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lNpepucnosue
Llen, OCHOBHble MPUHLMMbLI H MNOPAJOK MPOBEAEHWUs paboT Mo MeXrocyAapCTBEHHOW
CTaHfapTm3aumm ycrtaHosneHbl FTOCT 1.0—92 «MexrocygapcTBeHHas cucTema ctaHgapTusa-
ummn. OcHoBHble nonoxeHus» n NMOCT 1.2—2009 «MexrocyfapcTeeHHad cucTema cTaHAapTu-
3aumn. CTaHAapTbl MEXrocyfapCTBEHHbIE, NpaBuia U PeKOMeHJaLun No MeXrocyapcTBeHHOM
cTaHfapTu3auuu. MNpasuna paspaboTku, NPUHATUSA, NPUMEHEHWNS, OBHOBNEHNS Y OTMEHbI»

CeefieHunda o cTaHgapTe

1 MOArOTOBJIEH ®eaepanbHbiM rOCYAapCTBEHHLIM  YHUTAPHLIM  NPeLnpUaTUeM
«Bcepoccuiickunii Hay4Ho-MCCnefoBaTeNnbCKUA MHCTUTYT CTaHAapTu3auum u ceptuukauum B
MaLluHocTpoeHun» (BHUMHMALLY)

2 BHECEH ®efepa/ibHbIM areHTCTBOM MO TEXHWYECKOMY PerynupoBaHUIO U MeTposo-
rum (FCoccTaHaapT)

3 MPUHAT EBpasniiCKum COBETOM MO CTaHAapTM3aLuUuM, METPONOrMU U CepTUMKaLMM
(npotokon Ne 40-2011 ot 29 Hos6ps 2011 r.)
3a npuHATWE CTaHAaPTa NPOrosiocoBasIv:

KpaTkoe HaumeHoBaHuWe cTpaHbl Mo Kof cTpaHbl Mo CokpalleHHoe HauMeHOoBaHe
MK (NCO 3166) 004—97 MK (NCO 3166) HaLlMOHaNbLHOro opraHa
004—97 no cTaHzapTmsaunu

benapycb BY [occTaHaapT Pecny6nuku benapycb
KasaxcraH Kz locctaHgapT Pecny6nmkn KasaxctaH
Kblprei3ctaH KC. KbiproisctaHgapr

Poccuiickas depepauns RU ["occTaHpapT

TamKnKncTaH TJ TamKHKCTaHAapT

4 Mpukasom defepanbHOro areHTCTBa HO TEXHUYECKOMY PEryMpoBaHuI0 U METPOIOTUN

oT 13 pgekabps 2011 r. Ne 1397-CT MeXrocyaapcTBeHHbll cTaHgapT FTOCT ISO 11607-2011
BBE/IEH B [eiCTBME B KayecTBE HalMOHaNbHOro ctaHgapTa Poccuiickoin deaepauymn ¢ 1 sHBaps
2013 r.

5 HacToawwmin cTtaHfapT WAEHTWYEH MeXAyHapogHOMY cTaHzapTy ISO 11607:1997
Packaging for terminally sterilized medical devices (¥YnakoBka Ans MeAULMHCKUX W3LENUA,
nognexawnx QUHULLHON cTepuansaummn)

CTeneHb COOTBETCTBUA - uaeHTUYHas (IDT).

CBefleHMss 0 COOTBETCTBMM MEXrOCYLapCTBEHHbIX CTAaHAapPTOB CCbINOYHLIM MeXAyHa-
POLHbIM CTaHAapTaM MpuBeAeHbl B 4ONONHUTENBHOM NpunoxeHun O.A.

CrtaHgapT NoAroToBsieH Ha ocHoBe npuMeHeHuns TOCT P MCO 11607-2003

6 BBEJEH BIEPBbIE

NHdpopmaums o BBEEHUNIB peiicTBue (NpekpalieHnn AeficTBUs) HAacTOosLIero craHjapTa
ny6mMKyeTCA B eXeMecsiyHO n3aBaeMoM yKasaTene «HaunoHanbHble CTaHaapTbi».

MHhopmauma 06 n3MeHeHNAX K HaCTOosLLEeMy CTaHgapTy ny6ankyeTCca B eXerogHo msjasae-
MOM MHCHOPMAaLMOHHOM yKasaTene «HaunoHanbHble CTaHA4apThi». a TeKCT U3MeHeHuli — B nHdop-
MaUMOHHBIX yKaszaTensax «HaumoHasbHble cTaHgapThi». B cnyyae nepecMoTpa UM O TMeHbl HacT0-
Allero cradHgapTa cooTBeTCTBYyWasa nipopmauus byaeT onybamnkosaHa B UHGOOPMALIMOHHOM yKa-
3aTene «HauynmoHasibHble CTaHAapTbi».
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BBepeHune

Mpouecc KOHCTPYUPOBaHNUS 1 pa3paboTki yNakoBKU ANsi (PUHULLHON cTepunusa-
UMM MeAMLMHCKNX N3LENUA ABASETCA CMNOXHbLIM U OTBETCTBEHHbIM 3TamNoM.

Ha KOHCTPYKUMIO YyNakoBK/M U BbIGOP YNakoBOYHbLIX MaTepuasioB B/IMAKT OCOOEH-
HOCTU MEeAWUMHCKOTOo u3fhenusa, meTof ero crepuaMsaumm, cnocob Mcnosib3oBaHus,
CPOK rofHOCTU, TPAHCMOPTUPOBaAHNE U XPaHeHMe.

XapakTepucTukyn MatepuasioB KOHKPETHbIX BUAOB YykasaHbl B cepun EBponeii-
ckux cTaHgaptos EN 868 (B cTaaum paspaboTtku).

OCHOBHble Tpeb6oBaHMA K YNakoBOYHbIM MaTepuanam Mo3BONAIT Kak U3roToBu-
Ten, Tak 1 NpoM3BOAUTENIO NPOBOAUTL OPULMATBHYIO aTTecTauuio ¢ uenblo onpege-
NeHns cooTBETCTBMA MOTEHUMa/IbHOINo YNakoBOYHOIO Matepuana TeXHUYeckum Tpebo-
BaHusAM. Ero matepman B OCTATOYHON Mepe COOTBETCTBYET TeXHMYECKMM TpeboBaHu-
AM, XapakTepucTUKM NPOAYKLMM MOTYT OblTb YTBEPXKAEHbI N3roTOBUTENEM, NPON3BOAN-
Tenem Wan periamMeHTUpyloWwmMM opraHoM, 1 ANA AeMOHCTpauum COOTBETCTBMA MaTe-
prana 3aTuM 3ajaHHbIM TpeboBaHNSAM MOXHO NPOBOAWUTL aTTecTauuio MaTepuana.

[na obecnevyeHns HafeXHOCTU YNakoBKM AO/MKHA ObiTb pa3paboTaHa [OKyMeH-
TMpOBaHHaa MnporpaMma Banupauum npouecca, AeMOHCTpupylwas padboTocnocoob-
HOCTb M BOCNPOM3BOAMMOCTb BCEX MPOLLECCOB CTEepUIN3aumnmn 1 ynakosbiBaHmsa. Hapsaay
CO CTepuM3auuoHHOl 06paboTKON Ha LEeNoCTHOCTb YNakoBKM MOFYT B/MATL NPOLECCHI
hopMunpoBaHNA, CKNEUBAHWS, 3aKPbITUSA KPbIWKOW (MM Apyrme crnocobbl 3akpbiTus),
peska, a Takke obpalieHne c maTepuasioM BO BpeMs ynakoBblBaHUA. MUKpOOGHble Ga-
pbepHble CBOICTBA YNakoBOYHbIX MaTepmanos, cnocobbl hOPMUPOBaAHUSA 1 CKNENBAHNUS
ABNAOTCA pellalwmMm ana obecnevyeHns LEeMOoCTHOCTU YNakoBKM M 6e30MmacHoCTH
nNpoAyKLuKn. TOCKOMbKY He CyllecTBYeT AOCTYNHOro BasiMMpoBaHHOrO MeToda MUKPO-
6M0I0rMYeCcKOro KOHTPOA 6apbepHbIX CBOMCTB MaTtepuasioB ynakoBku A1 (OUHULLHON
ctepunusaumm n aphekTMBHOCTM (HOPMUPOBAHNA U CKIEMBaHUSA, TO WX OLEeHMBAalOT

pa3nenbHo.
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MEXIOCYAAPCTBEHHbIN CTAHOAPT

YNAKOBKA AN19 MEAVLIMHCKNX U3AENNI,
NOANEXALLMX ®PUHNLLHOW CTEPUNU3ALMMN

O6uwme TpeboBaHUA
Packaging for terminally sterilized medical devices.
General requirements

[ata BBegeHuns 2013-01-01

1 O6nacTb NpUMeHeHuA

1.1 BkntoyeHusa

1.1.1 HacTosiwmii cTtaHAapT ycTaHaBNuBaeT TpeboBaHUA K 0AHOPa30BbIM MaTte-
puanam y MHOropasoBbiM KOHTeWHepaMm, UCMOMb3yeMbIM AN yNakoBblBaHUSA MeaULUH-
CKMUX M3Jenuin, noasepraemMbiXx (PUHULLHOW CTepunusauuu, NPOBeAEHHOro Kak B Mpo-
MbILLSIEHHOCTU, TakK 1 B yUpeXAeHUsax 3gpaBooxpaHeHus (cM. pasgen 4).

1.1.2 HacToswwmii cTaHgapT ycTaHaB/IMBaeT OCHOBHble TpeboBaHUSA K pa3paboT-
Ke u Banujauummn npouecca ynakoBbiBaHWUA ANS NPOM3BOAUTENS MeAULMHCKUX U3LeNuid,
nogsepraembix QUHNLWIHON cTepunnsaunn (pasgen 5).

Hanb6onee oTBETCTBEHHbIMU NpoLeccaMn ABAAOTCA (DOpMUPOBaAHME U CKNeunBa-
HMEe. HO CYLeCTBYIOT 1 Apyrve onepauuu, BAUSAIOLLME Ha KOHEYHYH YMNakoBKY, Ha KOTO-

pble cneayeT o6paTUTb BHUMAaHWe.

MpumMmeuyaHne — B HacTosileM cTaHgapTe 60/bHULBI U ApYTvie opraHusauuy, yna-

KOBbIBawoLmne mMeguLnHCcKne nsaenus, cHuTaroT npons3soanTesiIaMn.

HacToAwmin ctaHaapT ycTaHaBAWBAET CYLLIECTBEHHbIE KPUTEPUU, OLEHKU Mpu-
€M/IEMOCTV YNaKoBOK A/1S1 CTePWU/IbHbIX MeAULMHCKMX n3aenuii (pasgen 6), Heo6xoau-
Mble ANs pa3paboTuMkoB U MPOU3BOAUTENEN MeAULUMHCKUX WU3Aenuii, a Takke onuca-
HMe NabopaTopHbIX NCMbITAHWUI U OLEHOK, KOTOPble MOXHO MPUMEHSITL AN1A onpegene-
HWUS COBOKYMHOCTW MOTPEOUTENBCKUX XapaKTepPUCTUK KOHKPETHOM yNakoBKM, UCMOMb3Y-
eMoll Ans 3alUThl YacTell n3genns npyu pacnpocTpaHeHUN U XpaHeHWn usgenus u ob-
paLLEHNIN C HUM.

M3paHue oduumnansHoe
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1.2 WcknoyeHns

1.2.1 HacToswmiA cTaH4apT He pacnpoCTpaHsAeTCa Ha YNakoBKY AN NPOAYKLUMK,
Npov3BeAEeHHOl acenTMyeckum MeTOAO0M, Tak Kak NpuBefeHHbIX TpeboBaHuii HegocTa-
TOYHO AN1A foKa3aTesibCTBa TOro, YTO YNakoBKa M MPOLLeCC yNnakoBbIBAHUA He AB/AIOTCA
MUCTOYHMKOM KOHTaMuHaLMn NpoayKLmm.

1.2.2 HacTtoswumii cTaHA4apT He ycTaHaBnvMBaeT NopsaAok oT6opa npob ANsA uUcnbl-

TaHWn NN KONMYECTBO U npPoOAOJ/IKNTEJIbHOCTb HOBTOpHOCTEIZ npun ncnbliTaHNAX.

MpumedyaHne — 3TM TpebOBaHUS [O/MKHbI ObITb pa3paboTaHbl U3roTOBUTENIEM WK

NPOV3BOAUTENEM [T KOHKPETHOTO MEAMLIMHCKOMO U3Aenus.

2 HopmaTuBHbIE CCbI/IKM

B HacTosWwem cTaHfapTe MCNoMb30BaHbl CChISIKMA Ha criegylolime ctaHaapTbl:

ISO 186:1994 Paper and board. Sampling to determine average quality (bBymara
1 kapToH. OT60p Npob6 ANa onpefeneHnss CpefHero kKayecTsa)

ISO 2859-1:1989 Sampling procedures for inspection by attributes - Part 1
Sampling plans indexed by acceptable quality level (AQL) for lot-by-lot inspection (Mpo-
Lueaypbl BbIGOPOYHOrO KOHTPOSA MO KaueCTBEHHbIM npu3sHakam. YacTtb 1. MnaHbl BbI6O-
POYHOrO KOHTPOJIA C yKasaHMeM npuemnemMoro yposHsA kadectsa (AQL) ana nocnepo-
BaTe/IbHOr0 KOHTPO/SI NapTuil)

ISO 5636-1:1984 Paper and board - Determination of air permeance (medium
range) - Part 1. General method (bymara n kapToH. OnpegeneHve Bo34yxonpoHuuae-
MocCTuK (cpegHuii ananasoH namepeHus). Yacte 1. O6wmin meTton)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl me-
Hep)KMeHTa kayecTBa. TpeboBaHuA)

ISO 11140-1:1995 Sterilization of health care products. Chemical indicators. Part
1. General requirements (Ctepunusanmsa MeAULUHCKON NpoayKuun. XvuMnyeckne nHau-

kaTopbl. YacTb 1. Obwue TpeboBaHUs)

3 TepMUHbI 1 onpeaeneHns

B HacTofillemM cTaHAapTe MCNo/b30BaHbl cleaylline TEPMUHbI C COOTBETCTBY-
IoWMMK onpegeneHnsaMu:

31 3akpblTne (closure): CpeactBo (cnocob) 3akpbITUs ynakoBku 6e3 npumeHe-
HWUS CKNeuBaHWs, Hanpumep, MHOrokpaTHbIM crmbaHvem (dhanbLoBKO) ¢ 06pa3oBaHu-

€M MU3BUTNCTOro npoxopaa.

