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IIpeauciaosue
Ileny, OCHOBHbIE MPUHLUIBLI ¥ MOPSZOK NMPOBEAEHUs PaboT IO MEXIOCyAapCTBEHHOMH
cranpaptusanuu yeraHosieHbI TOCT 1.0—92 «MeXrocynapCcTBeHHas CHCTEMa CTaHOapTH3a-
. OcuoBHble nonoxkeHus» U [OCT 1.2—2009 «MexrocynapcTBeHHasi CCTEMa CTaHOAPTHU-
3aiuy. CTaHOapThl MEKrOCyJapCTBEHHBIE, NPABIIa 1 PEKOMEHIAINN TI0 MEXKIOCYAapCTBEHHOM
craHpapTuszauuu. Ipasuna pa3paboTKy, IPUHATHS, IPUMEHEeHHs, OOHOBIEHHS U OTMEHBD

Csenenust 0 cTaHAApTe

1 IIOAT'OTOBJIEH ®enepanbHbIM IOCYIapPCTBEHHBIM YHUTAPHBIM HpPEANPUATHEM
«BCepOCCUHCKUIA HayYHO-MCCIENOBATEIbCKHIT MHCTUTYT CTAaHOAPTHU3aLMH U CepTHQUKAMU B
MainrHocTpoenun» (BHUMHMAIILL)

2 BHECEH ®enepaibHbIM areHTCTBOM IO TEXHHHECKOMY PErYJIHPOBAHHIO M METPOJIO-
ruu (Poccranmapr)

3 TIPUHSAT EBpasufickiM COBETOM IO CTaHAAPTHU3ALMM, METPOJIOTHU M CepTU(HUKALMI
(mporokosa Ne 40-2011 ot 29 Hos10ps 2011 1)
3a NpUHSTHE CTAHAAPTA NPOrOJIOCOBAJIH:

Kparkoe HanmeHOBaHME CTPaHbI 1O Kon cTpans! no CokpallleHHOe HAaUMEeHOBaHNe
MK (MCO 3166) 004—97 MK (UCO 3166) HaL[IOHAJIBHOTO OpraHa
004—97 MO CTaHAAPTU3ALMHA
Benapvcs BY Toccrannant Pecniybiuku benapven
Kazaxcran KZ Toccrannant Pecnivonuku Kazaxcran
Kbiprezcran KG Kereizcrannapt
Poccuiickast Peneparis RU Poccraamapt
Tamxukucran TJ Tamkukcranmapt

4 IIpuxasom PenepalpHOTO areHTCTBA M0 TEXHUYECKOMY PETryJIMPOBAHUIO 1 METPOJIOTHH
ot 13 mexabps 2011 r. Ne 1397-ct mexrocymapcrBennsiii cranmapt 'OCT ISO 11607-2011
BBEJICH B [EHCTBHE B Ka4eCTBE HALIMOHAIBHOTO cTaHmapTta Poccuiickoii @eneparyu ¢ 1 sHBaps
2013 r.

5 Hacrosmuil cTaHgapT MIAEHTUYEH MexAyHapoaHoMy cranmapty ISO 11607:1997
Packaging for terminally sterilized medical devices (YmakoBka mjisi MEAUIIMHCKUX H3IEITHIA,
MOUTEKAINX (DHHHUIIHON CTEPUITH3ALINH)

Crenierp coorBercTBust — naeHtuyHas (IDT).

CeenmieHHsI O COOTBETCTBHM MEXIOCYHAPCTBEHHBIX CTAHAAPTOB CCBHUIOYHBIM MEXKIyHa-
PORHBIM CTaHAAPTAM IMPUBEICHBI B JOMOIHUTEIBHOM IPHIIokeHnH [ A,

Craapapt noaroTtosyeH Ha ocHose npuMenenns T OCT P UCO 11607-2003

6 BBE/IEH BIIEPBLIE

Ungpopmayus o esederHuu e delicmsue (npekpauwieHuu Oelicmeus)) Hacmoswezo cmaHdapma
nybnukyemces e exemecsyHo uzdasaemMom ykazamerne «HayuoHanbHbie cmaHdapmbiy.

UHpopmayus 06 UMEHEHUSIX K HacmosuweMy cmaHdapmy nybrukyemcs e exee00Ho usdasae-
MOM UHGhOPMaUUOHHOM yKkaszamerie «HalyuoHanbHbie cmaH0apmbl», @ mekem uameHeHull — e UHGgop-
MaUUOHHbIX yKa3ameJsiax «HauUOHaanble cmaHOapmb/». B criydae nepecmompa unu ommeHbl Hacmo-
Auwezo cmaH0apma coomeemcmeyrouas uHgopmauus 6ydem onybnukosaHa 8 UHGhOPMaLUOHHOM yKa-
3amene «HayuoHanbHble cmaHdapmbly.
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B Poccuiickoit Penepauny HACTOAMMUII CTAaHAAPT HE MOXKET OBITH NMOJTHOCTBIO MU Ya-

CTUYHO BOCHPOM3BEIEH, THPAKUPOBAH H PACHPOCTPAHEH B KadeCTBE O(UIMATBLHOrO M3JaHMS
6e3 paspeinenns PenepanbHOrO areHTCTBA N0 TEXHUYECKOMY PEryJTHPOBAHMIO M METPOJIOTHH.
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BBeneHue

MpoLecc KOHCTPYMPOBaHMS 1 paspaboTkn ynakoBkX ANst (MHULLHOW CTepunnaa-
L MEQVLIMHCKNX N3AENWIA SBMNAETCS CIOXKHBIM N OTBETCTBEHHBIM 3TaroM.

Ha KOHCTPYKLMIO yNakoBKK M BbIGOP YNakoBOYHbIX MaTepuanos BrvsioT 0cober-
HOCTW MEAMLMHCKOTO W3AENUs, METOh ero crepunusauum, crocob WUCMonb3oBaHus,
CPOK rOfHOCTU, TPAHCMOPTUPOBAHNE U XPaHEHME.

XapakTepuCTUKN MaTepranoB KOHKPETHbIX BUAOB ykasdaHbl B cepuu EBponen-
ckunx ctangapTos EN 868 (B ctagmm paspaboTku).

