX, AOMK-
Hbl ObITb U3BECTHLI U MPOKOHTPONMPOBAHLI, YTOObLI rapaHTUPOBaTb, YTO KOHEYHbIN NPOAYKT ByAeT COOTBET-
cTBOBaTb TPebOBaHNWAM HACTOALLErO CTaHaapTa.

MpuMmedaHne — lMpun geilCTBYHOLLMX TEXHOMOTUSX MarIOBEPOSITHO, YTO B NepepaboTaHHbIX MaTepuarnax MoXeT
WCMONb30BaTLCS YTO-TO APYrOE KPOME MEPBUHHEIX MPOU3BOACTBEHHBIX OTXOA0B, Tak KaK HE[OCTATOUHBIN KOHTPOSIL He Mo-
3BonsieT 6e3onacHo NPUMEHSTE Jpyro nepepaboTaHHbIn MaTepuan B 6apbepHbIX cUCTEMaX.

5.1.6 HeobxogmMmo OLUEHWUTL cneayloLye CBOMCTBA matepuana:
a) MUKPOGHBI Gapbep (cm. 5.2);
b) 6UOCOBMECTUMOCTb U TOKCMKONOTMYECKUE NPUIHAKM.

MpuMmevyaHune — 3To 06LIMHO OTHOCUTCSH K MaTepuanam, Haxo4ALWMUMCA B KOHTaKTe ¢ usgenuem. PykosoacTeo
no 6uocoBmMecTUMOCTHY AaHo B ISO 10993-1.

Heob6x0anmo OLeHWUTb BNUAHWE CTepUnu3aumm Ha GUOCOBMECTUMOCTD;

C) hU3n4YecKkne N xMmmyeckne CBOMCTRA;

d) COBMECTUMOCTb C npoueccaMmn hOPMUPOBAHUA U CKNEUBAHUS;

€) COBMECTUMOCTb C YCTAHOBMNEHHLIMU NpoLeccammu ctepunusauum (CMm. 5.3);

f) nobble orpaHM4eHNUsa CPOKOB rOAHOCTU NPU XPAHEHUU A0 U NOCITIE CTEPUNU3ALIUKU.

5.1.7 Matepuansbl, HanpuMmep 06epTo4YHble, Oymara, NONMMEpPHas NIeHKa, HETKaHbIM Marepuan unm
MHOTFOKpPaTHO UCNONb3yeMbI BONOKHUCTLIA MaTepuarn, AOMKHbI COOTBETCTBOBAaTL CAeaylowmM obLmm Tpe-
6oBaHusM:

a) marepuanbl A0MKHbI ObITh HEBLILLENAYMBAIOLLIMMUCA U HE UMETL 3anaxa B YCTAHOBMEHHBIX YCIOBUAX
NPUMEHEHUS U B TAKOW CTENEHU, YTODObI 3TO HE NMOBIUSASIO HU HA UX XapaKTepPUCTUKKU, HU HA nx 6€30NacHOCTb.
OHU TaKke HE JOMKHbI HEraTUBHO BO3AENCTBOBATL HA MEAULIMHCKUE U3 enus, C KOTOPbIMU OHU KOHTaKTUPYIOT.

MpumevyaHne — [ns onpefeneHus 3anaxa He TpebyeTcst IPUMEHeHUe CTaHAapTU30BaHHOTO METOAA UCMbITA-
HUS, TaK Kak HENpUSTHEIE 3anaxy MOXHO MOYyBCTBOBATD;

b) B maTtepuanax He AOMKHO BbiTb AblP, TPELUMH, Pa3pbiBOB, MOPLUMH, CKNAAOK UNKU NOKaNU30BaHHbIX
YTONLUEHWUIA U/UNKN YTOHYEHUI, CNOCOOHBIX YXYALUUTL NX (OYHKLMOHUPOBAHME;

€) NMNOTHOCTbL MaTepranoB (Macca Ha eAMHULY NNoLaan) A0mkHA COOTBETCTBOBATL 3aaHHOMY 3HAYEHMIO;

d) maTepuansl AOMKHbI 0OHAPY>XMBATh NPUEMMNEMbIE YPOBHU YNCTOTbI, HANUYKE TBEPAbIX HaCTUL U NYXa;

€) matepuarnbl 4OMKHbI COOTBETCTBOBATb TPEBOBaHUSIM K 387 aHHbLIM YAENbHbLIM UMM MUHUMASIbHBLIM (OU-
3MYECKMM CBONCTBaM, TAKMM KaK NPOYHOCTb HA pacCTshKEHUE, OTKNOHEHMe Mo TONWMUHE, CONPOTUBNEHME pas-
pbIBY, BO3yXONPOHULIAEMOCTb U MPOYHOCTb HA NPOAaBMUBAHUE;

f) MaTtepuanbl 4OMKHbI COOTBETCTBOBATL 3a4aHHLIM XMMUYECKUM CBOMCTBaM (TakuM Kak senuyuHa pH,
coaepaHue xXnopuaos 1 cynbdarto), YToObl yA0BNETBOPATL TPEOOBAHUSAM, YCTAHOBNEHHBIM K MEAULIMHCKUM
U3AEenusiM, yNnakoBOYHbIM CUCTEMaM UMK NPoLIeccam CTepUNU3aLmnu;

g) Matepuarnbl HE AOMXHbl COAepXaTb UMW BbIAENSATb B JOCTATOYHOM KONMYECTBE BELLECTBA, KOTOPLIE
CUMTaIOTCA TOKCUMHBIMW U MOTYT HAHOCUTb Bpej 340POBbLI0 A0, B NPOLIECCE MNK Nocne cTepunu3auum B ycno-
BMAX UX MPUMEHEHUS.

5.1.8 B gpononHeHue Kk TpeboBaHusaM, ykaszaHHbIM B 5.1.1—5.1.7, marepuanbl ¢ aare3uoHHbIM ClOeEM
JOMKHbI COOTBETCTBOBATH HUXENEPEeYNCreHHbIM TpeboBaHUAM:

a) CTPyKTypa afare3anoHHOro crnosi AomkHa ObITb HeNnpepbiBHOM, 6e3 NPONyCKOB U paspbIBOB, KOTOPLIE
MOTYT BbITb NPUYNHON 1eHEKTOB CKNEUBAHUS,
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b) NNOTHOCTb HaHECEeHNS Knes AOMKHA COOTBETCTBOBATL YCTAHOBEHHOMY 3HAYEHUIO;

C) marepuanbl OOMKHbI NPOAEMOHCTPUPOBAaTb MUHWUMASIbHYIO YCTAHOBIIEHHYIO NPOYHOCTbL KIEEeBoro
Crosi Npu CKMeuBaHuu ¢ ApyrMM Matepuanom B 3agaHHbIX YCIOBUSIX.

5.1.9 B pgononHeHue Kk TpeboBaHusAM, ykadaHHbiM B 5.1.1—5.1.7 u, B cnyyae npuMeHumocTtu, 5.1.8,
BapbepHbie CUCTEMBI ANA CTEpUNU3aummn n oThopMOBaHHbIE BapbepPHbIE CUCTEMBI JOIKHBI COOTBETCTBOBATH
HWKenpueeaeHHbIM TpeboBaHUAM:

a) matepuarnbl U KOMMOHEHTbI, HAaNPUMEP NMOKPbITUS, KPACALLME NN XUMUYECKUE UHANKATOPbI, HE JOIDK-
Hbl HEFaTUBHO BRUATH HA MEAWLMHCKOE U3aenve B pesynsrare peakuumn, 3arpasHeHus u/unu nepeHoca ao, Bo
BPEeMsi UMK Nnocne npowecca crepunuaamm;

b) npu dopmupoBaHum cknenmBaHMeM AOMKHbI ObiTb COONIOAEHbI TPEBOBAHUA K LUMPUHE U MPOYHOCTU
Kneesoro crnos (MPOYHOCTb Ha PaspbIB W/UMK NPOAABNBAHUE);

C) OTCrnauBaHWe yrnakoBOYHOTO Cros NPW OTKPbIBAHWUM YNAKOBKM JOIMKHO ObiTb HEMPEPbIBHLIM U O4HO-
poaHbIM, 6e3 paccrnoeHws unu paspbiea marepuana, CnoCoOHOro yxXyaLmUTb acenTUuyeckue CBOMCTBA YNakoB-
K1 U UX NpeACTaBieHne Npyu OTKPbIBAHMN.

MpumeyvaHune 1 — Momumo TpeboBaHMIN K KOHCTPYKLMM U chopMe ByMaxHbIX NakeToB U TepMocBapuBaeMblX
callle 1 PynoHOB JOMKHbI cobniofaTh TpeboBaHus, NpefbABIAEeMbIe K UX XapakTepucTukam.

MpumeyvaHune 2 — CobntogeHne MakcumansHo MPOYHOCTU KNEeeBoro Cyioad MOXeT ObITb Heobxognmo, ecnu
KneesBble cOeAUHEHURA 6y,ﬂyT OTKpbIBaTh ANA Npe3eHTauun acenTuHecknx CBOWCTB;

d) kneeBble COeANHEHNST U/MNKN YKYMOPOYHbIE CPEACTBa AOMMKHbI 06ecneynBaTb 6apbep OT NPOHUKHOBE-
HUS1 MUKPOOPraHM3MOB.

5.1.10 B gononHeHue Kk TpeboBaHMAM, ykasaHHbIM B 5.1.1—5.1.7, MHOropa3oBble ynakoBKU AODKHbI CO-
OTBETCTBOBATb HUXENpPUBEAEHHbIM TPEOOBAHUAM:

a) Kaxkaas ynakoBka AommkHa ObiTb CHaGKeHa CMCTEMON 3aLuuThl OT BCKPLITUS, KOTOPAs Y€ETKO yKa3biBa-
€T Ha HapyLUeHWe LEernoCTHOCTM YKYMOPOYHOro CpeacTBa;

b) mMecTo npoxoxgeHus CTEpUNM3yIOLLEro areHTa AomkHO obecnevmsBatb Gapbep OT NPOHUKHOBEHUS
MMWKPOOPraHU3MOB MPU BbIFPY3KE YNaKOBKU U3 CTEpUnM3aropa, TPAHCNOPTUPOBAHUU U XpaHeHuu (CMm. 5.2);

¢) nocne hopmupoBaHusi 6apbepHO CUCTEMDBI ANS CTEPUNU3ALUM YKYNOPOYHOE CPeACTBO A05MKHO 0be-
cneymBarb 6apbep OT NPOHUKHOBEHUS MUKPOOPraHU3MOB;

d) KOHCTPYKUMSA yNnakOBKKU AOMHKHA 06ner4mTb OCMOTP BCEX 3HAUUMbIX YacTen;

€) nepea KakablM NOCNeayioLWmUM NPUMEHEHMEM He0OX0AUMO YCTaHOBUTL KpUTEPUM NPUEMKU AN NPO-
BEJEHUS BU3yanbHOro ocMoTpa.

MpumedaHue 1— MoMUMO BU3YarbHOTO KOHTPOSS, sIBMsAtOLIErocsi Haubonee obLeit NpoLeaypoid, MOryT 6biTb
UCMONb30BaHbl M Apyrue METoAbl NPUEMKH;

f) OTAEnbHBIE KOMMNOHEHTHI YNAKOBKKU OAHOW MOAENM AOIKHbI ObITb UMM NONTHOCTLIO B3aUMO3aMEHSIEMDI,
UNu UMETb KOHCTPYKUMIO, B KOTOPOW 3amMeHa KOMMNOHEHTOB HE NpeJyCMOTpPEeHa.

MpuMmedaHue 2 — 370 TpeboBaHMe K KOHCTPYKLMK AOIMKHO GbITb 0603HAYEHO KOJOM WU Ha SPIIbIKE;

g) U3roToBUTENb AOJDKEH yKa3aTb METOAUKM ODCIY>XXMBAHUA, YUCTKU M CMOCOD KOHTPONS, TEKYLLEro pe-
MOHTA 1 3aMeHbl KOMIMOHEHTOB.

MpumeyvaHne 3 — JlononHutenbHble PyKOBOACTBA MO NPUMEHEHWUI0 MHOTOPA3oBOiA YMNaKoBKN MPUBEAEeHb! B
EN 868-8.

5.1.11 B gpononHeHue K TpeboBaHusAM, ykasaHHbiM B 5.1.1—5.1.7 u, ecnu npumeHumo, B 5.1.8, MHOrO-
pa3oBble BONOKHUCTLIE MaTepuanbl AOIDKHbI COOTBETCTBOBATL HUXXENPUBEAEHHbIM TPEOOBaHUAM:

a) nocne BOCCTAaHOBIEHUS MaTepuarna U nocre Kaxaoro uukna crepunusauum A0rkHbI ObITh cobmoae-
Hbl TPeBGOBAHUA K 3KCNINyaTaLUOHHbIM XapakTepUCTUKaM;

b) AOMKHBI ObITL YCTAHOBMNEHBI M JOKYMEHTANbHO 0hOPMIIEHbI CNOCOGLI 00PabOoTKM C LIENLIO NPOMBIBKU
N OYUCTKMN.

n pnmMmeyvyaHne — 3T0 MOXET bbITh BI/I3yaJ'II=HbIl7I KOHTPONb, Apyrue MetToabl UCTNbITaHUA U KPUTEPUU NPUEMKU
YNaKoBKM 414 NOBTOPHOIO NPUMEHEHUA;

C) cnocoObl 06paboTkM AOMKHLI COOTBETCTBOBATL TEM, KOTOPbIE YKa3aHbl HA STUKETKE.