2
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3.2 uenocTHOCTb 3akpblTuA (closure integrity): CocTosiHMe 3akpbITusA, obecne-
ynBaloLLee Takon e MUKPOOGHbI 6apbep, Kak 1 oCTaslbHasA YacTb YNaKkoBKM.

3.3 artecTtauma cooTBeTcTBUA (compliance qualification): JokymeHTUpoBaH-
HOe CBUAETENLCTBO COOTBETCTBMS YNAKOBKM TEXHUYECKMM TpeboBaHUAM, NpeabsBas-
eMbIM K ynakoBke Ana (PUHULWHON cTepunmsaumm MeauunmHCKUX U3genuii, OCHOBaHHOe
Ha ee UcnbITaHMAX.

3.4 paspab6oTka (development): lNpouecc ycoBepLleHCTBOBAHUA 6a30BOM KOH-
CTPYKLMMN WU TEXHOJOTUU C LUEfbl0 AOCTMXEHUS COOTBETCTBUS YCTAHOBMEHHLIM KpU-
TEpPUsIM Ha NPOAYKLMIO.

3.5 otka3s (failure): CobbiTve, nNpM KOTOPOM 4YacTb YMNaKOBKM MpU 3afaHHbIX
YCMOBUSAX He BbINOMHAET OAHY unu 6onee TpebyeMbix OT Hee (PYHKUWIA B 3afaHHbIX
npepenax.

3.6 aHanmn3 oTkasos (failure analysis): J/lornueckoe cuctemarnyeckoe nlyyeHue
obpasua ¢ uenbio onpefeneHns n aHanmsa BEPOSATHOCTU, MPUYMH U NOCNEeACTBUIA no-
TEeHLUMa/IbHbIX N peasibHbIX 0TKA30B.

3.7 cTepununsaumoHHas ynakoBka (koHeyHas ynakoBka) (final package): Mep-
BMYHOE 3alWTHOE YCTPOWCTBO, B KOTOPOM MPOM3BOAUTCHA (QUHULUHASA CTepunusauums
MeAMLMHCKUX N3Aenunii (He BkIovalllee B cebs KOPOOGKN AN XPaHEHUS U KOHTENHepbl
4NS nepeBo3Ku), 3aliuLLalllee cogepXrmoe A0 3a4aHHOr0 YPOBHSA 3alluTbl B TeUeHne
BCEro cpoka rogHocTtu (T. e. cosjatollee 3awmTy oT PU3NYecKoro, MMKPOBGHOro MM Xu-
MMUYECKOro BO3AENCTBUSA).

3.8 npousBoauTens (manufacturer): ®usnyeckoe nam wpugmyeckoe nuuo (MH-
AVBMAyanbHOEe WX opraHu3auusl), OTBETCTBEHHOE 3a YyMakoBbiBaHUE W/MAn cTepunu-
3auui0 MeuLMHCKOro U3enus.

3.9 megnumnHckoe mnagenue (medical device): VIHCTpymeHT, annapart, npucno-
cobneHve. maTtepuasn, Ucnosb3lyemble OTAENbHO UAWM C APYTUMU U3LeNusaMu, BKIoYas
HeobxoAnMoe nporpaMMHoe obecrneyeHue, npegHasHavyeHHble 48 N4ein B uenax:

-AUarHOCTUKN, NPomnNakTMkn, HabnwaeHns, NnedyeHns nam obneryeHns 6ones-
HW;

-ANarHOCTUKN, HabMAeHUs, fedyeHus, obnerdyeHMss WNM KOMMeHcauun npu
TpaBMax WUn MHBAUAHOCTY;

- UccnefoBaHusi, 3amMeLLeHns WM U3MEHEHUST aHATOMMUU UK (PM3NONOTNYECcKoro
npouecca;

-KOHTPONA 3a4aTtusl, OCHOBHOEe rfpejnosiaraemoe AeicTBUE KOTOPOro CHapyxXu

WM BHYTPU Tesla 4esnoBeka foCTUraeTcs 6e3 npuMeHeHus dapMakosormyeckmx, UM-

3
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MYHOMIOTUYECKUX UM MeTabo/IMYecknx CPeAcTB, HO KOTOPbIE MOTYT MPUMEHSATLCS COB-

MECTHO C TakKuMu cpegcrtBamu.

3.10 MMKpOOHbLI 6apbep (microbial barrier): CBONCTBO ynakoBOYHOW CUCTEMBI
npepoTBpalLaTh NpM 3a4aHHbIX YC/I0BMAX NPOHUKaHNE MUKPOOPraHn3MOB.

3.11 cuctema mapkmpoBku (labeling system): COBOKYMHOCTb MapKMpPOBKM Ha
ynakoBke 1 060/ npunaraemoin nHopMauuy no NPUMEHEHUI0, Haxoaswencs BHYTpY
UM B KOHTAKTE C KOHEYHOM YNaKOBKOWA.

3.12 coBMecTUMOCTb YynakoBbIiBaHusA (packaging compatibility): CsoiicTBo
yNakoBOYHOrOo Martepuana wu/unam crnocoba ynakoBbiBaHUSl, MO3BOMAKLIEE JOCTUraTb
TpebyeMbIX XapakTepucTuk 6e3 oTpuuaTesibHOro BO3AENCTBUS Ha MefuLMHCKoe n3fe-
nne

3.13 uenoctHOCTbL ynakoBku (package integrity): HenospexaeHHoe usnye-
CKO€ COCTOSIHWE CTepUIN3aLNOHHON YNakoBKN.

3.14 atTectauua pabotocnocobHocTn (performance qualification): LokymeH-
TMPOBAHHOE CBUAETE/IbCTBO COOTBETCTBMSA YNakoBKM TPeBGOBaHUSAM K CTepUIn3aLmoH-
HOll (KOHEeYHOI) ynakoBKe, OCHOBAHHOE Ha WCMbITAHWN KOHKPETHOr0 ynakoBOYHOIO Ma-
Tepuana.

3.15 narotoButenb (producer): dnsnyeckoe unu opuanyeckoe nuuo, (MHLUBU-
JyanbHOe Wan opraHv3auus), 0TBETCTBEHHOE 3a M3roTOB/IEHME YNakoBOYHOIO MaTepu-
ana wn/vwnn cnoco6 ynakoBbiBaHMUS.

3.16 npoaykt/npoaykuusa (product): MeauumHckoe wusgenne wwunm AOMNOSMHK-
Te/flbHble KOMMOHEHTbI B COYETaHMM C KOHEYHOW YNakoBKOIA.

3.17 attecTtayusa (qualification): JlokymeHTUpOBaHHOE NOATBEPXAEHME TOro, YTO
BCe 3a/laHHble TPeb6oBaHNS K KOHCTPYKLMM 1 paboTOCNOCOOGHOCTH BbIMOIHEHbI.

3.18 peBanupgauyunsa (revalidation): JokymeHTUpOBaHHasa npouegypa noBTOPHOro
NnoATBEPXAEHNS NPOBEAEHHON Bangaunu.

3.19 kneeBoe coeauHeHue (seal): Pe3synbtar coeguHeHNs cnoes, Hanpumep ¢
MOMOLLbIO afre3nBHbIX KNeeB Uan TEPMUYECKOTO MIaB/ieHUs.

3.20 uenocTHOCTb K/eeBOro coegnHeHus (seal integrity): CoctosiHne kneeBo-
ro cnosl, obecneuymBalwliee He MeHbLIUA MUKPOGHbLIA Gapbep, Yem ocTasibHas 4acTb
yMaKoBKMU.

3.21 Npo4yHOCTb KJieeBOro csos (seal strength): MexaHnyeckas NPoO4YHOCTb

KneeBoro coegunHeHus.
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3.22 ynakoBka A1 NPOBOAHMKA CTepunbHoOWn xnakocTtu (sterile fluid path
packaging): YnakoBka uaM cucTeMa M3 ynakoBKM U 3alLMTHOW 060/I0HKM NPOBOAHMKA
CTEpPUNbHOI XWAKOCTW, pa3paboTaHHas € Uenblo obecrneyeHus CTEPWLHOCTU YacTu
MeANUNHCKOro n3genns, npegHasHauyeHHoW An1a KOHTakTa C XKUAKOCTAMU.

3.23 coBMecTUMOCTb €O cTepunusaumein (sterilization compatibility): Coso-
KYNHOCTb CBOICTB yNakoBOYHOro Marepuana u/mnm cnocoba ynakoBbliBaHWS, MO3BOMIS-
IOWMX UM BblAEPXMBATL CTEPU/IM3ALMOHHYI0 06paboTKy M obecneumBatb AOCTUXKEHUE
TpebyeMbIX YCMOBUIA CTEpUNU3auny BHyTPU (PUHULLHON YNaKOBKMW.

3.24 noTtpebuTtenb (user): dusmyeckoe wam opuandeckoe nnyo (MHAMBMAYasb-
HOe Wau opraHu3aumns), 0OTBETCTBEHHOE 3a MCMOJ/Ib30BaHNE NPOAYKLUNN.

3.25 Bannpgauuna (validation): JokymeHTUpOBaHHas npoueaypa nosiyyeHusa pe-
3yNbTaTtoB, HEOOGXOAMMbIX A9 NOATBEPXAEHUSA TOro, YTO MPOLECC HEU3MEHHO daeT

NpoAYKLMI0, COOTBETCTBYIOLLYIO 3a/laHHbIM Tpe6oBaHUSIM.

MpumeyaHne — CuutaloT, YTO Ba/MfauUss — KOMI/IEKCHbIA MNpoLecc, KOTopbl
BK/IOYAET B Ce6S: NMCbMEHHbIV NPOTOKOS; AOKA3aTeIbCTBO TOr0, YTO UHCTPYMEHTLI Ans cbopa
[JaHHbIX MoBepeHbl, 060pyAOBaHe B YCTAHOBIEHHOM COCTOSIHUM OTBEYAeT KOHCTPYKTOPCKMM
YC/IOBMSIM U XapaKTepucTukam (aTTectaumusi YCTaHOBMIEHHOTO 060pYyAOBaHWs), Npy 3aaHHbIX
pabourx ycnoBusix NO3BOJISET BECTM MPOLIECC B 3afaHHbIX Npefenax 1 obecneumsaeT BOCNpo-
M3BOAMMOCTb. UYTO MOATBEPXKAAETCA NMOBTOPHLIMU UCMbITAHUSMU Y MUKPOBMOIOrMYECK MU MPO-
Bepkamy mnpotecca (MpoM3BOACTBEHHAS aTTecTauus npouecca Wam arrectaums XxapakTepucTuk
npotecca).

3.26 dmHuwHaa cTtepunmnlauymsa (terminally sterilizer): Crtepunusaunsa megu-

LWNHCKNX VI3,CI,eI'IVIl7l, ABNAKWaACAH KOHEeYHOoiA OI'IepaLl,VIeVI no unx M3roToBsieHNO, nocne

NPOBeAEHNST KOTOPOI MeAULUHCKUE N3AENNSA MOXHO NPUMEHSATb MO Ha3HAYEHMH.
4 YnakoBOYHble MaTepuanbl

4.1 O6wwue TpeboBaHMSA
4.1.1 Cucrtembl kayecTsa
[elicTBMA, onncaHHble B HACTOsLWEM CcTaHAapTe, cfefyeT BbINOMHATL B paMkax

obuuUManbHol cUCTEMbI KayecTsa.

MpumeyaHne — TpeboBaHUs K cucTemMaMm kadecTBa npueeeHsbl B 1ISO 9001. AnA
BbINO/IHEHMS TPebOBaHW HACTOALLEro CTaHAapTa HeT HeoOBXOAMMOCTY MoslyyYaTb Ha cUcTemy
KauecTBa cepTudmkaT TpeTbeli CTOPOHbL.
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4.1.2 OT60p NPO6

MnaHbl oT60pa NpPo6, MCNOMb3yeMbIX AN WCMAbITAHWUA YNakOBOYHbIX MaTepua-
NOB, AO/MKHbI OblTb BbIGPAHbI MO COrNAaCOBaHUI0 MeXAy M3roToBUTENeM U Npou3Boau-
Tenem, Hanpumep, C UCMONb30BaHMEM A0MYyCTUMOro ypoBHA kadectBa (AQL) no 1SO
2859-1 unmn ISO 186 nnbo ctaTUCTUYeckoro KoHTpona npouecca (SPC). Ana kax[oro
BbIGpaHHOro naaHa A0/HKHO ObiTb AOKYMEHTUPOBaHHOE 060CHOBaHME.

4.1.3 O6uwume TpeboBaHusA

4.1.3.1 HasHauyeHne ynakoBKU A (DUHULIHOW CTepunmsauny MeauLMHCKUX U3-
Jenuini — coxpaHeHue CTepUNbLHOCTM MPOAYKUMM C YYETOM 3a[aHHbIX YC/I0BUIA ee npu-
MEHEHUs, TPAHCMOPTMPOBAHMUSA, XPaHEHNSI N CPOKa FO4HOCTMU.

4.1.3.2 B kayecTBe Cbipbf ANA U3rOTOB/IEHNA YNAKOBOYHbLIX MaTepuasnos npume-
HSAKOT YNCTble WM YTUNU3NPOBaHHbIE MaTepuasbl NpU YCAOBUU, YTO UCTOYHUK, NCTOPUS
N NPOC/IeXNBAEMOCTb BCEX BMAOB Cbipbs, OCOGEHHO YTUAN3UPOBAHHLIX MaTepuasios,

N3BECTHbI N KOHTPOJZINPYOTCA.