OcHoBHble TpeboBaHUS K yrNakoBOYHbIM MaTepuanam NOo3BONSOT Kak U3roTOBU-
Tento, Tak 1 NPOU3BOAUTENIO NPOBOAUTE OPULMANBHYH aTTECTaumIo C Lenbio onpeae-
TNIeHNs1 COOTBETCTBUS NOTEHLMANBHOrO YMakoBOYHOrO Martepmana TexHunyeckum Tpebo-
BaHusaM. Ero matepman B 4OCTaTOYHON MEPE COOTBETCTBYET TEXHUYECKMM TpeboBaHu-
AM, XapaKTEepPUCTMKM NPOAYKLMM MOTYT ObiTb YTBEPXKAEHbI U3rOTOBUTENEM, NPOU3BOAU-
Tenem unv pernaMmeHTUpyrLMM OpraHoM, 1 ANs 4EMOHCTpaLUmn COOTBETCTBUS MarTe-
pvana 3TuM 3agaHHbIM TpeboBaHMAM MOXHO NPOBOAWUTL aTTecTauuio Martepuana.

[na obecneyeHns HageXHOCTU yNakoBKn AomkHa 6biTb paspaboTaHa AOKyMEH-
TMpOBaHHas MporpaMmMa BanujauuMu npouecca, AEeMOHCTpupyrowas pabotocnocob-
HOCTb 1 BOCMPOM3BOANMOCTb BCEX NMPOLECCOB CTEpUNM3aumm 1 ynakosbiBaHua. Hapsagy
CO CTepunm3aumoHHor 0bpaboTkon Ha LeNOCTHOCTL YNaKoBKU MOTYT BIIUATL NPOLECChI
hOpMMPOBaHNSA, CKNemBaHUs, 3aKpbITUS KPbILKOW (UNv apyrve crnocobbl 3akpbIiTus),
peska, a Tawke obpalleHne ¢ maTepmanoM BO BpeMsi ynakoBbiBaHUs. MukpoGHble 6a-
pbEepHbIE CBONCTBA YMaKOBOYHBIX MaTepuanos, cnocobel hopMMpoBaHUA 1 CKNENBaHNA
ABMAIOTCS peLlaowmMn Ana obecneyeHms LEenOoCTHOCTM ynakoBkM M BGesonacHoOCTU
npoaykumn. MNMockonbKy He CyLecTBYeT JOCTYMHOrO BanMANPOBAHHOTO METOAa MUKPO-
Bronornveckoro KoHTponst 6apbepHbIX CBOWCTB MaTepuanos ynakoski ANs PUHULLHON
cTepunmaauum 1 3pdPeKTUBHOCTN HOPMMPOBEHNA N CKNEMBaHWS, TO UX OLEHWUBaKOT

pasaenbHo.
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MEXIOCYOAPCTBEHHbIN CTAHAOAPT

YMAKOBKA ANsi MEQUUWHCKUX U3OENUIA,
MOANEXALLNX ®PUHULLHOW CTEPUNU3ALIUN

O6uwue TpedGoBaHMA
Packaging for terminally sterilized medical devices.
General requirements

Data eeBegeHus 2013-01-01

1 O6nacTb NnpUMeHeHus

1.1 BkntoueHus

1.1.1 Hactosawwii ctaHgapT ycTaHaenvMeaeT TpeboBaHUs K 0AHOPa3oBbiM MaTe-
pvanamM 1 MHOropasoBbIM KOHTEMHEPaM, UCMOSb3YEMbIM ANA YNaKOBbIBAHUS MEAWLVH-
CKUX W3AENVI, noaBepraeMbiX (OUHULIHOW CTEPUnU3aumKn, NPOBEAEHHOrO Kak B Npo-
MbILUNIEHHOCTU, TaK U B YYPEXAEHUSAX 34paBOOXpaHeHus (CM. pasaen 4).

1.1.2 HacTosilwuin craHgapT ycTaHaBnMBaeT OCHOBHbIE TpeboBaHus k paspaboT-
Ke U Banmnjaumun npouecca ynakoBbiBAHNA ANA npou3sogutena MeauLMHCKNX I/I3,qe]'|l/|l7l,
noasepraemMbix (OUHULLIHOW cTepunusauum (pasgen 5).

Hanbonee oTBETCTBEHHBIMM MpoLIECCaMU ABASAOTCA (POPMUPOBAHNE U CKIIEMBA-
HWe, HO CYLLECTBYIOT U ApYyrve onepauun, BMUSIIOWME Ha KOHEYHYIO YMNaKkoBKy, Ha KOTO-

pble crneayet obpaTuTb BHUMaHWE.

MpumeuyaHune — B HacTosweM cTaHgapTe 60MbHULBLI U ApYrve opraHusauwy, yna-

KOBbIBaOLLE MEAULIMHCKNE N34 enua, CHUTaOT NPon3BOAUTENAMMU.

HacToswmn craHaapT yCTaHaBnMBaeT CYLIECTBEHHbIE KPUTEPUW, OLIEHKM Mpu-
€eMIIEMOCTU YNaKoBOK ANs CTEPUNbHBIX MEAULMHCKUX U3AEenvin (pasaen 6), Heobxoau-
Mble Ans paspaboTyMKoOB M MPOM3BOAUTENEN MEeAMLIMHCKUX U3LEeNnun, a Takke onuca-
Hue nabopaTopPHbIX UCTIbITAHWIN U OLIEHOK, KOTOPbIE MOXHO MPUMEHNATL A1 onpegene-
HUA COBOKYMHOCTM MOTPEBUTENBCKUX XapaKTEPUCTUK KOHKPETHOW YNakoBKM, MCMONb3y-
eMOW AN 3alUMTbl YacTeln U3Lennsa Npy pacrpocTpaHeHun 1 XpaHeHUn nagenus u ob-

paLLeHNM C HUM.

M3paHue obmumansHoe
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1.2 UcknioueHusn

1.2.1 HacTosilumin cTanfapT He pacrnpoCTpaHseTca Ha ynakoBKy AN MNPOAYKLMK,
NPOM3BELEHHOM acenTUHYECKMM METOLOM, Tak KaK NpuMBEeAEHHbIX TpeboBaHWn HepocTa-
TOYHO ANsl AOKa3aTeNbCTBa TOro, YTO YMAaKoBKa M NMPOLIECC YNaKkoBbIBAHWSA HE SIBMSIOTCS
MCTOYHNKOM KOHTaMUHaLWW NPpoayKLMA.

1.2.2 Hactosiwmin ctangapT He ycTaHaBnmBaeT nopsaok otoéopa npob ans uenbl-

TaHWUA UNN KONUYECTBO U NPOAOIMKUTENNbHOCTL I'IOBTOpHOCTeVI npn ncCnbiTaHNAX.

MpumedyaHune — 3T TpeboBaHNS JOMKHbI BbiTb paspaboTaHbl U3rOTOBUTENEM UMK

npon3sogutenem And KOHKPETHOro MeauymMHCKOro nsgenua.