5.1.12 Ona MHoropasoBbix 6apbepHbIX CUCTEM, BKAIOYAA YNAKOBKWU U BOMOKHUCTLIE MaTtepuansl, creay-
eT onpeaenuTb, BegeT nu 06paboTka B COOTBETCTBUM C YKa3aHHbIMU MHCTPYKLUUAMM K TOPYE CUCTEMBI, YTO MO-
XKET OrpaHnymnTbL CPOK €€ MONe3HOro NCnosb3osaHus. B Tex cnyvasx, korga nopya npejackasyema, Konm4ecrso
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UMKOB NOBTOPHOI 06PaGoTKM, KOTOPLIE MOXET BblAePXaTb CUCTEMA, [JOIDKHO ObITh 3aBNEHO Ha 3TUKETKE
NpoAaykTa, nu HeoBX0ANMO yKa3aTb KOHEL| CPOKA MOME3HOTO UCMOSIb30BAHUS.

5.2 CBouncTBa MUKPOOHOro 6apbepa
5.2.1 HenpoHuyaemocTb Marepuana cnegyer onpeaenste B COOTBETCTBUM C NpUnoXexuem C.

MpunMevanne — CaoiicTBa MUKpo6HOro Gapbepa ynakoBOYHbIX Marepuaros, NMpUMEHSAEMbIX B KOHCTPYKLMK
GapbepHbIX CUCTEM ANA CTepunusaLyuu, SBMSIOTCA O4eHb BaXXHBIMKU ANA o6ecneyeHuUs LIeNnocTHOCTH 1 6e30nacHoCTU Npo-
AykTa. MeToAbl OLEeHKW CBOWCTB MUKpoBHOro 6apbepa nogpasaensiot Ha ABe KaTeropuu: Te, KoTopble NOAXOAAT AN He-
NpoHUL@eMbIx MaTepuanos, U Te, KOTopble NOAXOAAT ANA NOPUCTLIX MaTepUanoB.

5.2.2 [leMOHCTpauusa HENPOHULIAEMOCTU MaTepuana AomkHa yA0BNETBOPATL TpeboBaHMIO, NpeabsaBNs-
eMomMy K MUKpobHoMy Gapbepy.

5.2.3 MopucTble MmaTtepuansl 4OMKHLI CO3AaBaTb AOCTATOUHbLIN MUKPODHbLIN BGapbep OT NPOHMKHOBEHUS
MMKPOOPraHU3MOB, YTOObI rapaHTUPOBATb LIENOCTHOCTL GapbepHON CUCTEMBI ANA CTepunu3auum u 6esonac-
HOCTb NpoAYyKTa.

NMpumeyaHune — He cyulecTByeT yHMBepcanbHOro MeToaa NOATBEPXAEHUA CBOWCTB MMKpoOHoro b6apbepa.
OLeHKy cBOWCTB MUKpOBHOro Gapbepa NopUcTLIX MaTtepuanos, kak Npasuno, NPoOBOAAT, Noasepras obpasLbl 3apaxeHuio
crnopamu 6akTepuili UM MUKpOYaCTUL| U3 a3PO30rsA, MPU HEKOTOPOK COBOKYNHOCTU YCNOBWIA MCMBITAHMS, BKITIOHAOLLMX
CKOpPOCTb NOTOKa Yepe3 Marepuarn, MUKpobHoe 3apaxeHne obpasua n NpoAoMKUTENBHOCTL UCTIbITaHns. CBoCTBa MU-
KpobHoro 6apbepa npu 3aaHHbIX YCIIOBUAX OMNPeAensioT CpaBHEHUEM CTENeHN NPoHUKaHuA GakTepuin unum MUKpodacTuLy
CKBO3b MaTtepuar ¢ nepBoHavanbHbIM 3arpssHeHneMm. [laHHble BanuaupoBaHHOro Metofa U3NHeckux UCbITaHWi, cono-
CTaBrsiemMble ¢ JaHHbIMU BanuMpoBaHHOrO MeTofla MUKPOBMONOrnYecKoro 3apaXeHus, CYNTaloTCca npuemMneMbiMiu Ans
ornpeferneHns cBoCTB MUKpOGHOro Gapbepa. Tak kak BanmanpoBaHHble METOALI MUKPOGHOro 3apaxeHWs MaTepuarnos 1
6apbepHbIX CUCTEM CTaHOBATCA [OCTYMHLIMU, OHU BYAYT pacCMOTPeHbI € LieNblo BKAKOYEHUA B NOCNeAYIOLME peAakLmm
HacTosWwero craHfapra (3a bonee nogpobHoi UHdopMaumeit obpawaittecs k Sinclair u Tallentire 2002 [41], Tallentire n
Sinclair 1998 [40], Scholla et. al 1995 [39] u Scholla et al. 2000 [38]).

5.3 CoBMeCTUMOCTb C MPOLIECCOM CTEpUNU3auumn

5.3.1 Heobxo04MM0 NpoAEeMOHCTPUPOBATh, UTO Matepuanbl U 0T(hOpMOBaHHbIE BapbepPHbIE CUCTEMBI FO-
[OATCA ANA MCNONb30BaHUA B NPoLecce(ax) CTepunu3aumm u COOTBETCTBYIOT NapaMeTpaM Lukna.

5.3.2 CoBMECTMMOCTb CTEpUNM3auuu C NMPOLECcCCOM CrieayeT onpeaensitb, UCNosb3ys CTepunu3arop,
KOTOPbI CNPOEKTUPOBAH, CKOHCTPYMPOBAH M paboTaer B COOTBETCTBMM C TpeDOBaHUSIMM OnpeaeneHHbIX
MEXAYHaPOAHbLIX UK EBPONENCKUX CTAHAAPTOB.

MpumMmedaHue — Hanpumep, cm. ISO 17665-1, ISO 11135, ISO 11137 (Bce yacTu), ISO 14937; EN 285, EN 1422
unu EN 14180. B HacTosLLee BpeMs NpeAnpuHUMaloTea YCUIUA NO rapMOHU3aLMN 3TUX MeXAYHapOAHbIX U eBPONEencKNX
CTaHAapToB.

(N3ameHeHune Ne 1, 2014)

5.3.3 Heo6x0aMMO OLeHUTb XapaKkTepUCTUKN MaTepmarnos, YTOObl rapaHTMPOBaThL UX COOTBETCTBUE 3a-
[OaHHbIM NpeaenamM nocrne Toro, kak OHU ObInWM NOABEPTHYTLI BCEM Npoueccam CTepunmusaumu.

5.3.4 Mpoueccobl cTepunusayum MOryT BKIKOYaTb MHOTOKPAaTHOE BO3EMCTBUE HA CUCTEMY OJHOIO M TOro
XK UNK pasHbiX NPOLECCOB CTEPUNU3ALIMK.

5.3.5 MNpwu onpegeneHun NPUroaHOCTM COrMAacHO YCTaHOBIIEHHOMY NPUMEHEHUI0 pacCMaTpuUBaloT Mare-
puanbl pasHoOro TMNa, KOTOPblE UMEIOTCA B HANWYMUM ANS TEKYLUMX NOCTaBOK.

5.3.6 Ecnu ynakoBka npoaykTa npeactaBnsieT coboi CBEPTOK UMM YNaKOBKa MHOTOCIIONHA, MOTYT ObITh
YCTaHOBSIEHbI pa3Hble npeaenbl CBOMCTB Marepuana Ans BHYTPEHHUX U BHELLHWX COEB.

5.3.7 OnpegeneHne NpUrogHOCTU MOXHO NPOBOAUTL OAHOBPEMEHHO C Banuaauuel npoueccos CTepu-
nusauyuu.

5.4 CoBMeCTMMOCTb C CUCTEMOIN MaPKUPOBKMU

Cucrtema MapKMpOBKM AOIMKHA:

a) 0CTaBaTbCsA HENOBPEXAEHHON U y0bo4YUTaEMOI A0 AOCTaBKM YNAKOBKN K MECTY UCMOSb30BaHUS;

b) 6bITb cOBMECTUMA C MaTepuanamu, 6apbepHON CUCTEMOI U MEAWULIMHCKUM U3aenveM BO Bpems U no-
cne npoueccoB CTepunu3aummn, COOTBETCTBOBATL NapamMeTrpam Lukna U He AOMKHa OKasblBaTb HEraTMBHOrO
BNUSIHWUA Ha NPOLIECC CTEPUNM3aLnm;

C) KpacuTenu Ha OTneyvaTaHHbIX UMW HanUCaHHbIX 3TUKETKaxX He AOMMKHbI MPOHMKaTb B MEAULUHCKOE
u3genue unu BCTynatb B peakuuio C yNakoBOYHbIM Marepuanom u/unmM CUCTEMON, He AOSMKHbI yXyALlaTh Ka-
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4eCTBO YNaKkOBOYHOIO mMarepuana u/mnu CUCTEMbI, a TAKKE U3MEHSATb LBET A0 TakON CTeneHu, 4tobbl Obino
HEBO3MOXHO NPOYMTATb TEKCT.

MpuMmevaHne — CUCTeMbl MAPKUPOBKWA MOTYT UMETb pasHble (hOPMbl, BKNIOYAsA NevaTb UNU HagnNUCh Heno-
CPeACTBEHHO Ha MaTepuane u/vnn 6apbepHOii CUCTEME, UNU STUKETKY, COCTOSILLYIO U3 APYroro cnosi MaTepuana, npukpe-
MsSIeMoro K NOBEPXHOCTU MaTepuana Wumnm CMCTEMbI NMyTeM MPUKNENBaHNs, NAaBieHns WU UHBIM CcnocoBoMm.

5.5 XpaHeHue u TpaHcnopTuposaHue

5.5.1 Matepuanbl u oTchopmoBaHHble BapbepHble CUCTEMbI ANA CTEPUNU3ALUM AOMKHBI ObITh YNakoBa-
Hbl TaKUM 06pa3om, YToObl 06eCcneunTb NX 3aLLUUTY OS5 COXPAaHEHUS AKCMIyaTaUMOHHbIX XapaKkTepUCTUK Npu
TPaHCNOPTMPOBAHNU N XPAHEHUMN.

5.5.2 Marepuanbl n 0T¢hopmoBaHHble HapbepHble CUCTEMbI NOANEXAT TPAHCMOPTUPOBAHUIO U XpaHe-
HUIO B TAKMX YCMOBUSAX, KOTOPblE rapaHTUPYIOT HEM3MEHHOCTb 9KCNyaTaLMOHHbIX XapaKTEPUCTUK B AONYCTU-
MbIX npegenax (cm. 5.1).

OTOro MOXHO AOCTUYL:

a) noaTBEPXKAEHUEM COXPAHEHUSA XapaKTEPUCTUK B ONPEAENEeHHbIX U3rOTOBUTENEM YCIOBUSAX XPAHEHUS;

b) noaaepxaHuem ycnosuit xpaHeHUsi B 3alaHHbIX Npeaenax.

6 KoHCTpyKTUBHbIE Tpe6oBaHusA U TpeboBaHUA K pa3paboTke YyNakOBOUYHbIX
cucteMm

6.1 O6wue TpeGoBaHuA

6.1.1 YnakoBo4Hasa cuctema A0MmKHa UMETb TaKyo KOHCTPYKLUMIO, KOTOopas NO3BONUT MUHUMU3UPOBATDL YIPo-
3y 6e30NacHOCTU NONb30BAaTENA U NALMEHTA B CrieumarnbHO NPeAHA3HAYEHHbIX 4SS STOT0 YCNOBUSIX MONMb30BAHMS.

6.1.2 YnakoBo4yHasa cuctema gomkHa obecneunmBarb (PU3MYECKyl0 3aLUMTY U COXPaHATbL LIENOCTHOCTb
BapbepHOi CUCTEMbI ANA CTEpUnU3auun.

6.1.3 bapbepHas cucrema oMmKHa 4aBaTb BO3MOXHOCTb CTEPUNN30BaThL NPOAYKT U ObiTb COBMECTUMOW
C BbIOpaHHLIMU NPOLIECCAMM CTEPUNU3aLNM.

6.1.4 BapbepHasg cucrema gormkHa ob6ecneunBaTb CTEPUNbHOCTL MPOAYKTA BMOTb A0 MECTa €€ UCNOSb-
30BaHUSA UMK 4O UCTEYEHUS CpOKa rOAHOCTH.

MpumMmedaHne — Cwm. Takke 6.4.1.

6.1.5 LlenoctHocTb GapbepHOi CUCTEMbI MOXHO UCNOMbL30BaTh Kak NOATBEPXIAEHME COXPAHEHUS CTe-
PUNBLHOCTU NPOAYKTA.

Mpumeyanune — Cwm. ANSI/AAMI ST65:2008 n Hansen et al. 1995 [35]. MoTepsA cTepunbHOCTM U-
HULLHOW YNaKoBKM 00ycrnoBneHa BO3AENCTBUEM COObITUI, @ HE BUSHUEM BPEMEHMU.

(U3meHeHne Ne 1, 2014)

6.1.6 Ecnu Ans aHanornyHbiX MEeAULUMHCKMX M3Aenuii MCNONb30BaHa OAHA M Ta XXe YMakoBOYHAA CU-
cTema, cneayeT AOKYMeHTanbHO 0hopMuTh 060CHOBaHME AN YCTAHOBMEHUSI CXOACTBA U uAeHTUdMKaumm
KOHUIypauum ynakoBkU NPy HaMXYALUMX AOMYCTUMbIX YCMOBUSX NPUMEHeHus. Kak MUHUMYM criefyeTt uc-
nonb30BaTh KOHPUrypaumuio Npu HauxyaLwmux AOMyCTUMbIX YCMOBUSIX, YTOObI ONpeaenuTb COOTBETCTBUE Ha-
CTOSILLEMY CTaHAapTy.

[l puMeYyaHune — HaanMep, CXOACTBO MOXET ObITb YCTaHOBITEHO MO PasHbIM pasMepaM OAHOro U Toro Xxe
npoaykra.