MpumMeuyaHne — Mpu CYLLECTBYIOLLMX TEXHO/OTMSIX TOPrOB/IM Ma/IOBEPOSITHO, UTOGbI
YTUIN3MPOBAHHbIE MaTepuasibl, 3a WCK/IIOYEHNEM MPOU3BOACTBEHHBLIX OTXOAO0B, KOHTPOSIMPO-
Ba/INCb [1OCTATOUYHO 3DGIEKTUBHO, TaK UTO MOXKHO 6bI/10 Gbl AOMYCTUTHL UX 6E30MACHOE WCMOJIb-

30BaHue /11 M3rOTOB/IEHNS YMAKOBKM A1 (OMHWLLHON CTepunm3aumi MeauLyHCKUX U3aenuii.

4.1.3.3 KOHCTpYKLUUIO ynakoBku 1 TpeboBaHWA K NPOU3BOLCTBEHHOMY Mpoueccy
cnepyet nepecmatpmBaTtb U MPUMEHSATbL C YYETOM BblGpPaHHOro mMarepuana u BAUSHUSA
Ha Hero npouecca ctepunusaumn. Kputepum npyuemMnemMocT npuseeHsl B pasgenax 5
n 6.

4.1.3.4 Bce mMeToAbl MUCMbITAHUA, Ucnofib3yemble A5 MOATBEPXKAEHUS COOTBET-
CTBUSI HACTOSILWEMY CTaHAAPTY, AO/DKHbI ObITb Ba/IMAMPOBaAHbI U OKYMEHTUPOBAHbI.

4.1.3.5 C nomoLbi0 COOTBETCTBYIOLINX METOAOB MWCMbITAHWIA, COrnacoBaHHbIX
U3roToBUTENIEM 1 NPON3BOAMUTENIEM, OLEHMBAIOT CieAylolie CBOWCTBA maTepuana:

a) MUKPOOBHbLIA Bapbep;

b) TOKCUKOIOTMYECKNE XapakTepPUCTUKN;

C) husnyeckne n XMMmnyeckme CBOMNCTBA;

d) coBMecTMMOCTb € MeTogaMu CTepuamsaunm, ¢ KOTOpbIMU NpegHasHavaeTcs
ucnosib3oBaHWe MaTepuana,;

€) COBMECTUMOCTb C npoueccamu dopMUpoOBaHusl U cknenBaHus (cMm. pasgen 5);

f) no6ble orpaHnyeHnss CPOKOB rOAHOCTM YNakoOBOYHOIo marepuana 4o v nocne

cTepunnsaumm.
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4.1.3.6 TpeboBaHNSA K xapakTepucTukam yrnakoBOK ANS (QUHULLHOW cTepunsa-
UMM MepuuMHCKNX n3genuii npuBegeHbl B 4.1.4—4.1.7. XapakTepucTuku marepuana,
Heo6XxoAnMble AJ1A KaXX[0ro KOHKPETHOrO NpMMEeHeHus, LO/DKeH OnpefenunTb Npou3Bo-
antens. Matepuanbl ¢ XxapakTepuctmkamu, He NepedyncsieHHbiMn B pasgene 4, MOXHO
OLEHUTb C UCNO/Ib30BaHNEM KPUTEPUEB NMPUEMNEMOCTU, NPUBEAEHHbLIX B pasgenax 5 u
6.

4.1.4 TpeboBaHUA NPUEMNIEMOCTM

YnakoBo4yHble MaTepuasibl 06LLero npuMeHeHns, Hanpumep obepToyHble Mare-
puanbl (bymara, noMMepHas NeHka UM HeTKaHbli Marepuan us noaMaTuieHa BbICO-
kol nnoTHocTn (HDPF), fo/mxHbl COOTBETCTBOBATL CeayowmMm TpeboBaHNSaM:

a) marepuasibl fO/KHbI 6bITb HEBbIWENAYNBAEMbIMU, HETOKCUYHLIMW U HE UMETH
3anaxa B TakoW CTeneHu, YTobbl 3TO MOM/10 YXYALWMNTb XapakTepUCcTUKN 1 6e30nacHoOCTb
MaTepuana nMbo HeraTMBHO BO34ElCTBOBaTb Ha MefULMHCKME U3Aenns, C KOTOPbIMU
OHUW KOHTaKTUPYIOT;

b) B Marepuanax He AO/HKHO ObiTb AblP, TPELMH, pa3pbiBOB, MOPLMH WX MECT-
HbIX YTO/ILLEHUIA M/MNN YTOHYEHWIA, CMOCOBHBIX YXYALIUTE UX paboTy;

C) NNIOTHOCTb A0/MKHA COOTBETCTBOBATL 3aJaHHOI U3roTOBUTENEM;

d) ypoBeHb YMCTOTbI MaTepuana AO/HKEH ObiTb NPUEM/IEMbIM;

e) yaenbHble WA MUHUMAsbHble U3NYECKMEe XapaKTepuCTUKM (NMPOYHOCTb Ha
pacTseHne, OTK/IOHEeHMe MO TOoJ/IWMHEe, COMPOTMB/IEHNE pa3pbiBY, BO34YyXOMNpoHULae-
MOCTb M NPOYHOCTb Ha MpoAasBAMBaHWE) AO0/HKHbI COOTBETCTBOBaTb TpeboBaHWAM K
MeANLUHCKUM U3genunsam, npoueccam ynakoBbiBaHUA U (PUHULIHOW cTepunmnsaunu;

f) AOMKHO ObITb YCTAHOB/IEHO, YTO OCOOble XMMU4Yeckme cBoiicTBa (BennynMHa
pH, cogepxaHue X10pMAOB U CyNbaTtos) oTBeYalT TPeb6oBaAHUAM K MEAULUHCKUM U3-
Jenuam 1 npoueccam ynakoBblBaHUSA UKW CTepum3aLlmu.

4.1.5 flononHutenbHble TpeboBaHUA K Marepnasiam Cc aaAre3nBHbIM C/10emM

Kpome Tpe6oBaHuii 4.1.4, matepuasnbl C afre3mBHbIM COEM A0J/DKHbl COOTBET-
CTBOBaTb C/eAyOLUM TPeO6OBaHNAM:

a) CTPYKTypa aAre3vBHOro CNos A0/MKHa GbiTb HEMNpepbIiBHOM, 6€3 NPonyckoB 1
pas3pbIiBOB, KOTOPble MOMYT ObITb NPUYMHON Ae(eKTOB CKNenBaHus;

b) NIOTHOCTb HAHECEHMUA Kes A0/hKHAa COOTBETCTBOBATb XapakTepucTuke, yka-
3aHHOW M3roToBUTENEM;

C) MPOYHOCTb K/IEEBOr0 CNOS MaTepmnasnoB AO/MKHA OblTb HE HUXE 3a[aHHOW.

4.1.6 fjononHuTesnibHble Tpeb0oBaHUA K M3rOTOBJ/IEHHbLIM YrakoBKam
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4.1.6.1 KOMMNOHEHTbI ynakoBOK (MaTepuasibl, aAre3vuBHble C/1I0U, KpacuTesu wuam
XUMUYECKMe WHAMKATOPbI) He [AOJ/KHbI pearnpoBaTtb, 3arpsA3HATb, NepexoguTb uv
HeraTVBHO BNUATHL HA NPOAYKLMIO Nnepes, BO BPEMS UMW NOc/e cTepunnsauuu.

4.1.6.2 Kpome TpeboBaHuii kK MaTepnanam, npMBefeHHbIM B 4.1.4 1, B ciiyvyae
NPUMEHMMOCTH, B 4.1.5,M3r0TOB/MEHHbIE YNAKOBKN (Hanpumep BymaxHble nakeTbl, Tep-
MocCBapvBaemble nakeTbl U PYNOHbI) AO/MKHbI COOTBETCTBOBATL Creayowmm TpeboBsa-
HUAM:

a) ynakoBK/ [O/DKHbl COOTBETCTBOBATb XapakKTepucTUKam W3roToBUTENS WK
Npou3BOAUTENSA B YACTU LUMPUHBLI K/1IEEBOro C/os, MPOYHOCTU Ha npojasnuvBaHue uunu
NMPOYHOCTN CKNenBaHus:

b) MHAMKATOPLI MpoLecca, HaneyataHHble Ha ynakoBKax, AO/DKHbl COOTBETCTBO-
BaTb TpeboBaHMam ISO 11140-1;

C) OTKpbIBaHWE yNakoBOK paccnavBaHneM [LO/HKHO ObiTb HEenpepbIBHbIM U OfHO-
poAHbIM, 6€3 aenaMWHMpPOBAHWA WM paspbiBa MaTtepuana, Cnoco6HOro yxyAwuTb
acenTuyeckne CBONCTBA.

MpumeyaHne — BymaxHble TepmocBaprBaeMble MakeTbl U PY/IOHbI UMEOT, Hapsaay
C XapaKkTepucTMkaMu NpMemMIEMoCTy, eLle 1 XapakTePUCTUKN KOHCTPYKLMN 1 DOPMbI YNaKoBKU.

4.1.7 JononHutencHble TpeboBaHUA K KOHTeilHepam (CTepunm3auuMoHHbIM KO-
po6kam) /19 MHOTOKPaTHOTO NPUMEHEHUSA

Kpome TpeboBaHWii kK maTtepuanam, npmeefeHHbiM B 4.1.4 n, B cnyyae npume-
HUMOCTU, B 4.1.5, KOHTelHepbl ANA MHOrOKPaTHOro NPUMEHEeHWs [0/KHbl COOTBET-
CTBOBaTb C/leAylWwmM TpeboBaHNAM:

a) KaXAblii KOHTENHep AO0/MKEH ObiTb CHaBGXeH CUCTEMOI OGHApPYXEHWUs OTKPbI-
BaHUS C ACHOW MHAMKAUMWEN, ecnv LeNoCTHOCTb 3aKpbiTUs Gblna HapylleHa:

b) MECTO MPOXOXAEHUS CTEPU/IN3YIOLLErO areHTa A0/HKHO ob6ecneumBaTtb 6apbep
NMPOHUKAHNIO MWKPOOPraHM3MOB BO BPEMS BbIFPY3kM KOHTelHepa M3 cTepunusaropa,
€ro TpaHcnopTnpoBaHnsa n xpaHexusa (cm. 4.1.3):

C) NpokKnagku/ynnoTHeHUa 1 hunbTpbl AO0MKHBI 06ecneunBaTb 6apbep NPoHUKa-
HMIO MUKpoopraHusmos (4.1.3);

d) KOHCTPYKLMA KOHTEWHepa AO/hKHa npefycmaTpuBaTtb BO3MOXHOCTb BuU3yasib-
HOro OCMOTpa BCEX OTBETCTBEHHbIX YacTei. V3roToBuTeNb AO/MKEH yKa3aTb KpUTEpUn
OLEHKM, NCMNOJb3yeMble NPU BU3yaslbHOM OCMOTPE KOHTelHepa nepef KaXAbiM ero no-
cnepylwmMm npuMeHeHuemM;

€) U3roToBUTENb OO/DKEH yKa3aTb MEeTOAMKM OOCYXUBAHUA W YUCTKMU, a Takke

nepnoan4yHOCTb nN cnoco6 OCMOTpa, 06C]'Iy)KI/IBaHI/I9| N 3aMeHbl KOMMOHEHTOB.

8



MOCT ISO 11607-2011

4.1.8 OTBETCTBEHHOCTb 3a Ba/Mjauuilo ynakoBKM M 3a aTtTecTtauuio COOTBET-
CTBMS 1 paboTOCNOCOB6HOCTH

4.1.8.1 3a Banuaauuio cTepuiM3alunoHHOK YyNakoBKM OTBeYaeT NpomM3BoaUTE b.

4.1.8.2 3a npoBefeHne UCMbITaHWiA MO aTTecTauny COOTBETCTBMS MaTtepuasion

oTBeYyaeT U3rotoBuTesnb.

MpumeyaHne — 3TO He UCKIOUYAET BOSMOXHOCTM AOGPOBOJILHOMO MPUHSTUS Ha ce-
651 3TOro BYAA OTBETCTBEHHOCTM MPOU3BOAUTENEM.

4.1.8.3 3a npoBefeHNe UCMbITaHWIA MO aTTecTaunm NpMeMgIEMOCTN OTBEYaAET U3-
roToBUTESb.

4.1.9 JokymeHTauua

Bce npoueaypbl 1 pesynbtatbl BaNugaLmMm A0/MKHbI 6bITb NOHOCTHLIO AOKYMEH-
TUPOBaHbI Y COXpaHeHbl B COOTBETCTBMMU C OhMLMaANIbHOM CUCTEMOI kayecTBa.

4.2 TpeboBaHuA K Banugauymun

4.2.1 CoBMeCTMMOCTb C MPOLECCOM CTepuUnn3aunm

4.2.1.1 CoBMeECTUMOCTb MaTepuasia Nno OTHOLUEHUID K Mpoueccy crepunmsayumn
[O/DKHAa NoATBepXAaTth, YTO yNnakoBKa B AOCTATOYHOW Mepe npoHuuaema Ans Bcex du-
3MYECKUX U XMMUYECKUX areHTOoB, KOTOpble B/IMAKT Ha 3(PMEKTUBHOCTb KOHKPETHOrO
npouecca crtepuausauumn (Hanpumep AN CTepunv3auum OKCUAOM 3TueHa cnepyeT
BK/TOUYNTb MPOHULAEMOCTb ra3006pa3HOro okcuaa aTueHa, Napos BOAbl U BO3AyxXa), U
npouecc ctepunusaymm He yxywaeT co BpemMeHeM hu3nyeckme cBolicTBa marepuana.

MpumeyaHns

1 Ecnv npoAayKumio ynakoBbIBaHOT MHOTOC/IOMHBIM 3aBepThbiBAHUEM, TO A1 BHYTPEHHMX
N HapyXHbIX C/TI0EB YNAKOBKM MOTYT ObITb YCTAHOB/IEHbI Pa3/nyHble JONYCTUMBIE Npeaesbl Xa-
pakTepUCTVK MaTepuana.

2 CoBMECTVMOCTb MOXHO OMpeAensTb OAHOBPEMEHHO C Basimjaumeli crnosib3yeMoro
npovecca crepuamsaummn.

4.2.1.2 Mpn HE06XOAMMOCTM NPOBEAEHUS MHOrOKpaTHOM cTepunusauuy Aonos-
HATE/IbHO OLEHUBAKT MPUEM/IEMOCTb YMaKOBOYHbLIX MaTtepuasoB C Lefbilo NoATBeEp-
XAEHWA TOro, YTO XapakTepUCTUKUM MaTepuana COXPaHSAITCSA MOocne Hee B 3afaHHbIX
npegenax. OTBETCTBEHHOCTb 3a 3TO HeCeT NPOMN3BOANTESb.