2 HopmatuBHbIe CCbISTKU

B HacTosiLeM cTaHAapTe UCMOML30BaHbl CChINKX Ha cnegytolime cTaHaapThbl:

ISO 186:1994 Paper and board. Sampling to determine average quality (Bymara
1 kapToH. OT60p Npob Ans onpeAeneHns CPeaHEero kayecTsa)

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-
Lenypbl BbIBOPOYHOro KOHTPOINS MO Ka4eCcTBEHHbIM npuaHakam. Yactb 1. NnaHbl Bbi6o-
POYHOro KOHTPOIS C yKazaHWeM npuemMnemMoro ypoeHs kadectsa (AQL) ans nocnepo-
BaTENbHOro KOHTPOMSA NapTui)

ISO 5636-1:1984 Paper and board — Determination of air permeance (medium
range) — Part 1: General method (bymara v kapToH. OnpeaeneHne Bo3ayxonpoHvLae-
MOCTU (CpefHWiA ananasoH nameperuns). Yacts 1. O6wmin meton)

ISO 9001:2000 Quality management systems. Requirements (Cuctembl me-
HeoXmeHTa kavecTtea. TpeboBaHus)

ISO 11140-1:1995 Sterilization of health care products. Chemical indicators. Part
1. General requirements (CTepunusaums MEAULMHCKON NPOAYKLMN. XUMUYECKUe UHAU-

kaTtopel. Yactb 1. O6wme TpeboBaHns)

3 TepMuHbI M onpeaeneHus

B HacTosileM cTaHaapTe MCNonb3oBaHbl CNeayoWmMe TEPMMHbI C COOTBETCTBY-
FOLLMMU ONpefeneHnsamu:

3.1 3akpbITune (closure): CpeacTeo (cnocob) 3akpbITus ynakosku 6e3 npumeHe-
HWSi CKNemBaHus, HanpUMep, MHOrOKpaTHbIM crubaHnem (danbLoBkon) ¢ 06pasoBaHu-

€M U3BMNNCTOro npoxoaa.

2
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3.2 uenoctHocTb 3akpbiTMA (closure integrity): CocTosHne 3akpbeiTus, obecne-
yMBatoLLEe TaKOM e MUKPODHBIN Gapbep, Kak U ocTanbHas YacTb yNakoBKu.

3.3 arrecTtauma coorBetrcTBUA (compliance qualification): [dokymeHTupoBaH-
HOE CBUAETENLCTBO COOTBETCTBUSA YNAKOBKU TEXHUYECKUM TpeboBaHWAM, Npeabsens-
€MbIM K YNakoBke AN (PUHULLHON CTEPUNM3aLVN MEANLIMHCKMX U3 ENNIA, OCHOBaHHOE
Ha ee UCMbITaHUSIX.

3.4 paspabotka (development): MNpouecc ycoBepLUeHCTBOBaHMA Ga30BOW KOH-
CTPYKUMM UINM TEXHOMOTMU C LiENbI AOCTUXKEHUS COOTBETCTBUSI YCTAaHOBMNEHHBIM KpU-
TEPUSIM Ha NPOAYKLIMIO.

3.5 otka3 (failure): CobbiTe, NpM KOTOPOM 4acTb YMaKOBKM MNpU 3adaHHbIX
YCINOBUSIX HE BLIMOSHAET OfHY unn B6onee TpebyeMbix OT Hee PyHKUMN B 3aaaHHbIX
npegenax.

3.6 aHanu3 otkasoB (failure analysis): Jlornyeckoe cucremaTnyeckoe nsydveHue
obpasua ¢ Lernblo onpeieneHus u aHanusa BeposTHOCTW, NMPUYMH U NOCNEACTBUA Mo-
TEeHLManbHbIX U pearbHbIX OTKa30B.

3.7 ctepunusauuoHHas ynakoBKa (KOHeyHas ynakoska) (final package): MNep-
BMYHOE 3alUMTHOE YCTPOWCTBO, B KOTOPOM MPOM3BOAUTCS (PUHULIHAS CTepunusaums
MeINLMHCKNX U3Lenui (He Brkrrovaroee B cebs kopobku 48 XPAHEHUS U KOHTENWHEDPbI
LN NepeBOo3KM), 3allyLLaoLLLee COAEPKMMOE 40 3a4aHHOrO YPOBHS 3aLUMTbl B TEHYEHNE
BCEro cpoka rogHocTu (T. e. cosjaroLuee 3amTy oT PU3NYECKOro, MMKPOBHOro unm xu-
MUYECKOrO BO3AENCTBUS).

3.8 npousBoauTtenb (manufacturer): dusmyeckoe nnn ropuanyeckoe nNUUo (UH-
AvBUAYyansHOe MNN opraHM3alms), OTBETCTBEHHOE 3a YMakoBbIBaHWE WU/MNA CTEpUnu-
3aUMI0 MEAVLMHCKOrO N3genvs.

3.9 MmeauumHckoe usgenue (medical device): UHCTpymMeHT, annapar, npycno-
cobneHve, Matepuarn, Ucnonb3yemMble OTAENBHO UK C APYTMMU U3LENUSAMN, BKMHOYas
HeobxoanMoe nporpamMmMHoe obecneyeHne, NpefHasHa4YeHHbIE AN NIOAEN B LENsx:

- AVarHoCTUKK, NpounakTnkn, HabnoaeHus, neyeHust nu obnervyeHms Gones-
HU,

- ANarHOCTUKK, HabnoaeHns, neveHus, obneryeHnss UnuM KOoMMeHcauum npu
TpaBmax Unv MHBanuaHoOCTK,

- UcCcnejoBaHns, 3aMELLEHUSI UMW U3MEHEHNS aHATOMUK UM PU3UNONOMNYECKOTO
npotecca;

- KOHTPOMSA 3a4aTtus, OCHOBHOE Npejronaraemoe LEeNCTBME KOTOPOrO CHapyXu

Wnn BHYTPU Tena 4venoBeka AocTturaeTcd 6e3 npUMeHeHna PapmMaKkonormyecknx, M-

3
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MYHOSOMMYECKUX UM MeTaboNMYECKMX CPEACTB, HO KOTOPbIE MOTYT MPUMEHSITCS COB-

MEeCTHO C TakKnMu cpeacTBamMmun.

3.10 MuKpo6HbIN Bapbep (microbial barrier): CBOACTBO yNakoBOYHOW CUCTEMbI
npefoTBpaLlaTb Npu 3aAaHHbIX YCNOBUAX NPOHMKaHWE MUKPOOPraHN3MOB.

3.11 cucrtema mapkupoBku (labeling system): CoBoKymHOCTb MapKMpOBKW Ha
yrnakoBke 1 nobon npunaraeMon nHpopMaLmn No NPUMEHEHUIO, HaxXOAALLIENCH BHYTPU
WX B KOHTaKTE C KOHEYHOW YNaKoBKOMN.