6.2 KoHcTpyKUuMA

6.2.1 Cneayer AOKYMEHTaNbHO 0hOPMUTL NPOLEAYPbl MO KOHCTPYMPOBAHMIO U pa3paboTke ynakoBOY-
HbIX CUCTEM.

6.2.2 BapbepHas cuctema A0mkHa rapaHTUpOBaTh NPeabABNEeHWe NPOAYKTa B aCENTUYECKOM BUAE.

6.2.3 [pu KOHCTPYMPOBaHUM KU pa3paboTke ynakoBOYHON CUCTEMbI YUUTBIBAIOT MHOTME (DAKTOPbI, HO HE
OrpaHM4YnBaIOTCA TOMbKO UMK:

a) TpeboBaHus notpebutens;

b) macca n koHdurypaumsa npoaykTa;

C) HanuM4me OCTPbIX KPOMOK UIU BbICTYMOB;

d) notpebHOCTL B h134eCcKOit Unu UHON 3aLUuUTeE;
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€) YyBCTBUTENbHOCTL MPOAYKTA K KOHKPETHLIM ONMacHOCTAM, HanpuMep k BO3AENCTBUIO pagnauuu, sna-
MM, MEXaHUYECKOMY yAapy, CTaTM4eckomy paspsay;

f) KONMYECTBO NPOAYKTOB HA YNAKOBOYHYIO CUCTEMY;

g) TpeboBaHNA K MapKUPOBKE YNaKOBKM;

h) orpaHuyeHuns, CBA3aHHbIE C OKpYXXaloLLen cpeaon;

i) orpaHn4eHns nNo cpoKy rogHOCTU NPOAYKTA;

j) cpeaa pacnpocTpaHeHus, 06paLLeHUst n XPaHEeHUs;

k) COBMECTUMOCTb CO CTEpUnM3aumei U 0CTaTouHbIEe ABNEHUS.

6.2.4 Heobxoanmo naeHTndnumposaTe U ONPeaenuTe KOMMOHEHTbI NPOAYKTA U KOHCTPYKLMK, COCTaB-
nALWMe yKynopo4Hoe cpeacTBo B cOOpe ANns NPOXOXAEHUSA NOTOKA XUAKOCTU. K HUM OTHOCATCA, HO He orpa-
HWYMBAKOTCA TOSNBKO UMMU:

- Marepuansl;

- OTAEMNOYHOE NOKPbITUE;

- paaMepbl KOMMNOHEHTOB;

- c6OpOYHbIe pasmepbl (HaNnpUMeEp, JO0MNYCKU HA NOCaAKY C HATATOM).

6.2.5 Pe3ynbrartbl Npouecca KOHCTPYMpPOBaHus U paspaboTku (cm. 6.2.1, 6.2.3 n 6.2.4) AOMKHbI ObITb
3adpukcmpoBaHbl, BepuduumpoBaHbl 1 0a00peHbl A0 3anycka NPoayKTa B NPOM3BOACTBO.

6.3 SkcnnyaTauMOHHbIe UCNBLITAHUA YNTAKOBOYHOW CUCTEMBbI

6.3.1 LlenoCcTHOCTb DapbepHOl CUCTEMbI AOIKHA ObITb NPOAEMOHCTPUPOBAHA NOCNE CTepunu3auumn u
NOCNEeAYIOLLMX IKCMMYaTaLMOHHBIX NCMBITAHWIA.

6.3.2 Pusnyeckne UCMbITaHUS COBMECTHO C UCTIbITAHUEM CBOMCTB MUKPOOHOrO 6apbepa NopucTbiX yna-
KOBOYHbIX MaTepuarnoB MOryT NPUMEHATb AMA ONpeaeneHns CnoCOOHOCTH BapbepHOl CUCTEMbBI AN CTEPUNK-
3aUMKN COXPaHATb CTEPUNbHOCTD.

MpumevyaHue — Bonee nogpobHyto nHopMaLMio MO JaHHOW TeMe MOXHO NofydnuTb B AokymeHTax ANSI/
AAMI ST65:2008 and Hansen et al. 1995 [35].

(N3ameHeHue Ne 1, 2014)

6.3.3 CtaHaapTHble METOAbl UCTbITAHWI ANA OLEHKU LEenocTHOCTU GapbepHoi cuctembl Gonee npea-
noytuTenbHbl. OAHAKO B OTCYTCTBUE MPUMEHUMbBIX BaNWAUPOBAHHBIX METOAO0B UCMLITAHMA LIENOCTHOCTH Oa-
pbepHOt CUCTEMbI paboune xapakTepucTuku MUKpoBGHOTo 6apbepa MOryT ObITb YCTAaHOBMEHBI NO pe3ynbrataM
MCMbITAaHMA CBOICTB MaTepuanoB Ans MUKPOGHOro 6apbepa u LUENOCTHOCTM KNEeBbIX COEAUHEHUI U YKYMO-
POYHbIX CPEACTB.

6.3.4 3kcnnyaTauMoHHbIe UCMbITAHUA AOMKHbI NPOBOAUTL HA OapbepHON cucteme, NMPUMEHSEMON B
HauXyaLmx ycrnoBUsX, KOTOPasi U3rOTOBMEHA B 334aHHbIX NPOU3BOACTBEHHbIX Npeaenax OpMUPOBaHUS U
CKIleWBaHUs yNakoBKWU U NOCIe BO3AENCTBUA HA HEE BCEX YCTAHOBMNEHHbIX MPOLECCOB CTEPUIU3aLIUN.

n puMedYyaHue — K yCTaHOBJ1€HHbBIM npoueccamM cTepunusauun MOXHO OTHOCUTb MHOIOKpaTHoe BO3jelcTBUE
OAHUX N TEX Xe UNKN pasHbIX NpoLieccoB CTepunusayuu.

6.3.5 YnakoBouHas cuctema aomkHa obecneunBatb agekBaTHyIO 3aLMTy NPOAYKTA OT OMACHOCTE, BO3-
HUKaIOLLUX NpU 0BpaLLEHMN C HUM, TPAHCMOPTUPOBAHUN U XPAHEHUMU.

6.4 UcnbiTaHMe Ha CTAaOUIBLHOCTb XapPaKTePUCTUK

6.4.1 VcnbiTaHne Ha cTabuMnNbHOCTb XapakTePUCTUK AOSHKHO NPOAEMOHCTPUPOBATL, YTO CO BPEMEHEM
DapbepHas cUCTEMa NPOAOIDKAET COXPAHATL CBOIO LIEMOCTHOCTb.

6.4.2 VcnbiTaHne Ha CTabuNbHOCTb XapakTEPUCTUK NPOBOAAT, NPUMEHAS NPOLECC CTapeHus B pearb-
HOM BPEMEHU.

6.4.3 NcnbiTaHne Ha CTabunbHOCTbL XapakTePUCTUK C MPUMEHEHUEM NPOTOKOMOB YCKOPEHHOIO CTapeHust
HeobX0aMMO paccMaTpuBaTh B KayecTBe AOCTaTOMHOrO A0Ka3aTenbCTBa 3asBNEHHOro0 Cpoka roqHOCTH, noka
He OyayT nonyyeHbl JaHHble UCCNeA0BaHWI NMPOLecca CTapeHus B peanbHOM BPEMEHH.

6.4.4 VicnbiTaHne Ha cTapeHue B peanbHOM BPEMEHU U YCKOPEHHOe CTapeHne cneayeTt npoBOAUTb Of-
HOBPEMEHHO.

MpumedyaHue — VcnbiTaHne Ha cTapeHne W SKCNnyaTalyoHHble UCMbITaHUst — STO CaMOCTOSTENbHbIE UCTbI-
TaHus. Mpu sKennyaTaLUoHHbIX UCMBITAHUSAX OLieHWBaIoT B3auMoAeUCcTBUe MeXy YNakoBoYHOW CUCTEMON M NpogyKTaMu
B OTBET Ha Harpyaky, nepeHeceHHyto B MpoLjecce NMPOU3BOACTBA U CTEPUNU3aLWK, a Takke B pesynbTaTe obpalleHns,
XpaHeHUs 1 MOoCTaBKM.
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6.4.5 Ecnu cpok rogHOCTM YCTAHOBIEH HA OCHOBE XapaKTEPUCTUK MPOAYKTa, UCMbITAHWE Ha CTabunb-
HOCTb XapaKkTEePUCTUK ANS ONpeaeneHns SToro Cpoka crneyeTt NPOBOAUTL BMECTE C UCMbITAHUMEM Ha CTabunb-
HOCTb XapakTepUCTUK YNaKOBKW.

6.4.6 NMpu npoBegeHMN UCTLITAHWUI HA YCKOPEHHOE CTapeHue HeobXxoaAMMO AaTb AOKYMEHTUPOBAHHOE
060CHOBaHWE YCNOBUII YCKOPEHHOTO CTapeHus U ONpeaenuTb NPOAOIMKUTENBHOCTb BbIBPAHHOIrO MeToaa uc-
NbITAHUS.

6.4.7 B cnyyae nogTBEPXAEHUS, YTO C TEYEHUEM BPEMEHU NMPOAYKT HE BCTYMAET BO B3aMMOAENCTBUE
C KOHKPETHOIN BapbepPHON CUCTEMON ANSA CTepunu3aummn, paHee JOKyMeHTarnbHO 0hOPMIEHHbIX AaHHbIX ANis
UCMbITAHUSA HA CTAOMNBHOCTL XapakTepucTuk OyaeT AOCTaTOMHO ANA YCTaHOBIEHNSA COOTBETCTBUSA € 6.4.1.

7 MNpepoctaBnaemas uHgopmaums

7.1 B OTHOWeEHUM martepuana, oThopMOBaHHOW BapbepHON CUCTEMBbI UMM BapbepPHON CUCTEMbI ANs
cTepunusauuu cneayet npefocTasnATb CNeayoLWmMe AaHHble:

- HasBaHWe Unu TOpProBoe HauMeHoBaHWe M aapec NPOW3BOAMTENSA UMW €ro YNOMHOMOYEHHOrO npea-
cTaBuTens;

- TMN, pa3Mep unu Mapka;

- HOMep napTuM UnNu Apyrue cpecTBa NPOCNeX1UBaeMoCTU NCTOPUU MPOU3BOACTBA;

- npegnonaraemblii(e) npouecc(bl) cTepunusauum;

- CPOK roAHOCTH, rae 3TO NPUMEHUMO;

- noBble 0cobble YCNOBUS XPaHEHUS, TAe STO MPUMEHUMO;

- NoBble U3BECTHbIE OTPAHUYEHUA NO 0OPALLEHNIO UMM UCMOMb30BAaHMIO (HAaNPUMEDP, YCNOBUS OKPY>Kato-
Len cpeabl), rae 310 NPMMEHUMO;

- 4acToTa U XapakTep TEXHUYECKOro oBCny>XuBaHUa AN MaTepuanoB MHOrOPasoBOro UCMOJSb30BaHUS
n/unun oTHOPMOBaHHbIX BapbepPHbLIX CUCTEM;

- NpeAHa3Ha4YeHbl N Marepuansl U/Mnu nNpeaBapuTensHO CHOPMUPOBAHHAA CTepunbHaa BapbepHas
cucTema Ansa 0AHOKPaTHOro MM MHOFOKPaTHOTO UCMONb30BaHUS;

- €Cnu B KOMMMEKTe MOCTaBMSIIOTCA UHCTPYKLMU MO NMPUMEHEHUIO, TO B HUX AOMkHA ObITb yka3aHa aara
BbIMyCKa Unu Aara nocrnefHuX U3MeHEHWN.

(A3meHeHne Ne 1, 2014)

7.2 Ecnn B COOTBETCTBMM C HALMOHATBHbLIM UMW PETMOHANbHLIM 3aKOHOAATENLCTBOM TpebyeTca npeao-
CTaBfeHne AONOMHMTENBHOW UHPOPMALMKN OTHOCUTESNBHO MaTepuanos, NPeaBapuTEnbLHO CHOPMUPOBAHHON
CTEPUNbLHON BapbEPHON CUCTEMBI UK CTEPUNBHON BapbePHON CUCTEMBI, MOCTaBASEMbIX Ha PbIHOK MEAULIMH-
CKMX yCnyr, TO Takas uHpopmaumsa 4omkHa ObITb NpeaoCTaBneHa.

(U3meHeHne Ne 1, 2014)

11




rFOCTISO 11607-1—2018

MpunoxeHue A
(cnpaBouHoe)

PykoBOACTBO NO ynakoBKe MeAULUMHCKUX U3aenumn

A.1 DakTopbl, BNUAIOLME HA BbIGOP MaTepuanoB U KOHCTPYKLUUIO YNaKOBOYHON CUCTEMbI

Ocobblii xapakTep MefULMHCKOTO U3Aenusl, HaMeYeHHble METOAbI CTEpUnU3aLuK, npegnonaraeMoe UCnonb3oBa-
HWe, CPOK FOLHOCTU, TPaHCMOPTUPOBaHUE U XpaHeHne — BCe BAUAET Ha KOHCTPYKLMIO YMAaKOBOYHOW cUCTeMbl U BbIGOp
MaTepuana. Ha BeIGOp COOTBETCTBYIOLLMX MaTepuarnos ANA YNAKOBOMHLIX CUCTEM, MPeAHasHaYeHHbIX ANA PUHULLHOWM
CTepunnsaLun MeguLUMHCKUX U3AENWIA, BIIUSIIOT B3aMMOCBS3H, NpUBEAEHHbIE Ha pucyHKe A.1.