4.2.1.3 MNpwn onpepeneHnn nNpurogHoCcTM A9 npefHasHauYeHHOro npuMeHeHus
paccmaTpuBaloT Matepuasbl pasHbiX Mapok, KOTOpble MOryT ObiTb NPU 0ObIYHLIX TEKY-

LWNX noctaBKax.
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MpumedyaHune — [py UCMbITAHMM MAaTEPUAIOB CrlefyeT OLUEHMBATb BIMSHWE CIly-
YaiiHOro OTK/IOHEHMS1 CYLLECTBEHHbIX CBOMCTB MaTepuana Ha ero npuemnemocTb (Hanpumvep

TONLWMHBI WK pa3mepa Mnop A5 NOPUCTLIX MaTepuasios).

4.2.1.4 Bca vcnonb3yemas B TekylleM Mpou3BOACTBE ynakoBKa [0J/KHa COOT-
BETCTBOBATb XapaKTepucTukam C 3afaHHbIMW npejeniamun, a XapakTepuctukm — Tpe-
60BaHUSAM npoLecca cTepuansaunu.

4.2.2 COBMECTMMOCTb C YNaKkoBbIBaEMOW Npoaykune

4.2.2.1 TpousBoauTenb AOMIXEH uccnefosartb NPUrogHOCTbL YNakoBKWM ANA Npwu-
MEHEHWA C KOHKPETHbIMU MEAULMHCKUMWU u3genuamu. [na 3Toro onpepesnsoT COnpo-
TUB/EHWE MPOKOJY MU COMPOTUB/IEHNE Ha pas3pbiB (C NpeaBapuTesibHbIM MHULUMPOBA-
HMeM paspbiBa U 6e3 Hero) W, ecnn 370 NMPUMEHWMO, — BJ/IUSIHWE HarpeBa, CBeTa,
BNIXXHOCTK, BO3AyXa U T. [.

[na matepuanos, yCcrnewHo NPpMMEHSBLUMXCA paHee, MOXHO MCMob30BaTh ap-
XWBHblE [laHHblE.

4.2.2.2 Tpun onpegeneHny npefenbHbliX 3HAYEHUA U3NYECKUX U XUMUYECKMX
XapakTepmcTuk Heob6xo4MMO aHanM3npoBaTbh BO3MOXHOE B3aMMHOE HeraTuBHOe B/vA-
HMe ynakoBKW W MeOVUMHCKOro u3gesnus Apyr Ha Apyra, yaapbl U NUKOBbIE HArpysku,
BO3MOXHbIe Mpu cTepunmsaymm 1 nocnegyrolwem TpaHCNnopTUPOBAHNN U XpaHEHUMN.

K dmsunyeckum chaktopam, okasbiBalwLMM B3aMMHOE HeraTMBHOe BWSHUE, OT-
HOCAT Maccy MeAWUMHCKOro U3OEeNUs WU Hanuume OCTPbIX rpaHen, K XUMUYEeCKUM —
BO3MOXHYIO MUrpaLuio naactngunkaTtopos nM60 U3 ynakoBKM B MeAWUMHCKOe n3genve,
nnéo B 06paTHOM HanpasieHUn.

4.2.2.3 MNMpounssoanTesib HeceT OTBETCTBEHHOCTb 3a obecrneyeHne Toro, 4YTo KOH-
KpeTHble maTepuasibl B COYeTaHUM C YKa3aHHbIMK npoleccamu CTepunmsaunumn u ynako-
BbIBAHWSA HE OKa3blBAOT HEraTUBHOIO BAIUSAHMA Ha 6€30MacHOCTb Y paboTOCNOCOOHOCTL
MeANLUHCKOro nsgenus.

4.2.2.4 TIpUrogHOCTb KOHKPETHOIN YNaKoBKW A/1S1 3alUUTbl KOHKPETHOTO MeAULUH-
CKOro M3aenns OO/MKeH onpefenaTb NPou3BOAUTENb NMPU PACCMOTPEHUN YACTHbIX Cry-
YyaeB 3aluTbl, HEOOXOAUMBIX 011 MEAULMHCKOTo u3genusa (Hanpumep 3awuTbl 31ek-
TPOHHbIX KOMMOHEHTOB OT paspsfa CTaTUYeCKOro 3NeKTpuyecTBa), a Takxe y[apos U
MUKOBbIX Harpy3okK, BO3MOXHbIX MpU CTepunMsauum u nocnegyrow,em TpaHcnopTupoBsa-
HUN N XpPaHEHUN.

4.2.2.5 MpuUrogHoCTb KOHKPETHOW ynakoBKW ANS UCMOMb30BaHWs € npegHasHa-
YeHHOI CMUCTEMOI MapKMpOBKU AO/IXEH onpefensAtb Npou3BOAUTENb NPU BbINOSTHEHUN
cnepyrownx TpeboBaHwmii:

10
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a) Ha cucTemMy MapKMpOBKM He OKa3biBalT HeraTMBHOE BO3AeliCTBME MpoLecc
cTepunusaumm u/mnn nocnegyoliee TpaHCNOPTUPOBAHNE U XPaHEHNE;

b) cMCTeMa MapKUpOBKM He OKa3blBaeT HeraTMBHOE BO3feicTBME Ha npolecc
cTepunnsauun nvny nocneayrouiee TpaHCNOPTUPOBaHUE U XpaHeHue;

C) KpacuTenu HaneyataHHbIX 3TUKETOK HEe MPOHMKalOT BHYTPb, HE pacn/biBaloT-
cs UM He obecuBeYMBalOTCA, YTO MOXET OKasblBaTb HeraTnBHOe BO3AeliCTBME Ha Me-
OVUMHCKOe n3genve unu naeHTndrkaumo npogykuuu;

d) camoknetoLwmecs 3TUKETKA B LOCTATOUYHOM Mepe COXPaHSAT ANMKOCTb.

4.2.3 MuKpob6Hble 6apbepHble CBOICTBA

4.2.3.1 Obwwme ceegeHns

[na obecneyeHna 6e30MacHOCTU MPOAYKUMM OYEHb BaXHbLIMW ABNAIOTCA MUK-
po6HbIE GapbepHble CBOICTBA YNAaKOBOYHbLIX MaTepuanos. /15 HENPOHULAEMBIX U MNO-
PUCTbIX MaTePUanNoB UCMNONb3YHT pas/inyHble METOAbl OLEHKM MUKPOOHbIX 6apbepHbIX
CBOWACTB.

4.2.3.2 HenpoHuuaemble matepuasibl

WcnbiTaHMe HenpoHWuaeMblX MaTtepuanoB npueBefeHo B npunoxeHun A. Mog-
TBEPXAEHNE HEeNPOHULAEMOCTU MaTepuana ABNAETCA AOCTATOUYHbIM /15 BbIMNOJIHEHUSA
TpeboBaHNA 0 Ha/IMYMM MUKPOBHOro 6apbepa.

4.2.3.3 MNopuctole matepuansl

4.2.3.3.1 Ona obecneyeHnsa LENOCTHOCTU CTEPUNM3ALMOHHON ynakoBkn un 6e3-
0NacHOCTU U3AeNusa y NOPUCTbIX MaTtepuasnioB AO/MKEH ObiTb AOCTATOUHbIA MUKPOOGHLINA

6apbep NO OTHOLWEHNID K MUKpOOPraHn3mam.

MpuMeyaHue — He cywecTByeT yHUBEPCA/IbHOTO MeToAa MOATBEXAEHUS MUK-
POGHLIX GapbepHbIX CBOWCTB. MUMKPOGHbIE GapbepHble CBOWCTBA MOPUCTLIX MaTepuasioB, Kak
npaswo, OLEHMBAIOT UCKYCCTBEHHON KOHTamMuHauMen obpa3uoB maTtepuana aspo3osieM crop
GakTepuii UMM MUKPOYACTUL, MPW HEKOTOPOIA COBOKYMHOCTMW YC/I0BUIA UCMbITaHWA (CKOPOCTb Mo-
TOKa BO3fyxa Yepe3 MaTepuas, Be/MYMHA MUKPOOHO/ KOHTaMUHauuK obpasua W ASnTesb-
HOCTb UCMbITaHWiA). MWKpPOGHbIE GapbepHble CBOWMCTBA MaTepuasna npu 3afaHHbIX YC/I0BUSIX
UCMbITaHWA OMpefensioT CPaBHEHWEM CTEneHW MNPOHUKaHWS 6GakTepuii AW MUKPOYaCTUL,
CKBO3b MaTepuas C nepBoHaYasibHOM KOHTaMUHauyel. Takne MeToApb! AAKOT CPaBHUTESbHYHO
XapakTepuCTUKy MaTeprasioB M He MO3BOJIAKT NpeackasaTb UX NPUEMIEMOCTb NPY YCIOBUSIX,

OT/IMYAIOLLMXCA OT 3afaHHbIX YC/TOBUI UCTIbITAHWIA.

4.2.3.3.2 N3roToBUTENb [0/MKEH OnNpefenuTb, ABAAKTCA /M MUKPOOHble 6apb-
epHble CBOICTBa MaTepuasna f0CTaTOUYHbIMU A1 NMPUMEHEHNS B KayecTBe cTepuansa-

LIMOHHOI YyNaKoBKU.
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4.2.3.3.3 MNMpounzBoautens AO/MKEH ONpeAennTb, COOTBETCTBYHT /1 MUKPOOHbIE
6apbepHbie CBOWCTBA AAHHOIO Martepuana KputepusiM, Heo6XoANMbIM AN KOHKPETHOW
KOHCTPYKLMWN YNaKOBKU.

4.2.3.4 MeToabl UCNbITaHNA MUKPOBHbLIX GapbepPHbIX CBOICTB

MeTo4 MWKPOOGHOI KOHTaMMHaUWW, UCNONb3yeMblii ANA OnpeAeneHns MuKpoob-
HbIX 6apbepHbIX CBOWCTB, A0/HKEH ObiTb BaAMANPOBaH nyTeM O0YOpMIEHUSA NPOTOKONa,
nokasblBatoLwero npuemseMyto BOCNPOM3BOAMMOCTbL MeTofa M ero cnocobHOCTb pas-
NyaTh yNnakoBOYHbIe MaTepuasbl C pa3HbIMK CBONCTBaMU, 06pasLbl KOTOPbIX ONUCaHbI

B HauMWOHa/IbHbIX dJapmaKoneﬂx nnn ctaHgapTax.

MpumeyaHns

1 MeToab! onpeAeneHns MUKPOOHbIX GapbepHbIX CBOWCTB AOCTYMHbI M HAaXOASaTCs B
CTaaun NOATOTOBKW, HO HW OAMH U3 HUX HE NMPUHST B KAYECTBE CTaHAAPTU30BaHHON METOAMKM.

2 Ecnu nokasaHo, YTO Ba/IMAVPOBAHHbI M3nYecknii MeToz, NCMbITaHUs COMoCTaBuUM C
BaIMANPOBAHHBLIM METOAO0M MUKPOOHON KOHTaMMHaLWK, TO NOSTyYeHHbIe (hU3NYECKM METOAOM
[JaHHble NPUHYMAKT B KAYeCTBE MUKPOOHbLIX GapbepHbIX CBOWCTB.

3 Kak To/1Ibko BanMamMpoBaHHble MeToAbl MUKPOOHOM KOHTaMUHaumn gis MaTeprasioB 1
CTepUIM3aLMOHHON yMakoBKM (HanpyMep MHOrOpa3oBbIX KOHTEHEPOB) CTaHyT AOCTYMHbIMM,
OHW ByOyT PaccMOTPeHbl C Lesblo BKIIOYEHNS B NOCMeAylolime pejakumy HaCTOsLLero craH-

Japra.

4.3 YcnoBusi XxpaHeHUs1 yNakOBOYHbIX MaTepuasioB nepej Mx NCNosib3oBa-
HUEeM

YnakoBOYHble MaTepuasibl NpU XpaHeHUM MOryT yxyAlaTb CBOW CBOWCTBa, No-
3TOMYy NPOM3BOAMTENb AO/MKEH 06ecneynTb COXpaHeHue paboumx xapakTepucTuk yna-
KOBOYHOro Marepuana B 3aflaHHbIX npegenax (cm. 4.1 n 4.2) ogHUM U3 fBYX CNOCOBOB:

a) NOATBEPXAEHMEM COXPaHEHUS 3TUX XapaKTepPUCTUK NPU YCAOBUSAX XpaHEHWS,
onpefeneHHbIX NponM3BoauTeNeMm;

b) noggepxaHneM yC/i0BUIA XpaHeHUs, onpenesieHHbIX U3roToBuTenem, B 3afaH-

HbIX Npeaenax.

5 ®opmupoBaHMe 1 CKienBaHne yrnakoBKu

5.1 ATTecTaums obopynoBaHus
Mepes HavanoMm OKOHuYaTeNbHOM [0BOAKM npouecca Heob6Xo4MMO MNoyYnTb

noaTeepXxaneHne Toro, 4To o6opy,qOBaH|/|e npouecca un scnomoraresibHble CUCTEMbI MO-
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ryT NOCTOSAHHO paboTaTtb B npefenax yCTaHOBMEHHbIX KOHCTPYKTOPCKUX U paboumnx [o-
MyCKOB.

[na attectaumm Heo6Xo4UMbI:

a) cpeAcTBa CNeXeHunsa 3a rnaBHbIMU NapameTpamu;

b) MMCbMEHHbIE TEXHMUYECKME XapaKTepPUCTUKM U rpadivkn KanmbpoBKu/moBepku,
a Takke cepTuduumpoBaHHas kanvbpoBka/noBepka BCEX HEOOXOAUMbIX WHCTPYMEH-
TOB, JATYMKOB, AUCN/IeeB, aBTOMaTUKN U T. 4.;

c) OOKYMEeHTUpOBaHHasA MpoBepka CUCTEM (POPMUPOBAHUA W CKIEUBAHUA WU
OPYTUX CUCTEM 3aKpbITWS, 3aXMMHbIX YCTPOWCTB (TEXHOMIOTMYECKON OCHACTKN);

d) nucbMeHHbIe rpadukn NpoduIakTUYeckoro o6cnyxuBaHms n npoueaypsl
YUCTKY;

€) Ba/iMgauns nporpaMMHOro o6ecneyeHuns npu ero Haanuuu;

f) pokymeHTUpoBaHHOE 0b6ydeHne onepartopa.