3.12 coBMmecTUMOCTbL ynakoBbIBaHUA (packaging compatibility): CsowncTso
yMakoBOYHOrO Matepuana w/vnn cnocoba ynakoBbIBaHWS, MO3BOMSAOLLEE AOCTUraThb
TpebyeMmbIX xapakTepncTuk 6e3 oTpuuaTensHOro BO3LENCTBUSA HA MEAULIMHCKOE U3fe-
nve

3.13 uenocTHOCTL ynakoBku (package integrity): HenoepexaeHHoe uanye-
CKO€ COCTOSIHME CTEPUNM3ALIMOHHON YMaKOBKN.

3.14 atTecTtauma paborocnocobHocTu (performance qualification): Jokymen-
TMPOBaHHOE CBMAETENBCTBO COOTBETCTBUSA YNaKoBKU TPeBOBaHWAM K CTEPMNU3aLIMOH-
HOW (KOHEYHOW) yMakoBKe, OCHOBaHHOE Ha UCMbITAHUM KOHKPETHOrO YNakoBOYHOrO Ma-
Tepuana.

3.15 nsroroButens (producer): Pn3n4eckoe nnm rpuanyeckoe nnuoe, (MHAMBK-
AyanbHOe Unn opraHv3auus), OTBETCTBEHHOE 3a U3rOTOBMEHME YNakoBOYHOro Marepu-
ana w/vnm cnocob ynakoBbIBaHUSI.

3.16 npoaykt/npoaykumua (product): MeguuuHckoe usgenve wwnn [ONONHK-
TernbHblE KOMMOHEHTbI B COYETAHUM C KOHEYHOW YNAaKOBKOMW.

3.17 arrectauusa (qualification): JokymeHTUpOBaHHOE NOATBEPXKAEHNE TOro, YTO
BCE 3ajaHHble TPeOOBaHNS K KOHCTPYKLMU 1 paBoTOCNOCOOHOCTY BbINOMHEHbI.

3.18 pesanupauums (revalidation): [JJokymeHTUpoBaHHaA npoueaypa NoBTOPHOro
NoATBEPXKAEHWSA NPOBEAEHHOW BanuaaLmu.

3.19 kneeBoe coeguHeHue (seal): PesynbTar coegmHeHus cnoes, Hanpumep ¢
MOMOLLbIO aAre3mBHbIX KIEEB UMW TEPMUYECKOTO NNaBreHus.

3.20 uenocTHOCTL KJleeBOro coeauHeHus (seal integrity): CocrosHue kneeso-
ro cnos, obecneynBaoLlee He MEHbLUIMA MUKPOOHbIM Bapbep, Yem ocTanbHasi YyacTb
YMaKkoBKW.

3.21 npo4YHOCTb KIneeBoro cnos (seal strength): MexaHunyeckas NpoYHOCTb

KneeBoro cCoeanHeHus.
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3.22 ynakoBKa Ansi NpoBOAHUKA CcTepunbHOW Xupkoctu (sterile fluid path
packaging): YnakoBka Mnu cuctema 13 ynakoBKW W 3aliMTHOW 0BONoYKM NpoBOAHMKA
CTEpPUNBHON XUAKOCTK, paspaboTaHHas ¢ uenblo obecnedyeHnss CTEPUNBHOCTM YacTu
MELMLMHCKOTO U3AENUs, MPEAHa3HAYEHHON AN KOHTAKTa C XXUAKOCTAMM.

3.23 coBMeCTUMOCTL cO cTepunusaumen (sterilization compatibility): Coso-
KYMHOCTb CBOWCTB YNakoBOYHOro MaTtepmana uunm cnocoba ynakoBblBaHWs, NO3BOSS-
FOLLMX UM BblAEPXMBaTbL CTepUnmaaLnoHHyto obpaboTky n obecrneumnsaTth AOCTUKEHWE
TpebyeMbIX YCNOBUA CTEPUNN3aLIMN BHYTPU (OUHULLHOW YNaKoBKM.

3.24 notpebutenn (user): dranyeckoe NN rpUZNYECKOE NMLO (MHAVBUAYATb-
HO€ NN opraHn3aums), OTBETCTBEHHOE 3a UCTIONb30BAHWE NPOSYKLIMN.

3.25 Banupauma (validation): [JokymeHTMpoBaHHas mpoueaypa nonyyYyeHus pe-
3ynbTaToB, HEOOXOAUMBIX ASA NOATBEPXKAEHUS TOrO, YTO MPOLECC HEM3MEHHO AaeT

NPOAYKLMIO, COOTBETCTBYHOLLYIO 32aHHBIM TPeBOBaHMAM.

Mpumevyanune — CuutaloT, 4YTO Banuiauus — KOMMMEKCHbIA MPOLECC, KOTOPbIN
BKMIOYAET B ceBs: MMCbMEHHbIA NPOTOKOM; AOKa3aTeNbCTBO TOrO, YTO MHCTPYMEHTLI AN coopa
[aHHbIX NOBEPEeHbl, 060PYAOBaHNE B YCTAHOBMEHHOM COCTOSIHUM OTBEYAET KOHCTPYKTOPCKUM
YCNOBUSIM U XapakTepuUCTMKaMm (atTectauns ycTaHOBeHHOro o6opyAoBaHus), NPU 3afaHHbIX
pabourx ycrnoBMsSX NO3BONSET BECTU NpoLecC B 3aAaHHbIX Npeaenax u obecneunsaet BOCnpo-
N3BOANMOCTb, YTO NOATBEPXKAAETCA NOBTOPHLIMU UCMBbITAHUAMU U MI/IKpOGVIOJ'IOWI‘-IeCKVIMVI npo-
BEpKamu npoljecca (Npou3BOACTBEHHAN aTTecTauusa NpoLuecca Unm aTrecTayusl XxapakTepucTuk
npouyecca).

3.26 c¢mHuwmHan ctepunusaumsa (terminally sterilizer): Crepunusauua megu-
LMHCKUX U3AENWN, SIBMSIOLLAsACA KOHEYHOW Onepauven no KX W3roTOBREHWUD, nocne

npoeeaeHna KOTOpOI‘/I MeauLUMHCKne n3genns MOXHO NPUMEHATb NO Ha3HaYeHuo.
4 YnakoBOYHble MaTepuanbl

4.1 O6wue TpeboBaHUs
4.1.1 Cncrembl kKayecTea
[encTBus, onMcaHHbIe B HACTOSLLEM CTaHAAPTE, CNeAyeT BbINONHATL B pamKkax

oMLManbHON CUCTEMBI Ka4eCcTBa.