MeauuuHckoe
nagenve

KOHCTpYKUMSA YNakoBOYHOM | _ Mpouecc(bl)
CUCTeMbl U npouecc crepunusauumn

PucyHok A.1 — B3anMocBsA3M, BNusioLMe Ha BLIGOP COOTBETCTBY IOLLMX
MaTepuanos ANs yNakoBOYHbIX CUCTEM, MPeAHa3HaYeHHbIX ANs (OUHULLHON
cTepunusaLymm MeauLMHCKUX 3genui

A.2 Mpoueccbl cTepunusaumu U UX aHanus

A.2.1 Belbop npoLeccoB cTepunmaalm BKIOYAET, HO He OrpaHUYMBaETCA TONBKO 3TUM, STuneHokeua (EO), ramma-
obnyyeHue (), SNEKTPOHHbIA NyY (e-Ny4oK), Nap U HU3KOTeMMepaTypHbIe OKUCITUTENbHBIE NpoLecchl cTepunusayuun. Ecnn
usgenue npeanonaraeTcs CTepunu3oBaTh 3TUNEHOKCUAOM, MAPOM UMK NyTEM OKUCIUTENLHLIX NPOLIECCOB, TO ANA 3TOMO B
GapbepHoii cucTeMe MMeEeTCH NPOHULI@EMbIA KOMMOHEHT, KOTOpLIKA NponycKkaeT youBatoLMe MUKPOOPraHU3mbl, CTepuIu-
3yloLLue rasbl, KOTOpble 3aTeM BLIXOAAT 6e3 3Ha4YMUTENbHLIX OCTAaTOYHbLIX KOHLEHTpaLWii.

A.2.2 Ecnu nsgenue npegnonaraeTca CTepunuaoBatb obnydyeHneM (y Unm e-nyvykom), NpOHULAEMbIA KOMNOHEHT
MOXET He NoHagobutbes u GapbepHasd cucTeMa MOXET OblTe U3rOTOBMEHa U3 MOMHOCTHIO HENPOHMLUAEMbIX MaTepUanos.
M3roToBUTENb BLIGMPaET NoAXOAALLME NPOLEeCCH CTEPUNMU3ALIMMN AN KaXKA0r0o MeAULUHCKOrO U3fienus, u ux suibop 3asu-
CUT OT HEeCKOSbKUX (hakTopoB. Ecnn usgenue MaroToBNeHO M3 MaTepuarnos, KOTOpble HeyCTOWUMBLI K 06ny4eHuto, To, Kak
npaBuno, NPUMEHSIOT STUIIEHOKCKA, Map W OKUCTUTENbHLIE areHTbl. ANBTEPHATMBHO, €CIU U3feNne UMEET TEHAEHUMIO
HaKannuBaTb BbICOKME OCTaTouHble KOHLEHTpaLuu STUINEHOKCUAA, TO U3FOTOBUTEND U3 eNnust MOXET BbibpaTb npouecc
obnyyeHus.

A.3 BapbepHble cucTeMbl AnA cTepunusauum

A.3.1 BapbepHble cUCTEMBI ANS CTepUnusaunn MEAULIMHCKAX U3LENUii MOryT UMETb MHOTO OBLLMX XapaKTepucTukK.
BonbLUMHCTBO MMEHOT BEPXHIOH U HUXKHIOKO NMeperopofiku U CpeACcTBa UX coefiuHeHusi. B Tom cnyyae, korga Tpebyertca ner-
Ko oTcrnaunBarLLleecs coeJUHeHNe, HaHOCAT KNeALUiA repMETUK, NO3BOMNSIOLYUIA C MOMOLLbIO TEPMOCKNENBAHNA COEANHATL
aBa cnos. Knesawmin repmeTuk, 6onee U3BeCTHbIA Kak NOKPbITUE, TPAAULUOHHO HAHOCHAT Ha MPOHULIaeMyto Neperopoaky.
B HacTosiLlee BpeMsi MHOrMe MIIEHKN COAepXKaT KIeALMii repMeTHK B Ka4ecTBe Criosi(eB) NIEHOYHON KOHCTPYKUMK. Tam,
roe TpebyeTcs cBapHoe coefiMHeHUe, HeobxoaMMO oNpeAenuTeL COBMECTUMOCTb NEePEropoAoK, YTO NO3BOMUT NPOBOAUTL
TepMocKiieMBaHWe UM UCNONb30BaTh ApYyrve METOAbI, Takue Kak yrnsTpasByKkoBasi cBapKa.

A.3.2 CyuecTByOT MHOIO TUMOB M BUAOB GapbepHbIX CUCTEM AN CTEpUnU3aLuu, NpUMeHAeMbIX ANSA YNakoBKW
CTEepPUINbHbIX MegULIMHCKUX U3genuid. MNMepBblii TUN — 3TO NpeABapUTENbHO OTOPMOBAHHLIA XKECTKWUIA NOTOK CO LWTaMno-
BaHHOIA KpbILLKOiA. Kak npaBuno, Ansi popMmpoBaHus NoTka NPMMEHSIOT METOA BbICOKOTeMNepaTypHoro popmoobpasosa-
HWS UNK WTaMnoBky. LLitamMnoBaHHas KpblLLKka MOXeT ObITb NPOHULIAEMOI UMM HEMPOHULIREMOM, @ ANA TePMOCKNenBaHNA
KPbILLKW C JTOTKOM UMEETCSH KIESILLMIA repMETUK.

ecTkne NoTkM CO LWITaMNOBAHHOMW KPbILLKOW OOLIMHO NPUMEHSIOTCA AN TsXKeNbiX M3genuii 6onbLworo npoduns,
TaKUX KaK opToneguveckne UMNaHTaTbl U KapAUOCTUMYIIATOPLI, @ TakKe KOMIIIEKTbI XMPYPruyeckux UHCTPYMEHTOB.

A.3.3 Bropoi Tun — 310 rubkne paccnausatolpecs cawe. Calle, Kak npaBuno, COCTOUT U3 NAEHKU C OfHOW CTOPO-
Hbl U NNeHkKU, Bymarn Unu HeTkaHoro nonoTHa ¢ Apyrol. Calle 06bIMHO NOCTaBNSIIOT B BUAE NpeABapUTENbHO OTOPMO-
BaHHbIX 6apbepHbIX CUCTEM AN CTEPUNU3ALIMK, B KOTOPLIX BCe KNeeBble LLUBLI YXKe 3afienaHbl, 3a UCKITIoYEHNEM OfHOro
(06bI4HO Ha gHe). OH ocTaeTcs OTKPLITHIM, YTOOLI U3AENUE MOXHO GbINO MOMOXUTL BHYTPb, U 3aTeM MNepej CTepunusa-
Uueil LWIOB 3afenbiBaloT OKOHYaTenbHO. [N orpoMHOro KoMuM4yecTsa pasiiuyHbIX MEAULIMHCKUX U3fenuii calue ucnonb-
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3yIOT B Ka4ecTBe GapbepHOi CUCTEMBI ANS CTEPUNU3aLUK, Tak Kak OHU BbINYCKaloTCH pa3HbiX pa3mepos. O6bIYHO Takue
MeAWULMHCKUE U3fennusa nerkue m uMetoT Hebonbluoi npodune. Calle MOryT NOCTaBnSATb C pa3HbIMU KOHCTpPYKTUBHLIMU
AeTanamu. (HanpumMep, oHM MOryT UMeTb 6OKOBLIE U JOHHbIE CKNafKU AN YNaKoBKN BLICOKUX NPOMUNBLHBIX U3AENWIA.)

A.3.4 TpeTuit TN — 3TO NaKeTbl AN cTepunusaumn. NakeT CKOHCTPyUpoBaH U3 OpAMHApPHOro MNOMOTHa NOPUCTOW
6ymMarn MeguLMHCKOrO HasHa4eHMsi, CIOXEHHOro Takum obpa3oMm, 4ToObl NMonyyuncsa AMWHHLIA CBEPTOK ¢ BOKOBLIMU
cknagkamu unu 6e3 HUx. CBEpTOK CKIIEUBALOT MO BCEM ANUHE ABOMHLIM KIE€EBLIM LLUBOM. 3aTeM CBEPTOK OTpe3aloT Ao
HYXHOro pa3Mepa 1 ofiMH KOHEL} 3anevyaTbiBaloT, HanoXWBe ofjuH LWoB unu 6onee. [na ycuneHusa ykynopo4yHoro cpeacrsa
MOXHO ellle HECKONbKO pa3 CBEPHYTb NakeT. OTKPLITHIA KOHEL, 0OBIMHO MMEET A3bLIMOK SN BEIPE3 ANA 3axBaTa narnbLamu,
4TOObI NakeT MOXHO ObINo Nerko oTkpbITh. [epen cTepunu3alumelt NakeThl 3aneyvaTbiBaT OKOHYaTENbLHO.

A.3.5 K4yeTBepTOMY TUMY OTHOCUTCA NaKeT, 3anevarsiBaeMblii ¢ MOMOLLLIO NepernbaemMoii nononam aTUkeTku. MNep-
BOHa4arbHO NakeT U3roTOBMEH C MOMOLLIO CBAPHOro COeAUHEHUS ABYX HEMPOHML@EMbIX, HO COBMECTUMBbIX MIIEHOYHBIX
nonoteH. OfHO U3 NosioTeH 06LIYHO CMELLIEHO Ha HECKONBKO CaHTUMETPOB. Baonb sToll cMelyeHHol obnactu npoBoasT
TepMocCKIenBaH1e NpoHULLaeMoro Marepmarna ¢ kneem. Bnocneacteum atoT NnpoHUL@eMbIl Matepran MOXeT ObITb CHAT
nyTeM oTcnamBaHusi, obecneumB AOCTYN BHYTPb NakeTa. [NakeT, 3anevyarsiBaeMblii C MOMOLLBIO STUKETKW, Nepernbaemoi
nonoram, LUMPOKO UCNONb3YIOT A FPOMO3AKUX U3AENUMA, TAaKUX KaK MEAULUHCKAE UHCTPYMEHTLI.

A.3.6 Mt TUN NnpeacTaBnseT coboii npouecc, M3BECTHLIA Kak HeMpepbIBHLIA cnocob ynakoBbiBaHUs. bapbepHblie
CWUCTEMBI, U3rOTOBIIEHHBIE TAaKUM CMOCOGOM, MOTYT BHIMSAAETH Kak calle, XeCTKUe JIOTKU C KpbILLKaMU UK UMETb MSArkoe
MNeHOYHOE TAHYTOE UNMM NPOUITMPOBAHHOE HWXKHEE NOSIOTHO Ha AHe. [Npu HenpepbLIBHOM crocobe ynakoBbIBaHUS Ma-
Tepuansl AnA BEpXHENX U HUXKHEN Neperopofku NoMeLlatoT B pacoBOYHO-YKYMOPOYHY0 MaluuHy. MalwmHa npoussogut
GapbepHyto cucteMy, (PopMUPYst HUXKHEE MOSMOTHO, 3aMnofHAET pOpMy MEAULIMHCKAM U3ZENWEM, NMPUKPLIBAET BEPXHUM
MOSIOTHOM W 3anevarbiBaeT 6apbepHYIO cUCTEMY.

A.3.7 LLecToi TUN — YeTLIPEXCTOPOHHEE cBapuBaHUe. OTO HenpepbiBHLIA NpoLECcC YNakoBbIBaHUS, KaK yNakoBbl-
BaHue «dnoy-naky». [AnsA atoro cnocoba NnpuMeHsAIOT poTalyuoHHoe obopyfoBaHue Ans 3anevarbiBaHus. B npouecce ye-
ThIPEXCTOPOHHEro CBapUBaHUs HWXXKHee U BEpXHee NONOTHO MOMELLaloT B MalLvHy. Usgenue knagyT Ha HUXHee NONoTHO.
HakpblBatoT BEpXHUM MOMOTHOM W 3aTEM 3aneqaThiBaloT C YeTbipex CTOPOH. YeTbipexCTOpOHHee cBapMBaHUE NPUMEHSIET-
€A, HanpuMep, ANA ynakoBbIBaHUA NepyaTok u usaenui ana o6paboTtku paH.

A.3.8 lMpuBefeHHbIi Bhille nepedyeHb GapbepHbIX CUCTEM ANSA CTepunusauun sBnseTcs HenorHelM. B kavectBe
GapbepHbIX CUCTEM MOTYT UCMONBL30BaTh M ApYrne KOHCTPYKLMUHN.

A.3.9 Ins MeAULMHCKUX U3[ENUIA CO CTEPUNbHBIM NPOBOAHUKOM XMAKOCTU MOTYT NMPUMEHATLCA YHUKanNbHbIE yra-
KOBOYHbIE CUCTEMBI 41151 CTEPUBHBLIX NPOBOAHUKOB XXKUAKOCTU, HENOCPEACTBEHHO NPUCOEAUHAEMBIX K MecTaM JocTyna K
yCTpoiicTBy. B Mx cocTaB BXOAAT Konnadku, Npobku, KpbILKKM UK cpeacTBa YKYMOPKWA MHLIX KOHCTPYKUWIA ANns cneywarib-
HbIX YCTPOMICTB. B 3TUX cryYasx NepBUYHbIA CIOi yNakoBKM NpoAYKTa MOXET ObITb NpeAcTaBNeH Of4HUM U3 YeTbIpex BUAOB
yNaKoBbIBaHWUSA, OMUCaHHbLIX BbILLE, HO Mpu 3TOM He TpebyeTcsa obecrneyeHne MUKpoGHoro Gapbepa nsaenuid.

A.3.10 B MeguULMHCKUX y4pexaeHUAX 0ObIMHO NPUMEHSIIOT 6apbepHble CUCTEMBI ANA CTepunusauumn B opMe calue,
pynoHoB, ByMaXHbIX NakeToB, CTEPUIIN3ALMOHHBIX CBEPTKOB I MHOTOpPa30oBbIX KOHTEWHEPOB.