5.2 PaspaboTka npouecca

5.2.1 O6wwme TpeboBaHus

MponssoanTenb AO/MKEH OLEHUTb NMPOLECC C Uenblo onpeaeneHns AonycTUMbIX
N HEOOXOANMbIX BEPXHUX U HWXKHUX NpeaenoB pabouynx napamMeTpoB Npu yCNOBUMU, YTO
mMartepuasnbl 6bI1n BbiGpaHbl B COOTBETCTBMM C TpeboBaHUAMMK pasgena 4, a KOHCTPYK-
UM ynakoBKM aTTecToBaHa B COOTBETCTBUM C pasfesioM 6. TpeboBaHMsA COBMECTUMO-
CTW C NpefHa3Ha4YeHHbIM MPOLLECCOM CTEPUIN3ALMM TaKKe A0/MKHbI ObITb YYTEHbI.

5.2.2. CoBMecTMMOCTb MaTepuana

5.2.2.1 MpousBoauTenb A0/KEH 06ecneynTb, YTOOLI BCe MnocTynakwuime ynako-
BOUYHble Matepuasibl AN (POPMUPOBAHUSA W CKIEMBAHWS COOTBETCTBOBA/IN 3afaHHbIM
TpeboBaHUAM WAW TEXHUUYECKMM XapakTepucTukam, B TOM yucne TpeboBaHUAM pasge-
na 4.

5.2.2.2 Ecnn B xapakTepucTukax npuobpeTeHHbIX MmaTtepuasioB 40OMNyCcKatoTca OT-
KNOHEeHWs, BAUSIOLLME Ha KaYeCTBO NPOU3BELEHHON YNaKoBKN, OHU JOMKHbI ObiTb yuTe-
Hbl MPOM3BOAUTENIEM Ha CTaaMu pa3paboTku npouecca.

5.2.3 T[lpoekTuposaHue npouecca

5.2.3.1 OnpeaensT XxapakTepucTukn maTepuanos, KOTOpble BAUSIOT Ha CTepu-
NIN3aLMOHHYI0 YNAaKOBKY.

5.2.3.2 Heo6xo4MMO OLEHUTb OCHOBHble paboyune napameTpbl. K HAM OTHOCAT:

a) Temnepartypy;

b) AaBneHve/Bakyym, B TOM YMC/Ie CKOPOCTb UX U3MEHEHUS;

C) BpeMS KOHTaKTHOI BblAEPXKN (IMHENHasA CKOPOCTb nogaun);
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d) ypoBeHb/4acToTy NoABOAUMOI 3Heprun (BbiCOKOYacTOTHasA/ynbipa3BykoBas);

€) npeesibl 3aTArMBAKLWEro MOMEHTA A1 CUCTEM repMeTu3aunn ¢ Kpbill-
Koli/Konnaykom.

5.2.3.3 Bbi6paHHble OCHOBHbIE NapameTpbl AO/DKHbI 06ecneunsaTb NoslyyeHne
Ha BbIxoje npovecca

KOHEYHOW YNaKoBKH, OTBe‘-IalOLLLeVI 3ajaHHbIM XapakTepuctukam KOHCTPYyKLUWn.

MpumeyaHne — AHa/IM3 OTKA30B YMNaKOBKM MPOBOAST C LENb0 OnpeaeneHnst ycro-
BUIA Mpouecca, NPMBOASALLMX K MOSIB/IEHUIO BGpakoBaHHOM ynakoBkW. Takoli aHann3 obecneuu-
BaeT BbIOOP KOHKPETHLIX BEPXHUX 1N HWXKHMX MpeaesioB napameTpoB npouecca, KoTopble Gbuin

6bl JOCTATOYHO yaeHbl OT OMACHLIX YCMOBWIA U YCIOBUIA NOSIBNIEHNS 6paka.

5.2.4 TlpoBepka npouecca

5.2.4.1 TpoBepkKy npouecca NpoBoAAT NpU MakCUMasibHO AOMNYCTUMbIX OTK/IOHe-
HMAX NapameTpos.

5.2.4.2 YnakoBKa [0/KHA OblTb M3roTOBNEHA Kak Mpy BEPXHUX, TaK WU Mpu HUX-
HVUX npefenax pabounx napameTpos, Npu 3TOM OHa A0/MKHA 06nafaTe CBOWCTBAMMU KO-
HEeYHOI ynakoBKW, 3afaHHbIMK Npou3BoguTenem (cM. pasgen 6). Heob6xoaMmMo OLEHUTb
cnepyoulme rnokasartenu Kkayecrtsa:

a) Ans popMmnpoBaHuns/CO0pPKN:

- NOSTHOCTbLIO NN chopmmpoBaHa/cobpaHa ynakoBka:

- O/IKHBIM /11 06pa3oM NPOAYKUUA pasMeLlaeTcs B ynakoBKe;

- co6t04eHbl N CYLLECTBEHHbIE pa3Mepsbl.

b) ONA CKNeuBaHus:

- obulas WupuHa HeNpepbIBHOIO CKNenBaHns,;

- OTCYTCTBME pPa3pbiBOB B CK/1EUBaHUN;

- OTCYTCTBME paccnoeHus wiu oTKIenBaHnsa marepuana,

- OTCYTCTBME KaHaN0B WM OTKPbITbIX MECT CK/1enBaHus.

C) ANA NPOYMX CUCTEM 3aKPbITUA:

- HENPEPBLIBHOCTb 3aKPbITUSA;

- OTCYTCTBME pa3pbiBOB B 3aKPbITWK;

- OTCYTCTBME paccnoeHns Wan oTAeNeHns matepvana.

5.2.4.3 dusnyeckne UCnbITaHNSA YnakoBKUN Ha COOTBETCTBME TEXHUYECKUM Tpebo-
BaHuAM (cM. 6.5) nmpoBoAAT Ha obpasuax ynakoBKW, WU3rOTOB/IEHHbLIX NPU BEPXHUX U
HWKHUX Npejenax napameTpoB npouecca M60 M3roTOBMNEHHbIX NPU Hauxyalem coye-

TaH napameTposB.

14
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5.3 ATtTectaumsa pabotocnocobHOCTM npouecca
5.3.1 Attectaumnsa paboTocnocobHOCTM npoLecca A0/HKHA BKYaTk B cebs npo-
BeeHNE HECKO/IbKMX LMKIOB NPOU3BOACTBA NPU 3afaHHbIX pabouymx yCcnoBusx, 4YTOObI

[okasaTb 3p(heKTUBHOCTb U BOCMNPOM3BOAMMOCTb MpoLecca.

MpumeuvaHune — Pe3ynbTaThl pa3paboTKy MpoLecca SIBASKOTCA BCMOMOraTe/lbHOM
[OKyMeHTauueln ana arrectaumm pabotocnocobHOCTY npolecca.

5.3.2 B arttectauunto paboToCNOCOOGHOCTM MpoLecca AO0/MKHbI ObiTb BKIOYEHbI
OOKYMEHTMpPOBaHHbIe npoueaypbl onepauunii ynakoBbiBaHUS U TeXHU4Yeckne TpeboBa-
HUA K 3neMeHTaM KOHTposia npouecca. N8 MaluHHbIX CUCTEM BK/HOYAIOT:

a) npoueaypbl HACTPOWNKN MaLLUH;

b) pabouvie napameTpbl (POPMMUPOBAHUSA U CK/IEMBAHUSA, Takue Kak Temneparypa,
[JaBfieHne, 3aBOpayMBalOLLMii MOMEHT ANS KOJINA4ykoB M BPEMS KOHTaKTa, BK/IYast
YyCTaBKW 1 AONYCKK;

C) MeToAbl MCNbITAHWI MnokaslaTeneli kayecTBa YMNakoBKW, TakUX Kak LIMPUHA
CK/lenBaHuns, ero HenpPepbIBHOCTbL U LENOCTHOCTD;

d) npoueaypsbl BBOAA NPOU3BOACTBA B AeicTBUE.

5.3.3 [JoKkyMeHTUpoBaHHbIE NPOTOKO/bI AO/MKHbI COAEPXaTb CBeAEeHUS O KOMu-
yecTBe 06pasLOB AN UCNbITAHUIA U KONMYECTBE NMOBTOPHbIX LUKI0B NPOM3BOACTBEHHO-
ro npouecca, 40CTaToO4YHbIX ANA AeMOHCTpauum BOCNPOU3BOAUMOCTU U U3MEHUYMBOCTHU
Kak BHYTPWM OAHOMO UMKIa, Tak U MexXxAay MNOBTOPHbIMU uuKnamu. OCHOBHble MepeMeH-
Hble MapameTpbl npouecca HeobxoAUMO KOHTPOIMPOBAaTb U PErMCTPUPOBaTh.

5.4 KoHTponb npouecca

5.4.1 Bo Bpema wuniuM nocne Bsanupauum npoLecca nNpou3BoOANTENb [O/HKEH
yTBEPAUTL npouenypbl, obecneunBalole KOHTPOSb TeKyLMX onepauuini npouecca
ynakoBbIBaHUS.

5.4.2 MpousBoguTens AO/MKEH MokasaTb A0CTaTOYHOCTb MEeTOAOB KOHTPONsA U
LOKYMEHTUpOBaHUA npoLecca.

5.4.3 Ha gokymeHTaLMIO NMPOLECCOB YNakoBbiBAHUA W CKNeuBaHusA, BKIoYas [0-
KyMeHTaLMIo Mo BblI6OPY YNakoBOYHbIX MarepuasioB, A0/DKHA pacrnpocTpaHATLCHA MNpo-
ueaypa BHeCeHVs M3MeHeHWli B cofepxaHue, MeToAbl NPOBEPKU U CMWCOK YNOJTHOMO-

YEeHHbIX Ha 3TO /1L,
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5.5 Ceptudumkauma v pesaningaumns npouecca

5.5.1 CepTudukaums npouecca — AeiNcTBMA NO AOKYMEHTMPOBAHHON 3KCMepTu-
3e N yTBEpXAeHVe AOKyMeHTauuu, BbINOSHAEeMble B KauyecTBe KOHEeYHOl cTajuu npo-
rpammbl Banugauun, K TeXHWYECKOMY 3ak/IlyeHuo Ao/hKkHa ObliTb npunoxeHa noga-
TBEpPXAarLLan 4OKYMeHTauns:

a) peslome NpoBeAEeHHbIX MepPONpusaTHiA No pa3paboTke n/unam arTrectaymm npo-
uecca,

b) KOIMYECTBEHHbIE, KaYeCTBEHHble U/MNN CTaTUCTUYECKN 3HAYUMbIE pe3y/ibTa-
Thl;

C) CCbIJIKN Ha MEeCTOHaxX0oXAeHNe NCXOLAHbIX TEXHUYECKUX AaHHbIX;

d) obcyxaeHne OCHOBHbIX NPOG/IEM W KOppPEeKTUpPYyLWmMe AENCTBUSA, NMPUHATLIE
ONA nxX paspeLLeHuns.

5.5.2 lMpoueccbl nogsepralwT peBanvjauny nNpu BHECEHMM TakMX U3MEHEHWI B
obopynoBaHue, NpPOAyKUMIO, YNaKkoBOYHbIE MaTepuasbl WAM NPOLEecC ynakoBbiBaHMS,
KOTOpble He paccMaTpuBaiCb NPU UCXOL4HON BanupaLuM U MOryT B/IUATb Ha CTEPUb-

HOCTb, 6€30MacHOCTb UM 3(PPEKTUBHOCTb CTEPUbHBLIX MEANLNHCKNX N3A4eNNniA.
6 CTepunmsayMmoHHas ynakoBKa (418 npoaykuuun)

6.1 Bbi6op ncnbiTaHuini 1 BbIGOPOUHbI KOHTPOb

6.1.1 MnaHbl BbIGOPOYHOrO KOHTPOJIS, UCMO/b3yEMble A1 BbIGOPKM UCMbITbIBA-
€eMbIX eguHuUL, A0/DKEH OnpeaenaTb NPoM3BOAMTENb MEAULMHCKOrO U3LesiMs Ha OCHO-
Be COOCTBEHHbIX TpeboBaHuii (Hanpumep, AQL — gonycTuMoro ypoBHsa kadectsa, SPC
— CTaTUCTUYECKOTO KOHTPONA npouecca). Ans KaxAoro BblbpaHHOro MeToda [AO/IHKHO
ObITb JOKYMEHTMPOBAHHOE 060CHOBaHME.

6.1.2 BbI6OPOUHbIA KOHTPO/Ib HEJb3A paccMaTpuMBaTb B KauecTBe 060CO61EHHOWA
npoueaypbl ANS MPUEMK/A CTEPUNM3aLNOHHON yNakoBku. McnbiTaHns paccmaTpuBaioT 8

NX B3aMMOCBS3M C LlefIblo obecrnevyeHns BBJ'IVI,CI,VIpOB&HHOVI CUCTEMbI YNakKOBKHN.

MpumeuyaHue — [N KOHKPETHLIX MEANLMHCKUX U3AeNniA MOryT notpe6oBaTtbcs Ao-
MOTHATE/bHBIE UCTILITAHUA (HaNpPUMEp MCTbITaHUS aHTUCTATMUYECKUX CBOWCTB ANS 3/1EeKTPOH-

HbIX KOMMOHEHTOB).