MpumevyaHue — TpeboBaHusi Kk cucTemMam kayecTsa npueegeHsbl B ISO 9001. Ana
BbIMONHEHUA TpeboBaHWii HacTosILero ctaHaapTa HeT Heo6X0AMMOCTU MonyYaTb Ha CUCTEMY

KayecTBa cepTndmKaT TpeTbell CTOPOHbI.
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4.1.2 Ot60p Npob

MnaHbl oTbopa Npob, MCnonb3yeMblxX AN UCMLITAHNS YNAKOBOYHbLIX Martepua-
noB, AOMKHbI BbITe BbIOPaHLI MO COrNacoBaHUIO MEXAY M3roTOBUTENEM U NPOU3BOAU-
Tenem, Hanpumep, C UCMONb30BaHMEM AOMYCTUMOro ypoBHs kadectsa (AQL) no ISO
2859-1 unm 1SO 186 nubo cTaTucTMyeckoro koHTpons npouecca (SPC). Ans kaxporo
BbIGPAHHOIo NaHa AOIMKHO ObITb JOKYMEHTUpOBaHHOE 060CHOBaHME.

4.1.3 Obwe TpeboBaHns

4.1.3.1 HasHaueHve ynakoBku Ans PUHULIHON CTEpUnu3aLum MeQULIMHCKUX U3-
Oennn — CoxpaHeHUe CTEPUIbHOCTU NPOAYKUUN C YHETOM 3aAaHHbIX YCIOBUNA ee npu-
MEHEHUS!, TPaHCMOPTUPOBAaHUS, XPaHEHUA N CPOKa FrOAHOCTU.

4.1.3.2 B xa4ecTBe CbIpba ANA U3roTOBMEHUA YNaKkoBOYHbLIX Marepnanos npume-
HSKOT YNCTbIE NI YTUNU3NPOBaHHbIE MaTepuarnsl Npy yCnoBUK, YTO UCTOYHUK, NCTOPUS
N NPOCNEeXnBaeMOCTb BCEX BUAOB CbIpbsi, OCOOEHHO YTUNN3UPOBAHHbLIX MaTepuanos,

M3BECTHbI 1 KOHTPOMMPYIOTCS.

MpumedaHue — Mpu CyLECTBYIOLMUX TEXHOIOTMSIX TOPFrOBNN ManNoBEPOATHO, YTOGbI
YTUNU3MPOBaHHbIE MaTepuansbl, 3a WUCKIIOYEHMEM MPOU3BOACTBEHHbLIX OTXOAOB, KOHTPONUPO-
Banucb AOCTaTo4HO 3hHEKTUBHO, Tak YTO MOXKHO ObIno Bbl gonycTuTb Mx 6e3onacHoe Ncnosnb-

30BaHve AN U3roTOBNEHUs YNaKoBKM ANt (PUHWLLHON CTEPUNM3ALMN MEAVLIMHCKUX U3AENWIA.

4.1.3.3 KoHCcTpykumio ynakoBkn 1 TpeboBaHUS K NPON3BOACTBEHHOMY MPOLIECCY
cnepyeT nepecMaTpuBatb U NPUMEHATb C YY4ETOM BbIOpPaHHOro mMatepuana u BnvaHuA
Ha Hero npouecca crepynuaauun. Kputepum npueMnemoctu NnpuBeAeHbl B pasgenax 5
no6.

4.1.3.4 Bce mMeToAbl UCMLITAHNIA, UCNIONb3YEMbIE ANA NOATBEPXKAESHNA COOTBET-
CTBMS HACTOSLLEMY CTaHAaPTY, AOMKHbI ObITb BANWMAMPOBaHbLI U JOKYMEHTUPOBAHDI.

4.1.3.5C nomoLblo COOTBETCTBYIOWMX METOAOB UCMbLITAHWK, COrnacoBaHHbIX
W3roToBUTENEM M NPOU3BOAMUTENEM, OLIEHUBAIOT CNeAyoLLIMe CBOUCTBA Marepuana:

a) MUKpOGHIN Bapbep;

b) ToKkCUKonornyeckue xapakrepucTuky,

C) (hM3nyeckue u XMMMYECKME CBOCTBA;

d) COBMECTUMOCTL C METOAaMu CTEPUNM3aLmMun, ¢ KOTOpPbIMW NpeaHasHavaeTcs
WCMONb30BaHWE Marepuana;

€) COBMECTUMOCTbL C npoueccamm hopMUPOBaHNS U CKnensBaHus (CM. pasgen 5);

f) noBble orpaHMyeHNs CPOKOB rOAHOCTM YNaKoBOYHOIO Marepuana ao v nocne

cTepunusaumn.
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4.1.3.6 TpeboBaHVs Kk XapaKTepUCTMKaM yMNakoBOK AnA PUHWULLHOW cTepunmsa-
LM MeAULMHCKUX M3genuin npueeneHel B 4.1.4—4.1.7. Xapaktepuctukmn matepuvana,
HeobxoAMMbIE AMA KaXLOro KOHKPETHOro NMPUMEHEHWS, AOIDKEH ONpefenuTe Nponaso-
autens. MaTepuarnbl ¢ XxapakTepucTukamm, He NepevyncneHHbIMn B pasaene 4, MoxHO
OLEHWTL C WCMONb30BaHMEM KPUTEPUEB NMPUEMITEMOCTM, NMPUBELEHHBIX B pasgenax 5 v
6.

4.1.4 TpeboBaHus NpMemMneMmocTu

YnakoBo4Hble MaTtepuarnbsl obLero NnpuMeHeHus, Hanpumep obepToyHble mare-
pvanel (Bymara, nonMMepHasi nneHka unm HeTkaHbIA Matepuan U3 NonNuaTUNeHa BbICo-
ko nnoTtHoctu (HDPF), BomkHbI COOTBETCTBOBATE CNEAYOLMM TpeboBaHUAM:

a) matepuarsl JOIkHbI ObITb HEBbILLENAYMBAEMBIMU, HETOKCUYHBIMU U HE UMETL
3anaxa B TakoW CTeneHn, YToObl 3TO MOFTIO YXYALUMTE XapakTepUCTukn 1 6e3onacHoCTb
marepuana nmbo HeraTMBHO BO34EMCTBOBATb Ha MEAMLMHCKUE WU3LENUS, C KOTOPbIMU
OHMW KOHTaKTMPYHOT;

b) B maTepuanax He [OMmKHO ObiTb AbIP, TPELLMH, pa3pbiBOB, MOPLUMH NN MECT-
HbIX YTOMLLEHWUIA UMM YTOHYEHWIA, CNOCOBHBIX YXyALIMTE X paboTy;

C) NIOTHOCTb [OIDKHA COOTBETCTBOBATL 38A4aHHOW U3rOTOBUTENEM;

d) ypOBEHb YNCTOTLI MaTepuana fOJmKeH ObITe MPUEMITEMBIM;