A.3.11 CTepununaaLUnoHHbIe CBEPTKM NPUMEHSAIOT AN obecneyeHns 6apbepHOil cUCTeMbl ANA MHOTUX U3fEenuiA, noa-
Bepraemelx CTepUnmM3ayum B MEANLMHCKMX yupexaeHusx. MpuMeHsieMblil BMECTO TEPMOCKNEUBaHUA UNU KNEALWLEro Wwea
cnocob cBepThIBAHUA WU CKPY4YMBaHWA NO3BONSAET 06pa3oBaTh U3BUMUCTLIN KaHan, obecnevnBalowmii CTepunbHOCTb. Kak
npaBuno, U3Aenusa nepern 3aBepTbiBaHWEM U MOCHeAYIOLLE cTepunu3almeidl HaxXoAATCA B POPMOBAHHOM NOTKE ANSA WUH-
CTPYMEHTOB.

A.3.12 MHoropasoBble KOHTEAHepLl U3roTaBnMBalOT M3 MeTarma UM CUHTETUYECKUX NONUMEPHBIX MaTepuanos,
cnocobHbIX Bbigepx1BaTe MHOrOKpaTHOE BO3AEHCTBUE LIMKNOB CTepunmnsaummu B 60AbHUHHBLIX YCNOBUAX. TN KOHTEWHEPbLI
0BLIYHO WMEKT NpUrHaHHbIe BEPXHUE U HUXHWE MOBEPXHOCTM C MpokrajKkoi, obecneunBatoweit HENPOHUL@EMBIN LLIOB
Mexay ABYMSA YacTAMU. CUCTEMa BEHTUNALMU NO3BOMSET CTEPUNMIYIOLLEMY areHTy NOCTynaTb B KOHTEAHEP U BbIXOAUTL
13 Hero. KOHCTPYKLMA BEHTUNALMOHHOW cucTeMbl U MaTepuansl, obecnevnBatoliue MUKPOOBHYI0 puneTpaumio, MoryT na-
MeHATbCA. M3genus, cTepunuayemele B KOHTeHepax, MOryT nofBepraTe NpeaBapUTENbHOMY KOHAULMOHNPOBAHUIO UK
fonee ANUTENLHOMY NO BPEMEHUW BO34EHCTBUIO CTEPUIU3YIOLLETO areHTa, YTobbl rapaHTUpOBaTL 3aBeplUeHUe npouecca
cTepunusauum.

A.3.13 OUHULLHEA CTepunusauns n coxpaHeHne CTepUrbHOCTM UMeLOT GoflblLoe 3HavYeHWe Ana 6e3onacHoCcTU na-
LMeHTa He3aBMcMO OT obopyfoBaHUsi, C MOMOLLbIO KOTOPOro NMPOBOASTCA ST rpouecckl. HacToAwuit ctaHaapT copep-
XUT MUHUMYM TpeBoBaHWA K UCMOMb30BaHUIO YMAKOBOYHEIX CUCTEM, KOTOpLle 06ecneYnBatoT COOTBETCTBYOWMNE Gapbep-
Hbleé CUCTEMbI ANA CTepunusaLum.
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MpunoxeHue B
(cnpaBouHoe)

CTaHgapTHble MeTOAbl UCNbITAHUI U NpoLieAypPbl, KOTOPbIe MOTYT NPUMEHATL
ONA AeMOHCTPaLUMM COOTBETCTBUA TPeOOBaHUAM HACTOAILIErO CTaHaapTa

B.1 O6wme TpeboBaHusA

Cne,qyrou.me AOKYMEHTbI coepiKaT NOoJToXKEHNA, KOTopble MOryT NPpUMEHATL ANA A€MOHCTPaUnun COOTBETCTBUA NO-
JIOXEHUAM HacTosLero ctaHgapta. [pu NpUMeHeHU METOA0B UCTIbITaHMWIA M NPOLECCOB, NEPEYNCTIEHHLIX B Tabnuue B.1,
HeO6XOp,I/IMO oGpau.gaTb BHUMaHWEe Ha gaTy BbiNyCcKa 3TUX JOKYMEHTOB. CneumaanHe TpeGOBaHVIH no NPpUMEHEHUI0 Me-
TOZ OB UCTIbITaHWIA NpUBeAeHbl B Nogpasgene 4.4.

KpuTepusimu Ans BKIOMEHUS] METOAOB UCTIbITAHWIA M NPOLIECCOB, NpUBeLeHHbIX B Tabnuue B.1, B gaHHoe npwuro-
XKeHue ABNAOTCA pakThl UX HasHa4YeHUA ANA BKIKOYEHWS U AOCTYNHOCTb ANS NPUOBPETEHUs y opraHusaLuii, paspabarsl-
BaOLMX CTaHAapThl, TOProBbIX accoLmaLnii Unu HauuoHanbHLIX OpraHoB Mo cTaHgapTusauun. CnefosatenibHO, pasgen
«Bubnuorpacusa» COAEPKUT NepedeHb NevaTHbIX W3AaHWi, KoTopble copepxaT AOMOSNHUTENbHbIE METOABI UCTIbITAHWIA.
[aHHoe npunoxeHue He ABNSETCA BceobbeMmtoLmMM. M3BeCTHO, U4TO K MOMEHTY nybnukauwu 6ygyT paspaboTaHbl HoBblE
METOAbI UCTbITaHUA.

(N3ameHeHne Ne 1, 2014)

B.2 YnakoBouYHble MaTepuarbl U oThopMOBaHHble 6apbepHble CUCTEMBI AN CTEePUNU3auum

Tabnuuya B.1 MeToabl UCnbITAHUIA U UX cTaTyC
CsoiicTBo/ | Ccbinka Ha cTaHaaprT, HavnmeHoBaHue AoKyMeHTa MeToa ucneita- | Metoa ucnbl- Pyko-
ocobeH- OOKYMEHT HUI UMeET NoA- | TaHUA UMeeT | BOACTBO,
HOCTb TBepXaeHue TonbKo noa- CTaH-
TOYHOCTU U/MNN TBEpXAeHue AapTHbll;l
norpeLwHocTn, TOYHOCTH MeToq
cTaburnbHOCTH, nvnu
BOCMNpPOU3BOAM- | NOrpeLLIHOCTU
MOCTH
Yceko- ASTM F1980 CTtaHaapTHoOe pyKOBOACTBO NO YCKOPEHHOMY HM? HMN Ha
peHHoe CTapeHuto CTepUnbHbIX GapbepHbIX cUcTeM
cTapeHue ANA MEAULMHCKMX N3Aenuii
EN 868-8 YnakoBka AnsA  MeAWULMHCKUX  U3fenui, HMN HMN Ha
nognexawmx ¢UHALLHON cTepunusauuu.
Yacte 8. MHoropasoBble KOHTeWHepbl Ana
cTepunusauum B MapoBbIX CTEpUnM3aTopax,
cooTtBeTcTBYlOLMX EN 285
Bosgyxo- | ISO/TS 5636-2 Bymara n kapTtoH. OnpepneneHue BO3AyXo- Het Het HIM
npoHuua- NpoHULAeMoCTU (CpefHUA Aunana3oH Usme-
eMoCTb penus). Yacts 2. Metop LLlonnepa
ISO 5636-3 Bymara u kapToH. OnpepeneHue BO3AYXO- Het Het HM
NpoHULAaeMocTu (CpeaHWin AuanasoH usMme-
peHua). Yactb 3. Metop BenfiTceHa
SO 5636-5 Bymara u kapTtoH. OnpepnerneHue BO3AyXo- Het Het HIM
NPOHULAEMOCTU U COMPOTUBIIEHUA BO3AyXa
(cpeanuit ananasoH uaMepeHust). Yactb 5.
MerToga lepnu
ASTM D737 CTaHaapTHLIA METoA UCNbITaHUA Ha NPOHU- Ha — HIM
LaeMocCTb BO3flyXa TEKCTUNBbHbLIX TKaHEeN
TAPP| T460 ConpotusneHue 6ymarun Bosayxy (Metop epnu) Oa — HIM
TAPP| T536 ConpoTtueneHune 6ymarn NnpoOHUKHOBEHUIO BO3- Ha — HIM

ayxa (metog 'epnu nog BbICOKUM JaBneHUeM)
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CsoictBo/ | Ccbinka Ha cTaHaapr, HanmeHoBaHue aokymeHTa MeToa ucnbita- | Metog ucnbl- Pyko-
0CcobeH- AOKYMEHT HWA UMeeT noa- | TaHUh uMmeeT | BOACTBO,
HOCTb TBEpXAeHne TONbKO noAa- CTaH-
TOYHOCTU W/iKnn TBEpPXACHWne ,El,apTHbIﬁ
NOrpeLwwHoOCTH, TOYHOCTH mMeToq
cTabunbHOCTY, wunu
BOCNPOU3BOAU- | NOTPELIHOCTU
MOCTH
Croitkoctb | AATCC-193 OTTankMBaHue XUAKOCTER Ha OCHOBE BOAbLI. Het Het HIM
K cnupTy McnbiTaHne CTOWKOCTN K BOAHOMY/CNUPTOBO-
My pacTBopy
OcHosHas | ISO 536 Bymara u kapToH. OnpefeneHne macchbl Het Het HM
macca
ASTM D4321 CTaHgapTHbIA MeTOA, MCNbITaHUA Bblxoaa Oa — HIM
YNaKoBKU U3 NNAcTUKOBOMN MNEHKM
ASTM D3776-6M CTaHgapTHble MeToAbl UCNbITAHUIA Macchl Ha Oa — HIM
eivHuLy nnoLyaam (Bec) TkaHu
TAPP| T410 Macca 6ymarn u kapToHa (BeC Ha eauHULY Oa — HM
nnowiaau)
Buocos- ISO 10993-1 Buonoruyeckas oueHka MegULUUHCKUX nsge- HM HMN Ha
MecTu- nui. Yactb 1. OueHka u ucnbiTaHua
MOCTb
ASTM F2475 CTaHfapTHOe pyKOBOACTBO NO oueHke 6uo- HMN HMN Oa
COBMECTMMOCTU YMaKOBOYHLIX MaTepuanos
N8 MeJULUHCKUX U3fennuin
Mpopas- | ISO 2758 Bymara. Onpefienenne conpoTUBNEHNs Npo- Ha — HIM
nvBeaHwe JaBnuBaHunio
TAPPI T403 ConpoTtueneHue 6ymaru npogasnuBaHuto Oa — HMN
ASTM F1140 CTaHpapTHble MeToAbl FTMOKOW ynakoBKWM UC- Oa — HMN
NbITAHUA Ha CONPOTUBNEHWE BHYTPEHHEMY
JAaBrneHuio
ASTM F2054 CTaHpapTHbI MeToA MCNbITAaHWMA Ha pas- Oa — HMN
pbIB repMETU3NPYIOLWMX WBOB B rmbkoii yna-
KOBKE MpW NOMOLWMW HarHeTaHUs BHYTPEH-
Hero AaBneHusi B OrpaHWYUTENbHbIX Nnac-
TUHaxX
Xropuasl | 1ISO 9197 Bymara, kapToH U uennionosa. Onpeaene- Het Her HM
HWe cofepXaHus BoJopacTBOPUMBIX XNOPpU-
hoB
TAPPI T 256 BopopacTtBopuMble Xnopuabl B Lenntonose nu Het Her HM
bymare
EN 868-4 YnakoBka Ans MeiMLMHCKUX U3eNnii, noane- Het Het® HM
Xawmx GUHULLHOW cTepunuaauun. Yactb 4.
BymaxHble nakeTbl. TpeboBaHUA U MeToAbl
ucnbiTaHWi (NpunoxeHue B)
Yuctota | TAPPIT 437 Mpumecu B Bymare U KapToHe Oa — HM
TAPPI T 564 MpospayHasa auarpaMMa AnNa OUEHKN pasme- — — HM
pa oTcTynoB
Macca ASTM F2217 CraHpapTHas npakTuka onpefeneHna Macchl HMN HIM Ha
NOKPLITUA NOKpLITUSA/KNeeBoro cnos
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[MpodomxeHue mabnuub! B.1

HWA a3po30rbHON dunsrpauyuu ana usme-
peHUs pabounx XapakTepWUcTUK MOPUCTBIX
YNakoBOYHLIX Marepuarnos B Ka4ecTBe 3aMe-
LeHUst MUKpoBHoro Bapbepa