6.1.3 EciM ynakoBkW ANsi UCNbITaHU cobpaHbl He Ha BasMAUPOBAHHbIX NPOU3-
BOACTBEHHbIX JINHUAX, TO MX HEOBXOAUMO M3roTOBMATH C WUCMOMb30BAHUEM CUCTEM WU
MpoLEecCcoB, BOCMPOU3BOASLLMX OXUAAEMble YC/IOBUSI MPOU3BOACTBA C MaKCUMaslbHO

BO3MOXHOW TOYHOCTbIO.
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6.2 BusyasnbHas oueHKa Le/IOCTHOCTU CTEPUIN3aLMOHHON YNakoBKN

6.2.1 O6wume TpeboBaHUA K BU3yasibHOI OLEHKE L,e/TIOCTHOCTU YNaKoBKM

6.2.1.1 lobyo BU3yasibHYK OLEHKY AOJ/DKEH MPOBOAMTbL WMHCMEKTOP C HOpMasb-
HOl OCTpOTOli 3peHus (Npy HeobXoAMMOCTU — KOPPEKTUPOBAHHOIO) MPU YKasaHHbIX
paccTosiHAW, OCBELLEHUU, WUCTOYHUKE OCBELLEHWS, BPEMEHW OLEHKW W YBEANYEHUU
o6bekTa (B c/iyyae Heo6Xxo0ANMOCTK).

6.2.1.2 Bce oueHeHHble AedeKTbl AO/KHbl ObiTb BbIPaXEHbl B OMNpPeAeseHHbIX
KaTeropusix (knaccax), onpeaensowmnx AeicTBUS NPOM3BOANTENS B TEX CyYasx, koraa
Takne gedektol 06HapyxmBaT B 06bIYHOM NPOU3BOACTBEHHOM LUKIE.

6.2.2 MeTo/ OLEHKN KOHTPOA

6.2.1.3 BHelWHAS NOBEPXHOCTb CTEPWUIN3ALMOHHON YMNaKoBKM [AO/MKHA ObiTb
ocBuAeTe/IbCTBOBAHA Ha OTCYTCTBUE (MM Hanuuue) crefyowmnx gedekTos:

a) HeOAHOPOAHOCTU CTEPUSIbHBLIX GapbepHbIX MaTepunasioB, Hanpumep Haanums
pa3pbiBOB, TPELLUH, OTBEPCTUIA WU paspyLLEHN;

b) BK/IOYEHWII NOCTOPOHHErO MaTepuana,

C) HapyLeHNs1 yCTaHOBJ/IEHHbIX pa3mMepoB;

d) uenocTHoCcTK cknemBaHUs (OTKPbLITOA UM HENOHON CKNENKN);

€) Ha/muna Bnarv Uiy NATEH.

6.2.1.4 BcKpbITble 06pasubl YNakoBOK LOJIKHbl OblTb OCBUAETENIbCTBOBAHbLI Ha
oTCyTCTBME (MU HaN4Yne) crenylmnx nedekTos:

a) BK/lOYEHMIF NOCTOPOHHEro MaTepuana, 0COGEHHO Ha KOMMOHEHTax MeauLWH-
CKOro u3genuvs;

b) Nt06ON HEOAHOPOAHOCTN Ha BHYTPEHHEN MOBEPXHOCTU CTEPUSIbHBLIX Bapbep-
HbIX MaTepuasnoB, HanpuMep HaJMuus paspbiBOB, TPELWH, OTBEPCTUIA unu paspylue-
HWiA;

C) HapyleHUss XxapakTepUCTUK CKNeuBaHus (HeNpaBUbHOCTb, HEOAHOPOAHOCTb
WAN NPEepPbIBUCTOCTb CKENKN);

d) HannMunsa HegonycTMMOW BNarn UAKM NSATEH.

6.3 OueHKa cknenBaHNA/3aKpbITUA

6.3.1 O6uwue ceeaeHun

CBoiicTBa ckieMBaHns Win 3akpbiTUs obpasiia ynakoBKM OLLeHMBaKT B COOTBET-
cTBUK C 6.3.2—6.3.5.

6.3.2 LlenocTHOCTb CcknenBaHus

dusnueckue MeToabl UCMbITAHUIA AOMKHbI BbITb 4OCTATOYHBIMUY A1 AEMOHCTpa-

UMM HENPOHMLAEMOCTI W HEMPEPLIBHOCTM CKIEMBaHWUA. Hapsagy € ucnbiTaHWem maTe-
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prana Ha Hanuume MUKPOOHbIX GapbepHbIX CBOWCTB (4.2.3) 3TO AOKa3biBaeT LEsocT-
HOCTb CTEPUNbHOI YNaKOBKN.

6.3.3 MpOYHOCTbL CKenBaHusa

6.3.3.1 lMpoyHOCTb CKnemBaHUA onpefen AT MpU BEPXHUX U HUXHUX npenesb-
HbIX OTK/TIOHEHUSX YKa3aHHbIX KPUTUYECKUX MEPEMEHHbIX NapamMeTpPoB npolecca ckneu-

BaHuA. OHa fo/mKHa ObITb ,D,OCTaTO‘-IHOVI ona npegHasHa4eHHOro NpuMeHeHuA.

MpnmevyaHne — Ha6n|0,quV|e 3a OTK/TOHEHUAMMK MPOYHOCTU CKNenBaHMA Nnose3Ho

MNPV OLIEHKe TOr0, HAXOAWUTCS N MPOLLECC CKENBAHWS YMAKOBKW MOJ, KOHTPOSIEM.

6.3.3.2 Mpu onpeaeneHnn Tpebyembix NpefenoB NPOYHOCTU CKNENBaHUSA Heob-
XOAUMO Y4uTbIBaTb, MpefHa3HavyeHo NN CknemBaHue ANA nocnefyolero paspbiBa C
Lefblo acenTUYecKoro n3BnevyeHns NpoayKuun.

[nsa onpefeneHna NPOYHOCTU CKIeUBaHWUS NPOBOAAT UCMbITAHWUA HA MPOYHOCTL
npy PacTsXXeHUW U UCNbITaHUA NOJ AaBNeHNEM Ha paspbiB/TeKyvecTb CKNenBaHus.

Mpumepbl TakMx METOA0B:

a) ncnblTaHVe Ha NPOYHOCTb NPU pacTsxeHun (ctaHgapTel ASTM F-88, ASTM D-
903 wnn aksmBaneHTHole) (1). [2];

N3MepsalT NPoYHOCTb CKEUBAHUS YNakoBKU UCMbITAHMEM Yy4yacTka CKieiknm Ha
pacTtsxxeHue. MeTop He onpegenseT HENpPepbIBHOCTb CKNEUBAHUSA WM WHYKO ero xa-
pakTepucTuKy, KpomMe ycunmsa oTpbiBa (OTC/1amBaHusa) ofHaKo maTepuana ot 4pyroro;

b) vcnelTaHWe nof AaBfieHWEM Ha paspbiB/TeKyyecTb CkieuBaHus (ctaHgapT
ASTM F-1140 nnn aKBMBasIEHTHbI) [3].

Ona oueHkn obleid MUHUMaIbHOM NPOYHOCTM CKEWBAHMSA YNakoBKUW NPOBOAAT
ncnblTaHne LesIOCTHON KOHEYHOl YnakoBKW BHYTPEHHUM [aB/fieHWeM [0 MOMeHTa Mno-
BpexgeHua (onpefeneHne NPOYHOCTV Ha paspbiB) WM A0 3a4aHHOTO KPUTUYECKOro
3HaYeHUs C BbIAEPXKOW Mof Harpy3koli B TeYeHne HeKOTOpOoro BpemeHun (onpejeneHune

TeKy4yecTm).

MpumMmeuaHne — He cylecTByeT 06LIell KOPPENnsuMM Mexay MCMbITaHAMA Ha
MPOYHOCTL MPU PACTSHKEHMM U UCTILITAHWSIMU Ha TeKy4ecTb/NMPOYHOCTL MU paspbiBe. 3TO pas-
NNYHbIE UCMbITaHUs. ToflyYeHHble pe3ynbTaTbl NMPYMEHSIOT B OTHOLLEHMM MPOYHOCTM YMaKoB-

Ku/CKnemBaHusi no-pasHomy.

6.3.4 LlenIoCTHOCTb 3aKpbITUA
6.3.4.1 Ecnv ynakoBKy 3akpbiBaloT 6e€3 NOMOLLN CKnenBaHusa (HanprMmep CBepTKY

ana crepunnmnsaunmn, ynakoska ansa I/I3,CI.€I'II/II7I CO CTepwu/ibHbIM NMpPOBOAHWKOM ANA XUAKO-
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CTU, MHOTOpPa30Bble KOHTEiHEPb! W APYrUe BuAbl YNAKOBKMU), TO AO/DKHbI 6bITh AOKA3aHbI
MUKPOOHblE BapbepHble CBOCTBA AAaHHOI0 cnocoba 3akpbiTus.

6.3.4.2 Mpu NO6bIX XapakTepucTukax 3akpbiTus, MPUBELEHHbIX B HaCToALeM
cTaHjapTe, nofb3oBaTento Heo6xoAMMO [okasaTb, UTO 3aKpbITWE BbIMNOSIHEHO B CTPO-
FOM COOTBETCTBMM C PpaboumMy MHCTPYKUMSMU NPOnU3BOAUTENS.

6.3.5 BckpblBaemble KfieeBble COeANHEHNA

HeobxoanMMo foka3aTb O4HOPOAHOCTb CKNEeMBaHWA, a Takke TO, YTO MpU BCKPbI-
TUM YNakKoBKM OCblMaHWe BOJIOKOH W pacC/ioeHWe WX BbIKpallMBaHUE YNakoBOYHOIO
MaTepuana HaxoATCA B npefenax, yCTaHOBJ/IEHHbIX Npou3BoauTenem, 4yto obecneuu-
BaeT coxpaHeHue 3hHEKTUBHOCTU yNakoBaHHOr0 MeANLUHCKOIo U3aenvs.

6.4 ®usnyeckme ncnblTaHUsS LEMOCTHOCTU CTEPUIN3ALNOHHOA YNaKOBKN

MpumeuyaHne — lMpu OLEHKE LETOCTHOCTY YMAKOBKW MpeanosiaraeTcs, YTo ee KoH-
CTPYKUMA OTBevyaeT TpeGoBaHMAM 6.5 1 NoATBEpXAaeT CNoCOGHOCTL YNakoBKM 3alLyLLaTh CO-

[EPXVIMOE OT NMOBPEXAEHMWIA 1 COXPaHSITb LEENOCTHOCTL CTEPUSIbHON YNaKOBKU.

6.4.1 VcnbiTaHMe LLeNOCTHOCTU YNakoBKU

[Nna OueHKM LLeNnoCTHOCTM CTepPUIN3aLNOHHON YNakoBKN NPOM3BOAUTE b AO/MKEH
ee ucnbiTatb PU3NYECKUM METOLOM.

UT06bI y4ecTb 0COBEHHOCTU MeULMHCKOTO U3aenusa, Mmarepuasna n KOHCTPYKLUUK
yNakoBK1, NPOW3BOAUTENb [O/MKEH YCTAHOBWUTb KOHKPETHble METOAbl WCMbITaHWA W
3HayeHuna onpegensembiX BeIMUuH.

Y Kaxaoro Metoga UCnbITaHUSA OO/MKHbI ObiTb 060CHOBaHWSA, AeTaslbHble MaHbl
npoBeAeHUs UCMbITaHUIA, NoLllaroBble NPoUeaypbl U HaANeXalnin coop AaHHbIX.

Mpumepbl hrU3nYecknx MeToL0oB UCNbITaAHWIA:

a) MeTof BHYTPEHHEro AaB/fieHNss — CO34al0T U3ObITOYHOE AaB/fieHWE BHYTPU
CTEepUNbHOI ynakoBKW, MOTPyXalT ee B BoAy M HabnwaawT 3a NosiB/IEHNEM BbIXOAS-
LWMX M3 Hee My3blpbKOB BO34yXa,;

b) MeToA NPOHMKAHUA KpacuTensa — 3anosiHAKT YNakoBKY XWAKOCTbIO C MPOHU-
KaloLWwmmM KpacuTesiem 1 HabngalT NosaBneHne kpacutensa B 061acTu cknensaHnsa um
B MecTax yrnakoBOYHOro martepuana, rae UMerTca OTBEpCTUs;

C) MeTo[ rasoBOro Tteyeuckartesis — MNOLMNPECCOBbLIBAT CTEPULHYIO YMaKOBKY
obHapyxumBaeMblM ra3oMm, M C MOMOLLbO COOTBETCTBYIOLLEr0 rasoBOro Aatumka W
WHOTO M3MepuTesibHOro 060pyAoBaHNA onpeaensioT 0TBEPCTUS B MaTepuanax uam oT-

KPbITbl€ TEYN B MECTE CKNenBaHuA,
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d) MeTOo/, BaKkyyMHOI0 HaTeKaHusi — MOrpyXxaloT 3anevyaTtaHHYyl YMNakoBKY B WC-
nblTaTeNbHbIA PacTBOP M CO34al0T BHYTPU Hee pa3pexeHue. [ocne co3gaHus Bakyyma
pasHOCTb AaBfieHWil NpuBeAeT K MPOHWKAaHWIO UCMbITATE/IbHOrO pacTBopa B YNakoBKY
Yyepes Noby HErepmMeTUyYHOCTb.

6.4.2 licnbiTaHne Ha COBMECTUMOCTb CO CTepuansaunei

6.4.2.1 KoHeyHas ynakoBka A0/DKHa ObITb MCMbITaHa Ha COBMECTMMOCTb C Npo-
Leccom cTepuamnsauun Oas8 NOATBEPXAEHUS LOCTWXKEHUS YC/0BUIA CcTepununsauum
BHYTPW YMNakoBKM, LLeNIOCTHOCTU M paboTOCNOCOOHOCTM yNnakoBKU Mocfie npouecca cre-
punusauun.

6.4.2.2 MNMpn HEOOXOAMMOCTM NOBTOPHOM CTEPUIM3ALMOHHON 06paboTkM, Hanpu-
Mep M3-3a HecobGMIAEHNA pexnma ctepuamnsauun n/mnm ncenpasneHns gedekTos yna-
KOBKM, NPOU3BOAMTENb OO/MKEH AoKa3aTb NPUrOAHOCTb KOHEUHOR ynakoBKM K MOBTOP-

HOMY MNCNOJIb30BaHUIO.

MpumMeuyaHue — MOBTOPHO 0GpaboTaHHas ynakoBka TPeGyeT NpoBefeHUsl nocne-
Zytoleli Banaauum ocTaTouHOTO CoAePXKaHus CTEPUM3YIOLLIErO areHTa, a Takke 6osee Twa-
TENbHOrO M3yUYeHWs1 HEraTMBHOIO BUSHUSA Ha MeAMLMHCKOe M3fenve Wan NpoLecc cTepunusa-

UMM Ha ynakoBKy, CK/iemBaHne 1uin repMmeTnsauuio.