€)yaenbHble UM MUHUManbHble Pr3nYeckme XapakTepucTMKU (MPOYHOCTb Ha
pacTshKeHne, OTKIIOHEHWE MO TOSILLMHE, COMPOTUBIIEHME Pa3pbiBy, BO3AYXONPOHULAe-
MOCTb U MPOYHOCTb Ha MPOAABMNMBaHWE) LOIPKHbI COOTBETCTBOBaTb TPEOOBaHUSAM K
MEAVLMHCKUM M34enusaMm, NpoLeccam ynakoBbIBaHUA U (OUHULLIHOW CTEpUnn3aLmu;

f) pomkHo ObITb yCTaHOBMEHO, YTO ocobble XUMMMUYECKUe CBOMCTBa (Bernu4nHa
pH, cogepxaHue xnopuzoe 1 cynbgaTos) oTevaoT TpeboBaHWsSM K MEANLIMHCKAM N3-
LEenvam 1 NpoLeccam ynakoBbIBaHWS UM CTEPUNNSALINA.

4.1.5 JononHuTenbHble TpeboBaHWs K Matepuanam ¢ aaresvBHbIM Croem

Kpome TpeboBaHuin 4.1.4, maTepuansl C afré3vBHbIM CIOEM AOSDKHbI COOTBET-
CTBOBaTb criegyroLmm TpeboBaHMAM:

a) CTpyKTypa afresmBHOro crnos AommkHa ObiTb HenpepbiBHOW, 6€3 NponycKoe U
paspbIBOB, KOTOPbIE MOTYT BbITb MPUUNHOM AeEKTOB CKNemBaHus,

b) MNOTHOCTL HaHeCceHUs Knes [omKHa COOTBETCTBOBATL XapakTeEpUCTUKe, yka-
3aHHOW N3roTOBUTENEM,;

C) NPOYHOCTbL KIEEBOrO Crosi Marepuanos JoMMKHa BbITb He HUXE 3aAaHHON.

4.1.6 [lononHuTenbHble TpeboBaHUs K U3rOTOBMEHHBIM YNaKoBKaM
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4.1.6.1 KOMNOHEHTbI YNakoBOK (MaTtepuanbl, aare3mBHble CNoW, KpacuTens unm
XVMUYECKNE WHAWKATOPLI) HE AOIDKHbI pearMpoBaTtb, 3arpAsHATb, MEPexoAunTb Mnn
HeraTuBHO BMUSITb Ha NPOAYKLUMIO Nepes, BO BPEMSI UMW MOCTE CTepUnmU3aLimn.

4.1.6.2 Kpome TpeboBaHuii kK MaTepuanam, npuseaeHHsiM B 4.1.4 1, B crnyyae
NPUMEHUMOCTH, B 4.1.5,M3roTOBNEHHBbIE YNaKoBKN (Hanpumep ByMaxHble nakeTbl, Tep-
MOCBapuBaeMble NakeTbl U PYIIOHbI) LOMKHBI COOTBETCTBOBATL criegyromm Tpebosa-
HUAM:

a) ynakoBKM [OIKHbI COOTBETCTBOBAaTb XapakTepUCTMKaM W3roTOBUTENSA WM
NPOV3BOAUTENSA B YaCTU LUMPWHBI KIIEEBOIO CMOSi, MPOYHOCTM Ha NpofaBnneaHne u/mnm
MPOYHOCTU CKNENBaHWS;

b) nHpMKaTopkl Npouecca, HaneyYaTaHHbIE Ha yNakoBKax, LOMKHbI COOTBETCTBO-
BaTb TpebosaHusm ISO 11140-1;

C) OTKpbIBaHME YNaKoBOK pacclianBaHnem AOPKHO ObIiTe HEMPepPbIBHBIM U O4HO-
poaHeimM, 6e3 penamMmHUpOBaHUs UM paspbiBa Matepuana, CrocoBHOro yxyAluuTb
acenTn4eckne CBONCTBA.

MpumevaHue — BymaxHble TEPMOCBAPMBAEMbIE NAKETLI U PYMOHbLI UMEIOT, Hapaay
C XapakTepuctukamn npuemMnemMmocTu, ewe N XxapakrepucTnku KOHCTPYKLMA U q:)Oprl ynakoBKW.

4.1.7 OononHuTernbHble TPEOOBAHUSA K KOHTEHEpaM (CTEPUNMU3ALMOHHBIM KO-
pobkam) AN MHOrOKPaTHOrO NMPUMEHEHNS

Kpome TpeboBaHuii k matepuanam, npuBeaeHHsIM B 4.1.4 1, B criyyae npume-
HUMmocCTW, B 4.1.5, KOHTEMHEpbl ANA MHOIOKPAaTHOro MPUMEHEHUS AOMKHbI COOTBET-
CTBOBaTb CriefyoLmm TpeboBaHuaM:

a) Kaxgbli KOHTEHep AOMKeH OblTb CHabXeH cUCTEMON OBHapyXeHUs OTKpbI-
BaHWA C ACHOW MHAWUKALMEN, eCN LENOCTHOCTb 3aKPbITUS Obina HapyLUEeHa;

b) MECTO NPOXoXKAEHNS CTEPUNUIYIOLLIETO areHTa LOMKHO obecneunBaTs 6apbep
NPOHMKaHWIO MUKPOOPraHW3MOB BO BPEMS BbIFPY3KU KOHTEWHEpPa U3 CTEpunM3aTopa,
€ro TPaHCMnopTUPOBaHUA N XxpaHeHus (cm. 4.1.3);

C) NpoKNagku/ynnoTHEHWUA 1 pUnbTPbl A0PKHBLI obecneyrBaTs 6apbep NPOHUKa-
HWIO MUKpoOpraHmamos (4.1.3);

d) KOHCTPYKUMA KOHTEMHEpa AOITKHA NpefycMaTpuBaTb BO3MOXHOCTL BU3yalb-
HOro OCMOTpa BCEX OTBETCTBEHHLIX YacTel. M3roToBuTernb AOITKEH yKa3aTb KpUTepum
OLIEHKM, UCNOoNb3yemMble NPV BU3yanbHOM OCMOTPE KOHTEMHEpa nepes KaxabiM ero no-
cneayolmm NPUMEHEHNEM;

€) N3roToBUTENb AOMKEH yKa3aTb METOAMKM OOCMYy>XMBaHWUS U YUCTKM, a Talkke

NepUoAMNYHOCTb N CNocod oCcMOTPAa, O6Cﬂy)KMBaHVIF| 1 3aMeHbl KOMMOHEHTOB.