CaovictBo/ | CcblnKa Ha cTaHAAPpPT, HaumeHoBaHWe JoKyMeHTa MeTog ucnbita- | Metog ucnel- | Pyko-
ocobeH- [OKYMEHT HWUW UMeeT NoA- | TaHW UMeeT | BOACTBO,
HOCTb TBEpPXAeHNe TONbKO noa- CTaH-
TOYHOCTU W/Unn TBEpXAEeHNe ,D.apTHbIVI
MorpeLUHocTH, TOYHOCTMN MeToq
CTabuUnNLHOCTH, nvnu
BOCTPOM3BOAN- | NOTPELLHOCTH
MOCTH
KoHgu- ISO 187 Bymara, kapToH 4 uennwonosa. CtaHgapT- HIM HM Oa
LIMOHUpO- Haa aTMmocdepa ANA KOHAULUOHUPOBaHUA
BaHue U UCMbITaHWA U MeTOAMKa KOHTpons aTtMmo-
cchepbl U yCrioBUIA KOHAWLMOHWUPOBaHUSA 06-
pasuoB
ASTM D4332 CrtaHAapTHaa npakTuka KOHAWLWOHMPOBa- HIM HM Oa
HUS KOHTENHEPOB, YMaKkoBOK WU KOMMOHEeH-
TOB YNaKoBKU ANS UCMbITAHUS
ISO 2233 YnakoBka. TpaHcnopTHas Tapa ¢ ToBapaMu U HM HIM Ha
efiMHUYHble rpy3bl. KoHAULMOHWpoBaHue Ans
nenblTaHuin
Pasmepbl | ASTM F2203 CTtaHaapTHbIA MeToA UCTBITaHWA 4N NUHEN- Ha — HM
HOro M3MEepEeHUsi C UCNOMb30BaHNEM NIMHENKM
13 NpeLunsnoHHon cTanu
Opanupy- | ISO 9073-9 TekcTunb. MeToabl UCNBITAHMA HETKaHbLIX Ma- Het Het HM
eMoCTb Tepuanos. Yactb 9. OnpegerneHune nokasare-
NS jpanupyeMocTu
ISO 2493-1 Bymara u kaptoH. OnpefeneHus conpoTus- Oa — HIM
neHus nsrnby. Yacte 1. MocTosiHHas cTeneHb
nporn6a
I1ISO 2493-2 Bymara u kapToH. OnpeaeneHusa conpoTue- Ha — HMN
nenns wna3rnby. Yactb 2. LatpoobpasHbiit
TecTep
DIN 53121 McnbitaHua Gymarn u kaptoHa. Onpegene- Het Het HM
HWe CcONpoTUBMEHUs crubaHulo MeToaoM
nyva
TAPPI T489 ConpoTtusneHnme crubaHnio  (KecTKoCTb) Ha — HMN
Gymarn W kapToHa (LaTpoobpasHblii Te-
CTep Ha XecTkocTb B 6a3oBoW KOHUrypa-
Uwn)
TAPPI T566 ConpoTtusneHue crubaHuio  (KECTKOCTb) Ha — HM
Gymarn (waTpoobpasHblii TecTep Ha XecT-
KoCcTb B koHdwurypauum 0 go 10 eanHuy
WECTKOCTH)
MpodHocTs | ASTM F392 CTaHAapTHBIA MeToh UCMbITaHUA NPOYHOCTH Ha — HIM
npwu npwu u3rnbe msirkux GapbepHLIX MaTepuanos
nsrnde
Mukpob- | ASTM F1608 CTaHfapTHbI METOA UCTILITAHUS ANSA paHXu- Ha — HM
HbIA poOBaHWA MWUKPOGOB B MOPUCTBIX YMaKOBOY-
6apbep HbIX MaTepuanax (kamepa obny4eHuns)
ASTM F2638 CTaHfapTHbIA MeTog MUCMbITaHWA MnpUMeHe- Oa — HIM
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CeoictBo/ | Cchinka Ha cTaHgapT, HanmeHoBaHWe JoKyMeHTa MeToa ucnbita- | Metoa ucnbl- | Pyko-

0cobeH-
HOCTb

AOKYMEHT

HUA UMeeT noa-
TBEpXAEeHWe
TOUYHOCTU W/UNKn
NorpeLLIHocTH,
CTabUNbBHOCTY,
BOCMpPOU3BOAU-
MOCTH

TaHUA uMeeT
TONbLKO Noa-
TBepXAeHuWe
TOYHOCTHU
wunu
norpeLuHocTn

BOACTEBO,
CTaH-
AapTHLIA
MeToj,

Mukpo6-
HbIA
Gapbep

DIN 58953-6

Crepunusaunsa. ObecneveHune  CTepUnb-
Hol mocTaBku. YacTb 6. McnbiTaHne MuKpo-
Guonornyeckoro  Gapbepa  YNakoBOYHbIX
MaTepuanos ANsA MeAWLMHCKUX W3genui,
nognexawux ctepunusauun. Bymara ana
YNaKoBOYHbIX MakeToB M cBepTkoB. McnbiTa-
HWe, NoANyHKT 2.14

ﬂaf): (o))

HNP

HMN

BS 6256

TexHu4eckne ycnoBusa Ha Bymary ansa crepu-
NN3aLUNOHHBLIX OyMaXHbIX MELLKOB, MakeToB
N PYNOHOB MEAULIMHCKOrO HasHaueHus, npu-
noxexwue C

Het

Het

HMN

ASTM F2101

MeTof nenbiTaHUs ANA ouUeHKU 3hdeKTUBHO-
CTM uneTpaLmMn MUKpoBOB Yepe3 MeAULMH-
CKMe Macku And nvua ¢ nomollbto Suonorude-
CKOro @3p030£1s1 C 30f10TUCTLIM CTachMTOKOKKOM

Ha

HMN

8S 876 0019

MeauUMHCKUIA  TeKCTUnb.
mMukpobos. BrnaxHas cpega

[MpoHUKHOBEHMWE

Het

Het

HI

MpoHuua-
eMOoCTb
Kucrnopo-

na

ASTM D3985

CTaHgapTHbIA MeTo4 UCMbITaHW Ha CKo-
POCTb NPOHUKaHWA KNCNIOPOLHOIo ra3a JYepes
NIacTUKOBYHO MIEHKY W JIUCTLI € MPUMEHEHU-
€M KyNnOoHOMETpPUYEeCcKoro gatinka

Ha

HI

ASTM F1307

CTaHAapTHLIA MeToA WUCNBITAaHWUA Ha CKo-
pOCTb MPOHWUKAHUA KUCMOpPOAa BHYTPb CyXUX
YyNakoBOK C MPUMEHEHUEM KyNOHOMETpUYe-
CKOro gaT4mKa

HOa

HMN

ASTM F19027

CTaHpapTHLIN METOA UCMILITAHWIA Ha onpefe-
NeHne CKOPOCTU NPOHUKaAHWA KUCIIOPOZHOro
rasza u NpOHWL@eMOCTH NpU KOHTPONUPYeMOit
OTHOCUTENBLHOIN BRaxHocTU Yepe3 Gapbep-
HbIi MaTepuan ¢ NpUMeHeHUeM KyrloHoMe-
TPUYECKOrO AaTymnKa

HOa

HMN

ASTM F2622

CraHpapTHLIA METO4 WUCMbITAaHWA Ha CKo-
pPOCTb NPOHUKAHWUA KUCIIOPOAHOIO ra3a Yepes
NNacTUKOBYIO NAEHKY U NUCTLI C MPUMEHEHU-
€M pasnu4HbIX AaTYUKOB

HOa

HMN

Cniocob-
HOCTb K
OTKPbITUIO
oTcnau-
BaHWEM

EN 868-5

YnakoBKka AnA MeQULUUHCKUX U3ernuia, nogne-
Xalwmx pUHUWHON cTepunusauumn. Yactb 5.
3aneyarbiBaeMble NAKETLl U PYNOHbI, U3rOTOB-
NeHHble U3 NMOPUCTLIX MaTepuanos U nNnacTu-
KOBOM nneHkn. MeToabl ucnbitaHuii (Mpunoxe-
Hue C)

Het

Het

HMN

Ucnbl-
TaHue
pabounx
XapakTre-
pUcCTUK

ASTM D4169

UcnbiTaHne paboqmx xapakrepucTUK npu no-
CTaBKe KOHTEWHEPOB U YMaKOBOYHBLIX CUCTEM

HMN

HMN

Ha

Cepua ISTA1,213

MpeanocTaBoYHble METOALI UCTIBITAHWIA, pas3-
pabGoTaHHble MexayHapoaHoit accoumauuei
no 6e30nNacHOCTU TPaH3UTHLIX NepeBO30K

HMN

HMN

Ha

ISTA4AB

YnakoBka. U3genuna gna 4ocTaBKu NO U3BECT-
HbIM KaHanaM c6biTa

HMN

HMN

Ha
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CeoiucTBo/ | Cchinka Ha cTaHZapr, HavmMeHoBaHWe JoKyMeHTa MeToa ucneita- | Metoa ucnel- | Pyko-
ocobeH- OOKYMEHT HUW UMEET noAa- | TaHun umeeT | BOoACTBO,
HOCTb TBEpXAEHUe | Tonbko noa- | cTaH-
TOMHOCTU WU | TBepXAeHWe | AapTHBINA
NOrpelwHoOCTH, | TOYHOCTH meToz
cTabunbHocTy, wunun
BOCNPOWU3BOAM- | NOMPELLHOCTH
MOCTU
Henbl- ISTA7D YnakoBka ¢ KOHTpONUpyeMmelMU Temrepartyp- HMN HIM Ha
TaHue HbEIMW MoKasaTenaAMu ANA cUCTEM AOCTaBKU
paboumx NOCLINOK
XapakTte-
PUCTUK ISO 4180 YnakosKa. YKOMMNEKTOBaHHaA yrakoBka [risi Hr HM Oa
TpaHCNopTUpOBaHUA. PyKOBOACTBO K cocTaBne-
HUIO PEKUMOB SKCTNyaTaLMOHHLIX UCTIbITaHWIA
EN 868-8 YnakoBka Ans  MeAWUUMHCKUX  M3fenui, Het Het HMN
nognexawmx UHULLIHOR  CTepurnmsaLuu.
Yactb 8. MHoropasoBble KOHTEWHepbl Ans
CTepunusauun B NapoBbIX cTepunusaropax,
cootBeTcTBYtoWMX EN 285
ASTM F2825 CraHpapTHas npakTuKa nogYepKuBaHns Kinu- HIM HIM Oa
MaTU4YeCKUX YCNOBUWIA B YNaKOBOYHLIX CUCTe-
Max Npu focTaBKe OAHOW| NOCHINKA
ASTM D7386 CTaHfapTHas npakTvka ucnelTaHua pabovmx HIM HM Oa
XapaKTepuUCTUK YMaKoBKU Npu AOCTaBKe Of-
HOW NockINKK
pH ISO 6588-1 ByMara, kapToH 1 Uenntonosa. OnpeaeneHue Ha — HM
pH BoAHLIX aKkcTpakToB. YacTb 1. XonoaHas
3KCTpaKums
ISO 6588-2 ByMmara, kapToH U Lenmntonosa. OnpeaeneHune Oa — HIM
pH BoaHbIX 3kcTpakToB. YacTb 2. lopsadvasn
3KCTpaKums
TAPPI T509 KoHueHTpaums BogopoaHbix noHoB (pH) akc- Oa — HIM
TpakToB Bymary (METOog XOMoAHOW IKCTPaKLuK)
TAPPI T435 KoHueHTpauusa BogopoaHbix noHoB (pH) ake- Oa — HM
TpakToB Bymaru (MeTog, ropsyeil aKcTpakLymm)
Paamep EN 868-2 YnakoBka A1 Me4ULIMHCKUX U3 enuid, nogne- Het Het?) HMN
nop Xawmx UHULLHOWA cTepunuaauun. Yactb 2.
YnakoBka ANna cTepunusayun. TpeboBaHus u
MeTof bl UCMbITaHWi (MpuroxeHue C9)
Mevate M | ASTM F2250 CTaHaapTHbIA METOA OLIEHKMN CTOMKOCTU K XUMU- HM HIM Ha
MoKpeITUE YecKoMy BO3A,eNCTBUIO KpacoK ANs nevarn 1 no-
KPbITWIA 4151 MAMKUX YNakoBOYHLIX Marepuaros
ASTM F2252 CtaHpapTHBIA MeToA OUEHKM CLENIeHnd HIM HM Ha
Kpacku 1 MOKPBLITUS C MATKMMMW YNaKOBOYHbI-
MW MaTepuanamMm ¢ UCNonb30BaHUEM JTUMKOM
NeHTLI
Mpokon ASTM D1709 CTaHpapTHBLIA METoL UCnblTaHus ANs onpe- Ha — HM
JeneHns CTOMKOCTW K YAapHbIM Harpyskam
MreHKW U3 NNacTMaccehbl ¢ MPUMEHEHUEM CBO-
OopgHonagaroLero ApoTuka
ASTM F1306 CTaHgapTHbIA METOA ucnbITaHus gNA onpe- Ha — HN

JeneHns MNPOKONOCTOWKOCTM nNpu  Manow
CKOPOCTW TMBKMX BapbepHbIX MAEHOK U na-
MWHaTOB
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HUe LieNOCTHOCTW YNakoBKW U FrepMETU3NPYIO-
LUero WBea C UCMOMb30BaHNEM Fenus B Kade-
CTBe KOHTPOMNbHOrO rasa