6.4.3 CoxpaHeHune LEenoCTHOCTAN YrNaKkoBKU

6.4.3.1 CnocoBHOCTb KOHEYHOIi YNaKOBK/M COXPaHsTb CBOK LE/IOCTHOCTb C Teye-
HYEeM BPEMEHU MOXHO OLEHWTb MPU NOMOLLM TakmxX Xe (PYyHKLUOHAbHbIX UCNbITaHWiA,
Kakue npoBOAAT AN OLEHKM MUKPOOGHbLIX 6apbepHbIX CBOWCTB yNakoOBOYHOIO Martepua-
na (4.2.3), uenocTtHocTu cknemBaHusi/3akpbiTna (6.3.2 n 6.3.4) N UENOCTHOCTN BCeW

ynakoBsku (6.4.1).

MpuMeyaHue — CunMTaeTcs, YTO NOTEPS LIENOCTHOCTU KOHEYHON YNakoBKN OObIYHO
obycnoBneHa BO3AENCTBUEM COObITUR, & HE BINSIHVEM BPEMEHM.

6.4.3.2 NMpounssoanTesib AO/DKEH NOKasaTb, YTO MPU CaMbIX CTPOrMX AOMYCTUMbIX
YCNOBUSAX pacnpoCcTpaHeHns, XpaHeHusl, CTapeHns KOHEeYHON ynakoBKW M o6palleHuns C
Hell Le/I0CTHOCTb HEMOBPEeXAEHHON N HeOTKPbITOW yNakoBKM COXpaHseTcs No KpaliHew
Mepe B TeYeHWe yKa3aHHOro cpoka XpaHeHWs MefULUHCKOro M3fenus npu ycrnoBusx
XpaHeHus, yKka3aHHbIX Npon3BoauTenem.

6.4.3.3 MyKkpobHble 6apbepHbie CBOWCTBA YNakoBKU cnefyeT OueHuBaTb nocre
BO3/ENCTBNS Ha HEe BO3MOXHbIX YAApPHbIX HArpy30K CO CTOPOHbI OKpYXaloLiein cpeabi.

Ciofa [A0/MKHO BXOAUTb A0Ka3aTenbCTBO LOCTUMXKEHWUS YCMOBWIA CTepunusaumm

BHYTPU YNaKkoBKW, a TaKKe LLe/I0OCTHOCTU YNaKoBKW NOC/e CTepunsaumm.
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YaapHble Harpy3ku co CTOPOHbI OKpyXaloleit cpefbl BKAoUaloT B ceba opmu-

poBaHue ynakoBKu, CTEPUIM3aLNIO, 06paLleHne v XpaHeHue.

MpumeyaHne — OLeHKA MUKPOGHOMO Gapbepa Le/bHOM YMNakoBKy YacTo Heocylle-
CTBMMA. PaBHOLEHHOE [10Ka3aTe/lbCTBO MOMXHO MOSYyYnTh M3 COBMECTHOIO PAcCMOTPEHUS pe-

3ynbTaToB ncnbiTaHuii MaTepnasioB KOMMNOHEHTOB YNakoBKW, €e KneeBbIX WBOB U T. A.

6.4.3.4 Ecnu MeAuUMHCKOE W3fenue WMeeT OnpefeneHHbll CPoK XpaHeHusl, y
MPOM3BOANUTENS [O/MKHO 6biTh JOKYMEHTMPOBAHHOE NOATBEPXAeHWe TOro, YTo Ha npu-
eM/IEMOCTb YNaKOBK/ He OKa3blBaeT HeraTBHOE BO3AElCTBME ee XpaHeHue npu onpe-
[eNeHHbIX YCNOBUSIX HE MEHEee CpoKa XpaHeHWsi MeAULMHCKOro u3genusi.

3T0 [OJ/KHbI NOATBEPAUTL WCMbITAHUS Ha CTapeHWe B peasibHOM BpemeHu. [o-
MOSIHATENBHO C UCMbITAHWUSIMW Ha CTapeHue B peasibHOM BPEMEHU MOXHO MPOBOAMTHL
YCKOPEHHbIE WCMbITAHNWA Ha CTApeHWe XpaHeHuem npu 6osiee XecTKuxX ycnoeusx. Mpu
BbIMO/THEHWUN YCKOPEHHbIX WUCMbITaHUi HEeo6XoAMMO YCTAHOBUTb AOKYMEHTUMPOBAHHOE
060CHOBaHWE BbIGPAHHbLIX YC/MOBWIA M NPOAOMKUTENILHOCTU YCKOPEHHbIX UCMbITaHWIA.
YCKOpeHHoe cTapeHne MOXHO paccMaTpuBaTb B KauecTBe A0CTaTOUYHOro NnoATBepxie-
HUS 3afaHHOTO CpPOKa XpPaHEHMs MpY OCBOEHWM HOBOM NPOAYKUUW, OAHAKO 3TO He
0CBOGOXJAET OT BbINOIHEHUS UCMbITAHWI HA CTapeHne B peasilbHOM BPEMEHMU.

MpumMmeuyaHne — CMbITaHUA Ha CTapeHne MOryT 6biTb NMPOBEAEHbI C KOHEUHON yna-
KOBKOIi C BMOXEHHbIM B Hee MeAMUMHCKUM n3genvem unim 6e3 Hero. CnegyeT OTMETUTb, UTO
Ha/mMuMe MEeAMUMHCKOTO U3AeNUsl MOXET AaBaTb Harpysky Ha YMakoBKY W Bbi3BaTb M3MEHeHVe

ee paboumnx xapakTepucTyK.

6.4.3.5 Heo6xoaMMo nokasatb, YTO MOC/e NPOBeAeHUs CTepunnsaloHHOW 06-
paboTkM M NocreAyLero XpaHeHuss Npu ykasaHHbIX NMPOM3BOAWTENIEM YCMOBUSIX BCe
CBOWCTBA Martepuanos, npuBefeHHble B 4.1, ocTalwTcs B npegenax BasMAMpPOBaHHbIX
3HaYeHNn paboumx xapakTepUCTUK.

6.4.3.6 YCNnoBusa XpaHeHUs ynakoBOYHbIX MaTepuasioB WM CPOPMUPOBAHHbLIX U3
HVX YNaKoBOK MOTYT B/IMATb Ha XapakTep U CKOPOCTb YXYALIEHUs UX CBOMCTB. YCnoBus
XpaHeHNss 1 pacnpocTpaHeHus CTEepUIN30BaHHOW NPOAYKUMM L[O/KEH Onpenenstb
npon3BoAnNTEb.

[na Bcex BUAOB yNakoBKM HEOBXOAUMO PacCcMOTPETb BAIMSHUE CNeayoLunx
(hakTopoB:

a) gmanasoHa Temnepartyp;

b) AnanasoHa faBrfieHus;

C) AvanasoHa OTHOCWTE/IbHOW B/IaXHOCTH;
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d) roe aTo NpUMEeHNMOo — MaKCMMasibHOA CKOPOCTUN NX NBMEHEHUA;

e) ceeTa.

MpumeyaHns

1 Ha ckopocTb NOTOKa BO3A4yxa CKBO3b MPOHMLAEMbIli 6apbepHblid YyNakoBOYHbI MaTe-
pvan BAVSIIOT MOPUCTOCTb MaTepuasia, CKOPOCTb U3MEHEHWS TeMMepaTypbl U AaBNEHUsi, OTHO-
LUEHME M/IOWAAN MOPUCTON NMOBEPXHOCTM K 06bEMY YNaKOBKM W 3/1aCTUYHOCTL yrnakoBku. CKo-
pOCTb MOTOKAa BO3[yXa CKBO3b MaTepuasl MOXeT 3aMETHO B/NATb Ha (UIbTPYIOLLYO CMOCo6-
HOCTb MaTepuana.

2 YCnoBusi XpaHeHusi MeAMLMHCKOro M3Oenus, onpefesieHHble ero Mpou3BoavTenem,

MOIryT MUMETb MEHbLLUME AO0MYyCKN, YeM yC/10BUA XPaHEeHUA camoli YynakoBKW.

6.5 VcnbiTaHne paboTOCNOCOBGHOCTM YNAaKOBKU PU3NYECKUMU MeToLamun

6.5.1 XapakTepucTuUKn ynakoBKu, obecneymBarolime HeobXo4MMy 3alunTy me-
AVLMHCKOTO M34enns npu pasnnyHbiX cnocobax pacnpocTpaHeHus, XpaHeHus u obpa-
LLLEHNS C HUMM, OO/DKHbI NOABEPraTbCs OLEHKE.

6.5.2 Cnoco6 ynakoBblBaHUS [AO/MKEH Takke ob6GecneymBaTb HEW3MEHHOCTb
Hag/iexallero pacrnosioXeHus NpoaykuMn B ynakoBke C Lesibi0 acenTUYecKkoro usBere-
YyeHns npoayKLuun.

6.5.3 MponsBoanTeNb AOMKEH ONpeaennTb NpeaenbHblie YyCN0BUS, AONYCTUMbIE
npw obpalleHnn ¢ ynakoBKOW, ee pacnpoCTPaHEHUN U XPaHEHUN.

6.5.4 MponsBoanTenb AOMKEH BblbpaTb METOAbl MCMbITaHWi, NPUrogHble Aas
o6HapyXeHusa oTpuuaTesnibHOro BO3A4ENCTBMA YCNOBUI pacnpoCTpaHeHUs, XpaHeHus u

O6paLLI,EHI/IFI Ha NnpunemMmsieMoCTb yNnaKoBKHN.

MpumedyaHue — MpuUmepbl UCTILITAHMIA, KOTOPbIE MOXHO MUCMO/b30BaTb A5 OLEHKU
NPUEMNIEMOCTM YNAKOBKW MPW Pas/INYHbIX crocob6ax 00paLleHUst C HEl, XpaHeHUst U pacnpo-

CTpaHeHUA, npmBeaeHbl B NMPUIOXEHUN B.

6.6 [OKyMeHTMpOBaHMe UCMNbITaHN

6.6.1 Mepen HayanoM NO6GbLIX UCMbITAHWIA MO ONpefAeneHnto paboymx xapakte-
PUCTMK HEOBXOAMMO MMETb AOKYMEHTUPOBAHHbIN MPOTOKON UCNbITAHWUA. B HEM AOMKHbI
ObITb OTPaXEHbI:

a) nogsiexawas oueHKe KOHCTPYKUUS;

b) NPOBOAVMbIE UCMbITAHUS;

C) NopsiAoK NPOBEEHNS UCNbITAHUS;
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d) MHopmaumsa 0 NPoAyKuMu, Hanpumep, Macca, XpynkocTb;, MeToAbl TpaHcnop-

TUPOBAHWSA NPOAYKUMM; MOoASIexallne oueHKe HaMMEHOBAHMS eAVHULbI MPOAYKUMM NpK
npogaxe (Hanpumep eAVHWYHAS CTEPWUIM3aLMOHHAA ynakoBka, rpyrnnoBoli KOHTeWHep,

wrabenuposaHHas naneta).

6.6.2 MPOTOKON AO/KEH TakXe CofAepXaTb KpUTepun gonyctumocTu/oTkasa ass

Kakoli OLeHNBAEMOl XapaKTepPUCTUKM.
B NpoTOKON MCMbITaHWA cnefyeT Takke BK/AOUYUTL MpeanosiaraeMble YC/ioBus

XpaHeHus 1 uHgopmaLmio o cnocobax 1 MeToaax Npon3BoACTBa.

MpunoxeHne A

(o6sa3aTenbHoOE)

NcnblTaHUs HENPOHULLAEMbIX MaTepuasioB Ha CONPOTUB/IEHME NPO-

XOX/AEHNIO BO3ayxa

A.l HenpoHvuaemble ynakoBOYHble MaTepuasbl UCMbITbIBAT Ha BO34yXONpo-
HUUaemocTb B cooTBeTcTBUU € ISO 5636-1.

KpuTepnn ucnbiTaHnini — nocne BblIAEPXKN HE MeHee 1 4 He AO0/KHO 6biTb BUAM-
MOro ABWXEHUS uuavHapa B npegenax 1 M.

A.2 lna Tekywero KOHTPONAS U UCNbITaHUA NPOAYKLUUM MOXHO UCNO/b30BaTh WU
Apyrne MeTobl UCMbITaHWA, BaMAMPOBaHHbIE MO yKa3aHHOMY CTaHAapTHOMY MeToay C
MCNosib30BaHNEM B KayeCcTBe O0OBbEKTA UCMbITaHWS MCMOb3YyEMOro ynakoBOYHOro ma-
Teprvana (MeTog MPOHMKAHWSA KpacuTensd, NPUBEAEHHbIA B npuaoxeHun C, n MeTop

LWonnepa no onpefeneHnio BO34YXONPOHULAEMOCTN B cooTBeTCTBUMN C ISO 5636-2 [4].

MpumedyaHne — KoahhuumeHTbl MNepecyeTa, yuuTbiBaKOLWME pasInYHble
TUNbI annapaToB, UCMO/b3YEMbIX NPU Pa3/IMUYHLIX METOAAX ONpefAeneHust BO34yxXonpo-

HuLaemMocTn, npusefeHsl B ISO 5636-1.
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MpunoxeHne B

(cnpaBo4HOE)

OLLeHKa npunemMaIeMoOCTN yrnakoBkKU Npu pas3/inyHbIX cnocobax

pacnpocTpaHeHusl N XpaHeHUs NPoAYKUUN 1 obpalleHnst C Hell

B.1 OueHka NpMemMaeMOoCTV YyNakOBKN NpU pacnpocTpaHeHnmn

[na oueHkM nNpuemnemMocTV KOHCTPYKLUMM YNakOBKW B YCNOBUSAX BO3AENCTBUSA
BHELUHMX (haKTOpPOB, NPOSABASAILMXCA NPU pacnpocTpaHeHUU NPOAYKLMU, UCMOMb3YIOT
HEeCKONIbKO MeToAMYecKMX noaxonoB. [puBefeHHble HKe AOKYMEHTbl WCNOJ/b3YoT
Hanbosiee 4acTto, NOCKOJIbKY OHW MO3BOJAIOT MHXEHEPY NPosBNATbL MMOKOCTb Npu pas-
paboTke OKOHYATENIbHOTO pexuma UCnbITaHuii:

a) ASTM D-4169 — ansa TpaHCNOPTHbIX KOHTENHEPOB 1 cucTem [5];

b) ISTA Mpoueaypbl 1 n 1A — ana ynakoBaHHOW NPOAYKUMK, NpeaHasHauyeHHoW
ONA NepeBO30K B Npefeniax KOHTUHEeHTa NpoucxoxaeHus [6];

c) 1STA MMpoueaypbl 2 n 2A — AN ynakoBaHHON NpoAyKUMW, npegHasHavyeHHol’
ONA NepeBO30K 3a Npejesibl KOHTUHEHTa NpoucxoxaeHus [7].