8
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4.1.8 OTBETCTBEHHOCTb 3a BanMAaLUMIO YMNakoBKM U 3a aTtTectauuio COOTBET-
cTBma n pabotocnocobHocTH

4.1.8.1 3a Banugaumio CTepUnn3aLIMOHHON YNakoBK/ OTBEYAET NPOU3BOAUTENb.

4.1.8.2 3a npoBefeHMe UCMbITaHWI NO aTTecTalum COOTBETCTBUS Marepuanos
OTBEYaeT N3roToBUTENb.

MpumeyaHune — 3TO HE UCKMIOYAET BO3MOXHOCTU AOBPOBONBHOMO MPUHSATUA Ha ce-
65 3TOrO Buaa OTBETCTBEHHOCTWN NpPOU3BOAUTENEM.

4.1.8.3 3a npoBepfeHvie UCTbITaHUA M0 aTTecTalu NPUEMIIEMOCTU OTBEYaET U3-
roToBUTESb.

4.1.9 NokymeHTaumns

Bce npoueaypbl 1 pesynbTaTthl BanvuaaumMy AOMKHbI ObITe MOMHOCTLIO AOKYMEH-
TUPOBaHbI U COXPaHEHbI B COOTBETCTBUM C OOULMANBHON CUCTEMOM KadvecTaa.

4.2 Tpe6oBaHuA K Banuaauum

4.2.1 CoBMECTUMOCTbL C NPOLIECCOM CTEPUNU3ALIMN

4.2.1.1 CoBMECTMMOCTb MaTepuana no OTHOLLEHMIO K NpoLeccy cTepunusaumm
JOMKHA NOATBEPXAATb, YTO yNakoBKa B JOCTATOMHON Mepe npoHvLaema Ans Bcex du-
3MYECKNX U XMMUYECKUX areHToB, KOTOpble BNUSIOT Ha 3(EKTUBHOCTL KOHKPETHOrO
npouecca crepunusaumm (Hanpumep AN CTepunu3auum OKCUAOM 3dTUNeHa cneayet
BKITFOYUTb NMPOHMLIAEMOCTL ra3o0bpasHoro okcmaa STuneHa, NapoB BOAbI U BO3AyXa), U
npoLecc CTepunM3aummn He yxyaLwaeT co BpeMeHeM pu3nYecKkme CBOUCTBa Matepuana.

MpumeyaHuns

1 Ecnv npoayKUMIO ynakoBbIBAIOT MHOTOCHONHBIM 3aBEPTbIBAHUEM, TO ANS BHYTPEHHUX
N HapPY>XHbIX CroeB YNakoBKU MOryT ObITb YCTaHOBINEHbI pasnu4Hblie 4oNYyCTUMbIE Npeaernbl Xa-
paKTepuCTUK MaTepuana.

2 COBMECTUMOCTb MOXHO ONpeaensaTb O4HOBPEMEHHO C Banuaumen UCrnonb3yemMoro
npouecca crepunusasum.

4.2.1.2 Npn Heobxo0anMMOCTM NPOBEAEHNA MHOFOKPaTHOW CTepyunusauin [Oonon-
HUTENbHO OLIEHMBAKOT NPUEeMNEMOCTb YMaKOBOYHbIX MaTepuanoB C LEnbio NOATBEP-
XOEHUS1 TOTO, UTO XapakKTepuUCTUKWU Matepuarna COXPaHATCsl Mocrne Hee B 3afaHHbIX
npeaenax. OTBETCTBEHHOCTb 3a 3TO HECET NPOM3BOAUTEMb.

4.21.31pn onpegeneHnn MNPUrogHOCTU ANA MNpeaHasHaYeHHOro MpUMEHeHUsa
paccMaTpuBaloT Matepuansl pasHbiX Mapok, KOTOpble MOryT ObITb MPW OBbIYHBIX TEKY-

LMX NOCTaBKax.
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NMpumeuyaHune — Mpu UCNbITAaHUM MaTepUarnos CrieayeT OUeHWBaTb BMsiHUE Chy-
YaHOro OTKIOHEHUS! CYLLECTBEHHBIX CBOWCTB Marepvarna Ha ero npuemnemoctb (Hanpumep

TOMLLMHBI U/UNK pa3mMepa nop AN MOPUCTbIX MaTepPUaros).

4.2.1.4 Bca ncnonbayemas B TEKyLLEM MPOM3BOACTBE YnakoBKa AOIMKHa COOT-
BETCTBOBaTb XapakTepucTMKaMm C 3adaHHbIMU Npeaenamn, a XapakTepucTukn — Tpe-
BoBaHNAaM npoLecca CTepunmnsaLn.

4.2.2 CoBMECTUMOCTb C YNakoBbIBAEMOW NPOAyKLUMen

4.2.2.1 MNpownsBoanTens AOMKEH UCCNEA0BaTh NPUrogHOCTb YNakoBKU ANA Npu-
MEHEHMNS C KOHKPETHBIMU MEeAULMHCKMU n3genuamun. [ins aToro onpeaenstoT conpo-
TUBIEHWE MPOKONY U COMPOTUBIEHME Ha paspbiB (C NpeaBapUTenbHbIM UHULMMPOBA-
HveM paspbiea 1 0e3 Hero) 1, ecnv 37O MPUMEHUMO, — BMWSIHWE Harpesa, CBETa,
BMNaXHOCTW, BO3Ayxa nT. 4.

[ns matepranos, ycnewHo NPYUMEHSIBLUMXCA paHee, MOXHO MCNOoNb3oBaTh ap-
XVIBHbIE JaHHbIe.

4.2.2.2 TMpw onpeneneHnn npegenbHbIX 3HA4YEHWA DUSNYECKUX U XUMUYECKUX
XapakTepuCcTUK HeobxoauMMO aHanManmpoBaTe BO3MOXHOE B3aUMHOe HeraTMBHOe BNust-
HVe ynakoBKM U MEJULIMHCKOro M3aenusa Apyr Ha Apyra, yaapbl U MUKOBbIE Harpysku,
BO3MOXHbIE MPY CTEPUNIN3aLIMN U MOCNEAYIOLLEM TPAHCTIOPTUPOBAHUN U XPaAHEHUN.

K cdunsnyecknm baktopam, okasbiBaloLMM B3aMMHOE HeratMBHOE BrMSHWE, OT-
HOCSAT Maccy MeAULMHCKOrO M3AENUS UM HanuyMe OCTpbIX FPaHeN, K XMMUYECKUM —
BO3MOXHYH MUrpaumio nnactudukaTopos nmbo u3 yrnakoBku B MEAMLIMHCKOE n3genue,
nmbo B 06paTHOM HanpaBneHUM.