CBoictBo/ | Cebinka Ha CTaHAapT, HavnmeHoBaHue AokymeHTa Mertog ucnbita- | Metog ucnel- | Pyko-
ocobeH- OOKYMEeHT HWI UMeeT noa- | TaHU umeeT | BOACTBO,
HOCTb TBEepXaeHune TOnNbKO noA- CTaH-
TOMHOCTU W/UnNn TBEpXAeHNe ,El,apTHbII7I
NorpeLuHocCTH, TOYHOCTHU MeToa
CTabUNBHOCTY, wwnu
BOCIMPOU3BOAN- | NOTPELIHOCTU
MOCTHU
Mpokon ASTM D3420 CTaHaapTHbIN METOA UCNBITaHWUA ANA onpefe- Ja¥ — HM
TNEeHNA CTONKOCTY K yAapHLIM Harpy3kam nneH-
KW U3 MnacTMaccekbl ¢ NPUMEHEHMEM MasiTHUKa
Mpou- ASTM F88/F88M CTaHAapTHLIA MeToA MCNbITaHus Ans onpe- Ha — HM
HOCTb JeneHnsa NpoYHoCcTU coefuHeHna mbkux ba-
coeuHe- pbepHBIX MaTepuanos
HUsA
EN 868-5 YnakoBKka ANA  MEeAUUUHCKUX  M3LAErNui, Het Het HM
nognexawmx UHULLIHON  CTepurnmaaLuu.
UacTb 5. 3anevaTbiBaeMble NakeTbl U pyro-
Hbl, W3rOTOBMEHHLIE U3 MOPUCTLIX MaTepua-
1NOB W NNacTUKOBOR mneHku. TpeboBaHusa n
MeToAbl UCMbITaHWU
Paa- ASTM F2559/ CTaHgapTHOe pPYKOBOACTBO MO HaMUCaHWIo HM HMN Oa
paboTka | 2559F TEXHWYECKUX YCMOBWUA ANA CTepurv3aLMoH-
TEXHU- HO yNaKoBKM, OTKPbLIBAIOLLIEACH C MOMOLLbIO
YeCKMX paccrnauBaHus
ycrnoBui
ASTM F99 CTaHgapTHOe pPYKOBOACTBO MO HaMUCaHWIo HM HM Oa
TEXHWYECKUX YCNOBUIA ANSA MMOKUX PyrOHHBIX
GapbepHbIX MaTepuanos
ASTM F17 CraHfapTHas TepMUHONOrnsa, oTHocAWanca HIM HM Na
K rnbkoii BapbepHol ynakoBKe
ASTM F2097 CraHfapTHOe PYKOBOACTBO NO MOAENUpoBa- HMN HIM Oa
HUIO U OLeHKe MepBUYHON rMOKoW ynakoBKM
Ana MeguLUMHCKUX U3genuia
Cratu- BS 6524 MeTog onpeneneHa NOBepXHOCTHOTO yaenb- Het Her HMN
Yeckoe HOro COMPOTUBNEHUA TEKCTUNBHBIX TKAHEN
aneKTpu-
YyecTBo ASTM D257 CraHaapTHbLIe METOALI UCNbITAHUIA Ha conpo- — Ha HM
TUBMEHWE MOCTOAHHOMY TOKY MIU NpPOBOAU-
MOCTU AU3NEKTPUHECKUX MaTepuanoB
Llenoct- ASTM F2228 CTaHAapTHLIN METOA MUCNBITaHUS Ha Hepe- Oa — HM
HOCTb CTPYKTUBHOE OOHapyXeHue yTeyek B Me-
cTepunb- AWLUMHCKON YyNakoBKe, KOTOPLIA coeguHAET
Hol 6a- nopucTblit 6apbepHblil MaTepuan MeToAoM
pbepHoi NpUMeHeHNs KoHTponbHoro rasa CO,
CUCTEMBI
ASTM F1929 CTaHAapTHLIA MEeTOA McnblTaHuss Ha obHa- Oa — HIM
pyXeHue yTe4eKk B repMeTM3UPYIOLLEM LLBE
B NOPUCTON MeAULMHCKOW ynaKoBKe C NOMO-
L0 NPOHUKHOBEHUA KpacuTensi
ASTM F2227 CTaHAapTHLIN METOA MCMNBITaHUS Ha Hepe- Oa — HIM
CTpYKTUBHOE OBHapyXeHWe yTeuek B He 3a-
KPbITbIX FEPMETUHYHO M B MyCTLIX fOTKax AN
MEAULMHCKOW YNaKoBKU METOAOM MpUMEHE-
HUA KOHTponkHoro rasa CO,
ASTM F2391 CTaHAaapTHLIA METOA UCTbITaHWi Ha BLISBIEe- Oa — HIM
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CaoMucTBo/
ocobeH-
HOCTb

Ccbinka Ha cTaHgapr,
LOKYMEHT

HanmeHoBaHue AOKYMeHTa

MeToa ucnbita-
HUIA UMeeT noa-
TBEpXAEHUE
TOMHOCTW U/Unu
norpeLUHocTy,
cTabunbHOCTH,
BOCTPOW3BOAU-
MOCTU

MeTog ucnel-
TaHUA umeeT
TONBKO Noa-
TBEPXKAEHMNE
TOYHOCTH
nunu
MorpeLIHoCcTH

Pyko-
BOACTBO,
cTaH-
OapTHbI
MeToq

LlenocT-
HOCTb
cTepunb-
Hoii Ba-
pbepHoi
cucTeMmsl

ASTM F2096

CtaHpapTHLIA MeToh MUCMbITaHWiA Ha obHa-
pyXeHue obOLIMX yTe4eK B yMakoBKe MyTeMm
HarHeTaHWs BHYTPEHHErO faBneHus (TecT Ha
nosiBNieHNE My3blipbKOB)

Ha

HM

ASTM F1886/
F1886M

CTaHgapTHbLIA MeToh WCMbITaHWA Ha onpe-
JeneHne LenoCTHOCTU repMeTU3MPYHOLLUX
LUBOB B MEAULMHCKON ynakoBKke NyTeM BU3y-
anbHOro KOHTPons

Ha

HM

ASTM F2338

CTaHfapTHEIA METOA MWCMBITaHWS Ha Heje-
CTPYKTUBHOE OGHapyXeHWe yTeuek B ynakos-
kax nmyTeM BakyyMHOro pacnaga

Ha

HM

ASTM D3078

CTaHAapTHbIA MeTo4 WCMbITaHUS Ha Hepe-
CTPYKTUBHOE oOHapyXeHUe yTedek B rmOKoi
ynakoBKe NyTeM 06pa3oBaHWs My3blpbKOB

Ha

HM

ASTM F2095

CTaHAapTHbIe METOAbLI UCNLITaHUA Ha YTEeuKy
npn CHWXeHUn gaBneHna B rMoKow ynakoBKe
C NpUMeHeHneM n Ge3 NPpUMEHEHUA orpaHu-
YNUTENbHbIX NNAacTUH

Oa

HIM

Cynbda-
Thl

SO 9198

Bymara, kapToH u Uenntonosa. Onpegenexue
BOJOpPacTBOPUMBIX CyNb(aToB

Oa

HIM

TAPP| T255

BoaopacTBopuMble cynbdaTel B LieNnonose
u Gymare, METOA UCNBITAHWIA

Ha

HM

EN 868-4

YnakoBKa ANA MEAUUMHCKUX U3genuii, noarne-
Xawmx PUHULWHOW cTepunuaauunu. Yactsb 4.
BymaxHble nakeTbl. TpeboBaHUA U MeToAbl
ucneiTaHui (Npunoxexue B)

Het

Het

HM

Conpo-
TUBMNeHUe
paspbiBy

ASTM D1922

CTaHAapTHbIe ncnblTaHUA ana onpegeneHus
COMpoTUBNEHNA pacnpoCTpaHeHUo pa3pbiBa
ANeHKW U3 nnactMaccbl U NNnacTMaccoBbIX
NEeHT MeToOa0M MaATHUKa

Ha

HMN

ASTM D1938

CraHpapTHBI METOA UCNbITaHWA ANsA ornpe-
AENEeHUs CONPOTUBNEHNA pacnpocTpaHeHuto
paspbiBa MNEHKU U3 NnacTMacchl (pasgBOeH-
HbIM pa3pbIiB) M NNACTMACcCOBLIX NEHT METO-
AOM OAMHOYHOrO paspbisa

HOa

HM

SO 1974

Bymara. OnpegeneHue conpoTUBNeHUs pas-
avpy (metof SnemeHgopda)

Het

Het

HM

CaoiicTBa
npw pac-
TSKEHUN

SO 1924-2

Bymara v kapToH. OnpeperneHne cBOACTB Npu
pacTaxeHun. YacTe 2. MeTog yanuHeHusa ¢
NMOCTOAHHON CKOPOCTbIO

Ha

HMN

SO 1924-3

Bymara v kapToH. OnpeperieHne cBOACTB Npu
pacTaxeHun. Yacte 3. MeTog YANUHEHUA C
NOCTOSIHHOIR cKopocThio (100 MM/MUH)

Ha

HM

ASTM D882

CTaHfapTHBIA METOA WCMbITaHUA Ana onpe-
JereHnst CBOMCTB Mpu pacTAMKEHWUM TOHKUX
MnacTMaccoBbIX NEHT

Ha

HIN
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CeoiictBo/ | Ccblirnka Ha CTaHAapT, HanmeHoBaHWe AokyMeHTa Metoa ucneita- | Metoa ucnbl- | Pyko-
ocobeH- [OKYMEHT HUA UMeeT noa- | TaHW MeeT | BOACTBO,
HOCTb TBEpXAeHWe | Tonbko noa- | cTaH-
TOMHOCTU W/Unn TBEPXKACHNE ,qapTanh
norpewHoCcTu, TOYHOCTU mMeToAa
cTabunbHOCTH, wnu
BOCNPOU3BOAU- | NOrpeLIHoCTU
MOCTU
CaoiictBa | TAPPI T494 CBolCTBa Npu pacTsbkeHun Bymaru u KkapTo- Ha — HM
npu pac- Ha (c npuMeHeHWeM npubopa yAnMHEHUs C
TSIKEHUM NMOCTOSAHHOWA CKOPOCTLIO)
Tonwu- ISO 534 Bymara u kaptoH. OnpeaeneHue TOMLMHbI, Oa — HM
Ha/nno- NNOTHOCTU U yaenbHoro obbema
HOCTb
ASTM F2251 CTaHaapTHBIA MeTog UCMbITaHUA ANst M3Me- Oa — HI
peHUsi TOMNLUHBLI TMOKUX YNakoBOYHLIX MaTe-
puanos
TAPPI T551 TonwmHa 6ymarn u kapToHa (MeTof MSIrkoro Ha — HM
Banuka)
TAPPI T411 TonwwHa (MepHasi) bymaru u kapToHa Ha — HM
YTeuka EN 868-8 YnakoBka Ansi  MEAULMHCKAX  U3Aenui, Het Het HI1
BaKkyyma nognexawux QUHULLHOW CTepunusaLuu.
Yacte 8. MHoropasoBble KOHTeWHepbl AN
cTepunusauum B NapoBLIX CTepunusaropax,
cootBeTcTBYloWMxX EN 285
Buay- EN 868-8 YnakoBka Ansi  MEAULMHCKAX  U3Aenui, Het Het HI
anbHbIiA nognexawmx (QUHULIHON  cTepunusauun.
KOHTpOnb YacTb 8. MHoropasoBble KOHTeWHepbl AN
cTepunusaLmu B NapoBbIX cTepunusartopax,
cooTeTCTBYHOLMX EN 285
BogocToit-| ISO 811 TkaHu. OnpegeneHne BoLOCTOWKOCTU. Mcnbl- Het Het HMN
KOCTb TaHWe rugpocTaTuYeckuM gasrneHnem
EDANA 170-1 BraxHblit 6apbep. BaHka ¢ 3aBMHYMBaIOLLEN- Het Het HM
€A KPbILLIKON
EN 20535 Bymara n kapToH. OnpegeneHune Bnaronorno- Het Her HM
LeHuss meTogom Kob6a
AATCC-127 BopocToiikocTb: UCMbITaHWE rugpocTaTuye- HeT Het HM
CKUM AaBreHnemM
TAPPI T441 BnaronorroweHue onpegeneHHoro pas- Ha — HIM
Mepa (HeBMUTbIBaOWMX) Oymarn, KapTto-
Ha W rodpupoBaHHOro KapToHa (MeToj
Ko66a)
EN 868-2 YnakoBka AnA  MeAUUWHCKUX W3Lenui, Het Het HM
noagnexawmx GOUHALWHOA cTepunusauum.
YacTb 2. YnakoBka Ans cTepunusauum.
TpeboBaHus U MeToAbl UCMBITAHWIA (NpUno-
XeHune C9)
Mpopas- | ISO 3689 Bymara n kapToH. OnpegeneHue conpoTue- Het Het HM
nmBaHue TNeHNs NpOAaBnUBaHWUIO MOCMe MOrpyXeHus
BO Brax- B BOAY
HOM co-
CTOSIHWM
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OkoHy4yaHue mabnuupi B.1

CsoinctBo/ | Ccbinka Ha cTaHZapT, HavmMeHoBaHWe AoKyMeHTa MeToa ucnelta- | Metoa ucnbl- | Pyko-
ocobeH- AOKYMEHT HUA UMEEeT Moa- | TaHU uMeeT | BoACTBO,
HOCTb TBepXaeHne TONbKO noa- CTaH-
TOYHOCTU U/MNK TBepXAeHne ,D.apTHbIVI
NOrpeLlHoCTH, TOYHOCTU MeTo
CTabuNBHOCTH, nunu
BOCMpPoOn3Boan- | NorpellHoCTn
MOCTHU
Csoiicta | ISO 3781 Bymara v kapToH. OnpegeneHve nNpoYHOCTU HeT HeT HM
npu pac- NpU PacTsHKEHUW Nocne NnorpyXeHus B Bogy
TAXEHWUU
Bo Bnax- | TAPPI T456 PaspyLuatoLLiee ycunue npu pacTsHkeHUn Ha- Ha — HIM
HOM coO- ChlLeHHOW BogoW Bymarn u KapToHa («pas-
CTOSHUU pbIBHOE YCUIWe BO BMaXHOM COCTOSAHUMU»)

) HM — He NpUMeHsieTcA.

b) Ina nopTBepXAeHNS TOYHOCTI U/MAKN MOrpeLuHocT cM.: Berry C.W. 1 Harding L. (2012), Banuaauus MeTog0B
UCnbITaHWA ANA oNUcaHns 1 oNpeAeneHna MaTepuanos, NPUMEHAEMbIX B U3FOTOBNEHUN CTEPUIM3ALIMOHHON YNaKOBKM.
Packag. Technol. Sci.

©) MeToa VCMbITaHWii AN ONpefeneHns pasmepa nop Takke npueefeH B EN 868-3:2009, npunoxeHue D,
EN 868-6:2009 1 EN 868-7:2009.

9 ASTM UMeeT Torbko NoATBEPXKAEHUE TOYHOCTH.

©) MeToj UCMbITaHWii Ha BOZOCTOMKOCTL TaKKe npusefeH B EN 868-3.2009, npunoxerne D, EN 868-6:2009 n
EN 868-7:20009.

f UcnbitaHne MoxeT 6biTh NpoiigeHo NBo He NpoiiaeHo. MorpelHOCTL SBNSETCS yeTapeBLUei.