B.2 OueHka npMemMsIeMOCTU YNakOBKN NPU XpaHeHUN

Mpy pa3paboTke NPOTOKOMOB KOHKPETHBIX UCMbITAHWI MOXHO MCNO/b30BaTb Me-
Toa4 — no ASTM D-4332 [8].

B HacTofwee BpemAa paspabaTbiBalT U (DOPMYINPYIOT Apyrne MeTofbl, KOTO-
pble MOXHO yUYnUTbIBaTb MPU OLLEHKE NMPUEMNEMOCTU YNaKoOBKM NPUY XPaHEeHWUN.

B.3 OueHka npMemMaemMocTu ynakoBKN Npu obpalieHnmn ¢ Heii

B.3.1 MeToAon0rnsa n3roToBseHNs YyNakoBOK AO/MKHA OblTb 4OKYMEHTUPOBaHaA, a
onpefenieHHble KpUTUYeckme atanbl 06paboTku U MaHUNYAMPOBAHUS AOHKHbI OLEHW-
BaTbCA C TOYKU 3pEeHMA NObIX HexenaresibHbiIX BO3AEWCTBMIA HA KOHEYHYH Npoayk-
uno. TakuMmy aTanamu MoryT 6bITb:

a) OYnCTKa,;

b) onepauuy nNo hopMUpoBaHUIO/CKIIeNBaHNIO/3aKPbITUID;

c) ctepunusayms/nocnenyrowas obpaboTka;
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d) obpalleHne ¢ Matepnasiom n XxpaHeHne HecobpaHHbIX YNakOBOUYHbIX KOMMJ1EK-
TOB.

B.3.2 He cyuwecTByeT AOKYMEHTMPOBAHHbIX METOAONOMNIA UCMbITaHWIA, KOTOpPblE
feTtanusnposanu 6bl 0cobble ycnoBusa npu obpauieHun. 3a pa3paboTky 0cobbIX ycno-
BWIA MCMbITAHUA, NMUTUPYIOLWMX ObpalleHne, OoTBeYaeT npoussoauTens. Heobxoanmo
NOHMMaTb B3aMMOCBSA3b BCEX MCNO/b3YEMbIX NPON3BOACTBEHHbIX NPUEMOB C TUMMWUYHbI-
MW NPOM3BOACTBEHHbLIMU NapaMeTpamu, 060pyf0BaHNEM, UHCTPYMEHTaMU 1 npoueay-

pamMun n oueHmnBatb X BINAHNE Ha yNaKOBKY.

MpunnoxeHune C

(cnpaBo4HOE)

NcnbiTaHMe Ha NPOHMLAEMOCTb KpacuTesns

C.1 Annapatypa 1 peareHTbl

C. 1.1 B3BelweHHas rybka, U3roToB/fIEHHAs U3 Kycka LLeN/H0/103HON Ty6kn pasme-
pom 100 x 75 x 82 MM, NpukneeHHas BOAOCTOWKMM KfeeM K CTaslbHOW nnacTuHe pas-
mMepom 110 X 75 mMM. obuein maccoli (800+50) .

C.1.2 NoaAaoH rnybumHoi He meHee 15 MM 1 BHYTPEHHUMM pa3Mepamu He MeHee
(130 x 95) mm.

C.1.3 BnutbiBalowasa bymara (6enas cunbTpoBasnbHas mnm xpomatorpaduye-
Ckasl) co cpefHeli M cpeaHebbICTPO CKOPOCTbLIO BMUTLIBAHNS.

C.1.4 Tnockas cTeknAHHasA NOBEpPXHOCTb

C.1.5 PactBop kpacutenda: 1 r amapaHTa kpacHoro Ha 100 cmj soaHoro pacTBo-
pa, cogepxallero B kayectse cmaymsartensa 0,005 % uetpumuga (cmecb gogeunn-,
TeTpageuunn- n rekcageunnTpuMmeTunaMmoHunii bpomuaa).

C.2 NogrotoBka 06pas3uoB A9 UCNbITAHUNA

OT6UupaloT NATb NPUBEAEHHBLIX K YCNOBUSAM MUCMbITAHUIA WUCNbITyeMblX 06pasLoB
ynakoBOYHOro Martepuana pasmepamum He meHee (250 x 105) mm kaxablii. U onpepge-
NS0T NOBEPXHOCTb, KOTOPasi B KOHEYHOW YNaKoBKE A0/HKHA OGbITb BHYTPEHHEN.

C.3 MeToguka ncnbltaHusA
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Nuct BnuteiBalowen 6ymarn (C.1.3) pa3amepomMm He MeHee UcnbiTyeMoro obpasua
yNnakoBOYHOTO martepuana, nomewatT Ha M0CKY0 CTEKISAHHYK noBepxHocTb (C.1.4).
Ha 6ymary knagyT obpa3sel, BHyTpPEHHEl NOBEPXHOCTbI0 BHM3 (K Bymare).

Hanuealot pactBop kpacutens (C.1.5) B nognoH (C.1.2) n norpyxawT ryéky
(C.1.1) Ha 1 MmH B pacTBOp B nogaoHe. V3BnekarT rybky u yaansoT U30bITOK XMAKO-
CTW O Kpali nognoHa.

MomewatoT rybky Ha obpasey, Tak, 4TOObl ee Kpaii 6bls1 He MeHee yeM B 15 MM
OT Kpas o6pasLia, 1 OCTaB/AKT Ha 2 MUH.

CHMMaT rybKy 1 UCNbITYeMbI 06pasel, 1 uccneayroT BNMTbIBAKOLWY Bymary Ha
Hanuyne nNATeH KpacuTesns
BC/IeICTBME €ro NpoHMKaHWsA CkBO3b 06pasel,. MOBTOPAIT UCMNbITaHWE CO BCEMU 006-
pasuamu.

C.4 OTyeT 06 MCAbITAHUAX

3anncbiBaloT KOnMYecTBo 06pa3yoBs, NoA KOTOpbIMM Habnwganuck NATHA Ha

BMNWTbIBaloLWen bymare.
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PA 19428—2959, USA (MeToApbl UCMbITAHU NMPOYHOCTM 3aKIelkn MArKnx 6apbep-
HbIX MartepuasioB)

ASTM D-903—93 American Society for Testing of Materials. 100 Barr Harbor Drive,
West Conshohocken, PA 19428—2959, USA (MeToa ucnbiTaHWii Ha NPOYHOCTb OT-
CNOEHNS 1 OTpbIBa K/1€EBbIX COEAUHEHNIA)

ASTM F-1140—88 American Society for Testing of Materials. 100 Barr Harbor
Drive, West Conshohocken, PA 19428—2959, USA (CtaHgapTHble MeToabl MChbI-
TaHWA Ha HaAEXHOCTb MPUPOAHbLIX U TMOKMX YNAKOBOK A1 MEeAULUHCKOTo npume-
HEeHMS)

ISO 5636-2—84 Paper and board; Determination of air permeance (medium range);

Part 2 : Schopper method (bymara v KapToH — onpegesieHne Bo34yXOonpoHuLaemo-

cTn (cpegHuini gnanasoH). YacTtb 2. YacTuuHbIA meTon)

[5] ASTM D-4169—91 American Society for Testing of Materials. 100 Barr Harbor

(6]

(7]

(8]

Drive, West Conshohocken, PA 19428—2959, USA (CtaHgapTHas npaktuka ons
NCNbITaHUA XapakTepuCcTUK TPAHCNOPTHLIX KOHTEHEPOB N CUCTEM)

1STA Procedures 1 n 1A - 96 International Safe. Transit Association. 1400Abbott
Road Suite 310, East Lansing, Ml 48823,USA (Mpoueaypa ucnbiTaHWii nepep oT-
npaekoii. Mpoueaypbl 1 1 1A, Mpoueaypa ANA UcCnbITaHUA YNakoBOYHOW MPOAYKL MK,
npefHa3HavyeHHas ANs TPaHCNOpPTMPOBAHWA BHYTPY KOHTEHepa)

ISTA Procedures 2 un 2A - 96 International Safe. Transit Association. 1400Abbott
Road Suite 310, East Lansing, Ml 48823,USA (IMpoueaypa ucnbiTaHWii nepeg oT-
npaskoii. Mpoueaypbl 2 1 2A. Mpoueaypa A9 UCNbITAHUA YNakoBOYHON NPOAYKUUN,
npegHasHayeHHas AN TPaHCNOPTUPOBAHUSA CHaPYXWU KOHTelHepa)

ASTM D-4332—91 American Society for Testing of Materials. 100 Barr Harbor
Drive, West Conshohocken, PA 19428—2959, USA (CtaHgapTHas npaktuka ans
KOHAMUMOHMPOBAHWA KOHTEWHEPOB, YNakOBKM WM YNAKOBOYHbIX KOMMOHEHTOB A/

NCMbITaHWU)

27



MOCT ISO 11607-2011

Mpunoxexue O.A

(cnpaBo4HOE)

CBefleHns1 0 COOTBETCTBUM MEXIOCYAAPCTBEHHbIX CTaHAapTOB

Ta6bnunya AA1

O603HayeHne 1 HaMMeHoBa-
HME CCbI/IOYHOIo MexayHa-
POAHOIo CTaHAapTa

ISO 186:1994

Bymara n kapToH. OT60p NPO6
ANS onpefeneHns cpefHero ka-

yecTtBa
ISO 2859-1:1989

Mpoueaypbl BLIGOPOYHOrO KOH-
TPO/A NO Ka4YeCTBEHHbIM Npu-

3HakaMm. YacTb 1. MnaHbl BbI6O-
POYHOTrO KOHTPONSA C yKasaHneM
npuemMnemMoro ypoBHsI KayecTBa
(AQL) ansa nocnenosaTteslbHOro

KOHTpONA napTuii

ISO 5636-1:1984

Bymara u kapToH. OnpegeneHune
BO3/lyXONpoHMLLaeMocTu (cpes-
HWIA AnanasoH U3MepeHus).

YacTtb 1. O6wumii metos,

ISO 9001:2000

CucteMbl MEHe)XMeHTa Kaye-

cTBa. TpeboBaHus

ISO 11140-1:1995

Crepvnmsaums MeayumHCKO Npo-
OYKUAW. XIMUYEeCKvie MHOVKATOpSb!.
Yactb 1 O6Lme TpeboBaHus

O603HaveHne 1
HanMeHoBaHue
MeXayHapoAHOro
cTaHgapTa Apyroro
roga usaaHus

ISO 2859-1:1999

Mpoueaypsbl BbIGO-
POYHOro KOHTPONA Mo
KayeCTBEHHbIM Mpu-
3HakaM. Yactb 1 Mna-
Hbl BbIGOPOYHOrO KOH-
TPOSA C yKasaHuem
NpPMEeMIEMOro YpOBHS
kavectBa (AQL) ans
nocnefosaTenbHOro
KOHTpONS napTuii

1ISO 9001:2008 Cu-
CTeMbl MEHeXMeHTa
kauecTBa. TpeboBa-
HUS.

ISO 11140-1:2005
Crepunusauus meau-
LIMHCKOW MpoAyKLuuu.
Xumnyeckme nHauka-
Topbl. YacTb 1. Obwue
TpeboBaHus

CreneHb
COOTBETCTBUSA

OT

MOD

oT

HOT

CCbIJIOYHbIM MeXAyHapoaAHbIM CTaHAapTam

O603HaveHne 1
HavmeHoBaHue
MEXrocyaapCTBEHHOro

cTaHpapTa

FOCT ISO 2859-1-2009

Cratucrtnyeckne me-
ToAbl. Mpouenyps! Bbl-
60pPOYHOro KOHTPONSA MO
anbTepHaTMBHOMY Mpu-
3Haky. YacTtb 1. lNnaHbl
BbIGOPOYHOr0 KOHTPOA
nocnefoBaresibHbIX
napTuii Ha OCHoBe Mpw-
€eM/IEMOTO YPOBHS Ka-
yecTBa (ISO 2859-
1:1999. tOT)

rOCT 30114-95
Bymara n KapToH.
OnpepenexHve Bo3ay-
XONPOHULaeMOCTH
(cpefHwii ananasoH).
O6wue TpeboBaHUs K
meTogam

FOCT I1SO 9001-2011
CucTeMbl MEHEXMEH-
Ta KayecTBa. Tpeb6oBa-
hha(ISO 9001:2008.
1OT)

FOCT ISO 11140-1-
>011

CTepunusauus meau-
LIMHCKOW npoAayKumu.
Xumunuyeckne nHaMkaTo-
pbl. YHacTb 1. Obuwue
Tpe6oBaHus (ISO
11140-1:2005. KOT)

* COOTBETCTBYIOLNIA MEXIOCYAAapPCTBEHHbIN CTaHAAPT OTCYTCTBYET. [10 ero yTBEPXAeHUs pe-
KOMEHAYEeTCSl MCMO/Ib30BaTh NEPEBOA Ha PYCCKUI A3bIK AHHOTO MeXAyHapoAHoro cTaHaapTa. Mepesog
[aHHOr0 MeXAyHapoAHOro cTaHaapTa Haxoautcs B defepasibHOM UHDOPMALMOHHOM (POHAEe TeXHUYe-

CKUX pernameHToB 1 CTaHA4AapTOB.
MpumevaHne —

YeHUs CTeNeHn CooTBETCTBUA CTaHAapTOB:
- IOT - MAeHTHYHble CTaHAaPThbI:
- MOD - moancuumnpoBaHHble cTaHaapThl.
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