9 MopaTBepxaeHne cTabunbHOCTU U BocnipomasoaumocTyu cM.: D. Zahn, ISEGA Forschungs- und Untersuchungs-
gesellschaft mbH. MexnabopaTopHoe ucnbiTaHne — «McnbiTaHne MukpoGHoro Gapbepa B yNakoBOYHLIX MaTepuanax
AN MeAULMHCKUX U3 ENniA, noanexalyux ctepunusanumny B coorBeTcTeun ¢ DIN 58953-6:2010.

(N3meHeHmne Ne 1, 2014)
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MpunoxeHue C
(obs3aTenbHoe)

MeToa ucnbiTaHUA ona onpeaeneHus CONPOTUBIIEHUA HENPOHULUAeMbIX MaTepuanoB
NPOX0XAEeHU0 BO3OyXa

CA1 HEI'IPOHVILlaeMbIe Martepuanbel anA 6apbepr|x CUCTeM ANA CTepunndaunm nognexar ucnbitaHUo Ha BO34yxXo-
NpoHUL@eMocTb B cooTBeTCTBUM ¢ ISO 5636-5.

KpuTepwnii ucnbitaHus; cnycTst MUHUMYM 1 4 He AOMKHO BbITe BUAWMOTO ABUXEHUSA LUNUHAPA, Aonyck f£1 MM.

C.2 [Ina cTaHg4apTHOr0O MOHUTOPWHra U NPOU3BOACTBEHHBIX UCTLITAHUA MOTYT NPUMEHATL Apyrne MeToabl. OfHako
3TV MeTofbl JOMKHEl ObITb BanNWAUPOBaHLl B COOTBETCTBUM CO CTAHAAPTHBIM METOAOM UcnbiTaHna (cm. C.1) ans npume-
HAEMbIX MaTepuanos.

MpumevyaHue — [lpumMepbl TakMX METOLOB MpuUBeLEHbI B NpunoxeHun B. na onpefeneHns Bo3fyXonpoHu-
LlaeMOCTW MOryT NPUMEHATL Takue MeToAbl, kak MeTog LLonnepa, B cootBeTcTBUM ¢ ISO 5636-2. KoadduLmeHTsl nepe-
cyeTa ANA pasHbIX TMMNOB annapaTypbl, NPUMEeHAEeMO AN PasfnyHbIX METOAOB ONpefeneHus Bo3AyXonpoHUL@eMocTy,
npveedeHsl B 1ISO 5636-1.
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MpunoxeHune JA

(cnpaBouHoe)

CBeaeHnA 0 COOTBETCTBUU CChINTOYHbIX MeXAYHAPOAHbIX CTAHAAPTOB
CCbIJTOYHbIM MeXrocynapcrBeéHHbIM CTaHAAPTaAM

Tabnwuya OAA

O603Ha4eHNe CCbINIOYHOTO
MeXJyHapogHoro cTaHaapTa

CTeneHb
COOTBETCTBUSA

O6o03Ha4YeHWe N HaMMeHoBaHWe COOTBETCTBYIOLLEro
MeXrocyaapCTBEHHOro CtaHaapTa

ISO 5636-5

*

* COOTBETCTBYHOLLMIA MEXrocyAapCTBeHHbIA CTaHAapT oTcyTCTBYET. []o ero NpUHATUS pekoMeHAYeTCs UCMosb3o-
BaTb NepeBoj Ha PYCCKNIA S3bIK AaHHOTO MeXyHapoLHOro cTaHgapTa. MepeBoa AaHHOro MeXayHapogHoro ctaHgapTa
HaxoguTcs B deaepanbHoM MHGOPMaLMOHHOM (POHAE CTaHAapTOB.
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Bbubnuorpadusa

Paper and board. Sampling to determine average quality (Bymara u kaptoH. OT6op 06-
pa3uLoB A onpeAeneHus cpefHero kayecTsa)

Sampling procedures for inspection by attributes. Part 1. Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection [[MpoLeaypbl BEIGOPOYHOrO KOH-
TPONs No Ka4eCTBEHHbIM NpusHakam. YacTtb 1. [NnaHbl BEIOOPOYHOro KOHTPONS ¢ yKasa-
HWeM npuemMrneMoro ypoBHsi kadectsa (AQL) Ana nocnefoBaTenbHOro KOHTPONA NapTui
Paper and board. Determination of air permeance (medium range). Part 1. General
method [Bymara u kapToH. OnpefeneHue Bo3gyxonpoHMLAEMOCTU (CPEeAHNA AnanasoH
n3amepeHus). Yactb 1. Obwuit Metog]

Paper and board. Determination of air permeance (medium range). Part 2. Schopper
method [Bymara n kapToH. OnpefeneHue Bo3AyxonpoHULaeMocTh (CpeaHuii AnanasoH
n3MepeHnns). Yacts 2. Metog Llonnepa]

Quality management systems. Fundamentals and vocabulary (Cuctemel MeHeaxmeHTa
kavecTBa. OCHOBHbIE MOMNOXEHUA M CrOBapb)

Quality management systems. Requirements (CuctemMbl MeHeXMeHTa kavecTBa. Tpe-
6oBaHusA)

Biological evaluation of medical devices. Evaluation and testing within a risk manage-
ment process (Buonornyeckas oueHka MefuLMHCKUX uagenuid. Yacte 1. OueHka U uc-
NbITAHNA B paMKax npouecca MeHeXMeHTa pucka)

Sterilization of health-care products. Ethylene oxide. Requirements for the development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
uus MeauuuHckux nsgenuin. Okeup stuneHa. TpeboaHus k paspaboTtke, Banuaauum n
TeKyLLeMy KOHTPOIIo npouecca CTepunusauum MEAULIMHCKUX U3AENNiA)

2014)

Sterilization of health care products. Radiation. Part 1. Requirements for development,
validation and routine control of a sterilization process for medical devices (Ctepunusa-
LM MeauLMHCKoit npoaykuyun. Obnyyenmne. Yactb 1. TpeboBaHua k paspabotke, Banu-
Jauun 1 TekyLeMy KOHTPOMIO npoLecca CTepUnU3aLmmn MeguUnMHCKUX U3 enuin)
Sterilization of health care products. Radiation. Part 2. Establishing the sterilization dose
(CTepunusauma MegUUMHCKOW npoaykuun. YacTb 2. YcTaHOBMeHWe CTepunusytoLlen
403bl)

Sterilization of health care products. Radiation. Part 3. Guidance on dosimetric aspects
(Ctepunusauua mMeguumHckon npoaykuun. ObnyyeHune. Yactb 3. PykoBoAcTBO Mno BO-
npocam A03UMETPUM)

Sterilization of health care products. Vocabulary (Ctepunusayua caHutapHo-TUrneHunye-
Ckux nagenuin. Cnosapb)

Packaging for terminally sterilized medical devices. Part 2. Validation requirements for
forming, sealing and assembly processes (YnakoBka MegULUUHCKUX U3[ENUIA, Nnognexa-
LWmMxX PUHULLHOW cTepunu3auumn. Yactb 2. TpeboBaHuA K Banugaunmn npoleccos Hopmu-
pOBaHusi, repMeTM3aLn u cbopkm)

Medical devices. Quality management systems. Requirements for regulatory purposes
(N3penua MeauuuHckue. CUCTEMbl MeHeAXMeHTa kavecTBa. TpeboBaHuUs K perynupo-
BaHUI0)

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 (Ctepunusauyus MmeguunHckoi npogykuun. O6wme TpeboBaHua ans
onpeAerneHns XapakTepucTUK CTepunusyioLero Beectsa U Ans paspabotkn, sanuaa-
LM U TEKYLLero KOHTPOIS NpoLUeccoB CTepUnu3aLyun MeAULIMHCKNX N3aenuin)
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-
punusauus MeguUMHCKUX u3genuii. BoaaHoii nap. Yactb 1. TpeboBaHus k paspaboTke,
BanuaaLum 1 TeKyLLeMy KOHTPOSIO Npouecca cTepunusaLmmn MeguLMHCKUX U3aenuin)
Sterilization. Steam sterilizers. Large sterilizers (Ctepunusauus. Ctepunusatopsl napo-
Bble KpynHorabapuTHbIe)

[171—18] (U3meHeHue Ne 1, 2014)
[191—22] (U3meHeHue Ne 1, 2014)
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EN 868-2:1999

EN 868-3:2009

(M3ameHeHne Ne 1, 2014)

EN 868-4:1999

EN 868-5:2009

EN 868-6:2009

EN 868-7:2009

Packaging materials and systems for medical devices which are to be sterilized. Part 2.
Sterilization wrap. Requirements and test methods (MaTepunansl n cuctemsl ANs ynakos-
KM MeguUMHCKMX NpubopoB, npefHa3Ha4YeHHbIX ANs cTepunusaumun. Yactb 2. CBepTKU
AnsA ctepunusauun. TpeboBaHWUA U METOALI UCNBITaHWIA)

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 [MaTepuankl U cucTemsl AN ynakoBKW MeAULIMHCKUX NpUBopoB, NpeaHasHa4YeHHbIX
AnsA ctepunusaymu. Yactb 3. Bymara gns U3rotToBrneHnst BymMaxHbIX MakeToB (TEXHWYe-
ckue ycrnoeus B EN 868-4) 1 n3rotoBneHus Npo3padHbiX NakeToB 1 TpyGoK (TEXHUYEecKue
ycnosus B EN 868-5). TpeboBaHua n MeTOALI UCMBITaHWA]

Packaging materials and systems for medical devices which are to be sterilized. Part 4.
Paper bags. Requirements and test methods (MaTepuanbl 1 cuctembl AnA YNakoBKU
MEAULUMHCKMX NpubopoB, MpefHasHavyeHHbIX AnA cTepunusauun. Yactb 4. BymaxHble
nakeTbl. TpeboBaHUSA U MeToAbI UCNbITAHUIA)

Packaging for terminally sterilized medical devices. Part 5. Sealable pouches and reels
of porous materials and plastic film construction. Requirements and test methods (Ma-
Tepuansl U cUCTeMbl ANA YNakoBKM MEeAMLMHCKMX MpubopoB, npegHasHavyeHHbIX ANs
cTepunusauguun. Yactb 5. TepMoCTOKMe caMo3aneyaTtbiBalolmMecs NakeTwl U pyKasa U3
NMOPUCTLIX MaTepnanoB W MHOTOCMOWHON NNacTUKOBON NneHKkn. TpeboBaHna U MeTogbl
UCrnbITaHWi)

Packaging for terminally sterilized medical devices. Part 6. Paper for low temperature
sterilization processes. Requirements and test methods (MaTepuansl 1 cuctemsl Ans
YNaKoBKU MEAULMHCKMX MPUBOPOB, NpeaHasHa4eHHbIX AN ctepunuaauymmn. Yacts 6. by-
Mara Ans HU3KoTeMnepaTypHOW cTepunusaumn. TpeboBaHua n METOAbLI MCNBITAHWIA)
Packaging for terminally sterilized medical devices. Part 7. Adhesive coated paper for
low temperature sterilization processes. Requirements and test methods (MaTtepunans!
N cUcTeMbl AN YNakoBKA MeAULMHCKUX NPpMGOPOB, NpeAHa3Ha4YeHHbIX Ans cTepunusa-
uum. Yactb 7. MNpokneeHHas bymara ans ctepunusayum npu HU3Ko Temneparype. Tpe-
60BaHWA U METOABI UCNBITAHWUNA)

[26]—28] (M3meHeHune Ne 1, 2014)

EN 868-8:1999

EN 868-9:2000

EN 868-10:2000

EN 1422:1997

EN 13795-1+A1:2009

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 (MaTepuans! n cuctembl ANA ynakoBku MeAULIMHCKUX NpUGopoB, npea-
HasHa4YeHHbIX AnsA cTepunu3ayuun. Yacte 8. CTepunusaynoHHble KOHTEWHEepbl MHOro-
KpaTHOro NpUMeHeHUs Ans NapoBbiX cTepunusatopos B cooteeTcTBUM ¢ EN 285. Tpebo-
BaHUA U MeTOAbl UCMLITAHUIA)

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 (Matepuansl u cucremsl ans
yNaKoBKN MeANLMHCKNX NpUBopoB, NpegHa3HavYeHHbIX ANa cTepunusauumn. Yacte 9. He-
TKaHble MaTepuansl u3 nonuoneduHos 6e3 NoKPLITUA ANA U3rOTOBNEHUS TepMocBapu-
BaeMblIX NPO3paYHbIX NaKeToB, PyNOHOB U Kpbillek. TpeboBaHMA U MeTOAbI MCNbITaHWIA)
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 (Matepuansl n cucTembl
ANS yNnakoBKW MeguLIMHCKUX NpubopoB, NpegHasHa4YeHHbIX ANa cTepunusaumun. Yacts 10.
HeTkaHble MaTepuarnsl U3 NonMoneduUHOB ¢ KNeeBbIM NOKPLITUEM ANSA U3rOTOBNEHUA Tep-
MocBapuBaeMbIX callle, PyrIoHOB U Kpbillek. TpeboBaHNA n MeTOALI UCNIbITAHWIA)
Sterilizers for medical purposes. Ethylene oxide sterilizers. Requirements and test meth-
ods (CTepunusatopbl MeULMHCKOro HasHa4YeHun. CTepunuaaTopbl Ha OCHOBE oKkcuaa
atunexa. TpeboBaHusA U MeToAbI)

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 (Xupyprudeckue nokpbiBana, Haknaku, NNaLm ¢ LUMPOKUMKN pyKaBaMu, UCNONb-
3yemble B Ka4ecTBe MeJMLIMHCKUX M3 enuii, ANS NauueHToB, MeAULMHCKOro nepcoHana
n obopyaosaHua. Yactb 1. Oblyme TpeboBaHWUA ANA 3aBOAOB-U3rOTOBUTENENH, NPOU3BO-
AuTenel 1 roToBbIX U3 enuin)
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EN 14180+A2:2009 Sterilizers for medical purposes. Low temperature steam and formaldehyde sterilizers.
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