4.2.2.3 Nponssogntenb HECET OTBETCTBEHHOCTb 3@ 06ecneyeHne Toro, Yto KOH-
KpeTHbIE MaTtepuanbl B COMETaHNM C YKa3aHHbIMU NpoLieccaMn CTEPUNU3aLmmn 1 ynako-
BbIBAHUS HE OKa3bIBAIOT HEraTMBHOIO BNNAHUS Ha 6e30nacHOCTb N paboTocnocobHOCTL
MEAMNLIMHCKOro N3penus.

4.2.2 .4 MNpurogHOCTb KOHKPETHOW YMNaKOoBKW ANSA 3aLLMTbl KOHKPETHOTO MeANLH-
CKOro usaenusi JormkeH onpeaensaTb NPOM3BOAUTENB NPU PACCMOTPEHUN YaCTHBIX Cry-
YaeB 3almTbI, HEOBXOAUMBIX ANA MEAULIMHCKOrO M3fenus (Hanpumep 3aluTbl Jrek-
TPOHHbLIX KOMMOHEHTOB OT pa3psfa CTaTUMECKOro SMEKTPUYECTBa), a Takke yaapoB n
MMKOBBIX Harpy3oK, BO3MOXHbIX NPW CTEPUNM3ALIMA 1 NOCNEAYIOLLEM TPAHCNOPTUPOBA-
HUM N XpaHEHWW.

4.2 2.5 MNpurogHOCTb KOHKPETHOM YMaKOBKU AMS MUCMONb30BaHWUA C npefHasHa-
YEHHOW CUCTEMOI MaPKUPOBKWN JOIMKEH ONPEAENsTb NPOM3BOAUTENb NPU BbINONHEHUN
cneayowmx TpeboBaHun:

10
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a) Ha CMCTEeMY MapKUPOBKW HE OKasblBatOT HEeraTMBHOE BO3AEWCTBME MpOoLEecc
cTepunmMsaLmmn Wnunmn nocneayrLLee TpaHCnopTUPOBaHUE U XPaHEHUE;

b) cuctema mMapkmpoOBKM He OKasbIBAET HEratyMBHOE BO3AEWCTBME Ha MpoLecc
cTepunmusaumn nunmn nocneayroLlee TpaHCNopTUPOBaHUE U XpaHeHUe,

C) KpacuUTEnn HamneyaTaHHbIX STUKETOK He MPOHUKAKT BHYTPb, HE pacnmbIBatoT-
Cs nnn He o6ecLBeYMBalOTCH, YTO MOXET OKa3blBaTb HEraTMBHOE BO3AENCTBME HA Me-
AVLIMHCKOE M3fenve Unv naeHTUMMKaLmo NpoayKumm;

d) camoknerLmecst STUKETKM B J,OCTATOYHON MEPE COXPAHSIFOT JIUMKOCTb.

4.2.3 MnkpoGHble BapbepHble CBOMCTBa

4.2.3.1 Obwwme ceepeHus

[ns obecneyeHns 6e30NacHOCTN MPOAYKLMN OYEHb BaXKHbIMU SBMNSATCA MUK-
pobHble BapbepHble CBOMCTBA YNaKOBOYHbIX MaTepuarnos. [ns HENPOHULAEMbIX U MO-
PUCTBIX MarepranoB UCMOMb3YHT pasnnyHble MeToAbl OLIEHKN MUKPOOHbIX 6apbepHbIX
CBOWCTB.

4.2.3.2 HenpoHvlaemble matepuvansl

UcnbiTaHne HenpoHWUaeMbIx Marepumanos npueeaeHo B npunoxeHun A. log-
TBEPXAEHNE HEMPOHMLIAEMOCTM Matepuana sBnaeTca AOCTaTOUHbIM 41151 BbINONHEHUS
TpeboBaHNs 0 Hann4MM MMKpPobHoro Gapbepa.

4.2.3.3 MNMopwucTble maTepumansi

4.2.3.3.1 Ina obecneyeHns LEMNOCTHOCTU CTEPUMN3ALMOHHON YNakoBkM N 6es-
ONacHOCTU N3LENNS Y NMOPUCTbIX MaTepuanoB AOMMKEH ObiTb AOCTATOYHbIA MUKPOBHbLIN

fapbep Mo OTHOLLEHWIO K MAKPOOPTraH3MaM.

MpuMmeyaHne — He cyllecTByeT yHMBEpPCArnbHOrO METOAa MOATBEPKAEHUS MUK-
pobHbIX 6apbepHbIX CBOUCTB. MUKpoOHble GapbepHble CBOMCTBA MOPUCTLIX MaTepuanos, Kak
npaBuno, OLEHMBaOT UCKYCCTBEHHOM KOHTamMMHaUMen obpasyoB Matepuana asposonem cnop
BaKkTepun N MUKPOYACTUL NP HEKOTOPOW COBOKYMHOCTU YCIOBUN UCMbITAHUA (CKOPOCTb MO-
TOKa BO3Ayxa 4epes martepuasn, BenuyMHa MUKPOGHOW KOHTamuHauum obpasua W AnuTenb-
HOCTb WCNbITaHWin). MKkpoBHble GapbepHble CBOWCTBa Martepuana npu 3afjaHHblX YCHOBUSIX
UCMbITaHUA ONPEAENsIloT CpaBHEHWMEM CTEMNeHW MNPOHUKaHUS GakTepuii MNM MUKpPOYacTumL
CKBO3b Marepuan C nepBOHayvanbHOW KOHTamuHauuen. Takme MeTOoAbl AaloT CPaBHUTENbHYLO
XapaKkTepUCTUKy MaTepuanoB 1 He NO3BOMAT NpeackasaTtb MX NPUEMEMOCTb MPU YCNOBUSIX,

OTNNYaLWLUXCA OT 3adaHHbIX yCJ'IOBVIVI UCNbITaHWNA.

4.2.3.3.2 N3roToBnTENb AOMKEH ONPEAEnUTb, SBMAOTCA N MUKPOOHLIe Gapb-
epHble CBOWCTBa Martepuvana fOoCTaTouYHbIMU AN NMPUMEHEHMSA B Ka4ecTBe CTepununaa-

LIMOHHOW YMaKOBKM.
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4.2.3.3.3 NMpoussognTenb AOMKEH ONPeAennUTb, COOTBETCTBYIOT NI MUKPOGHLIE
GapbepHble CBOMCTBA A@HHOTO MaTepuana KputepusmM, HeoGxoaANMbIM ANst KOHKPETHON
KOHCTPYKLMM YMaKOBKM.

4.2.3.4 MeTtogb! UcCrbITaHUM MUKPOBHLIX GapbepHbIX CBOUCTB

MeTog MUKPOBHOW KOHTaMWHALMK, UCNONb3yeMbld AN onpeAeneHns MUKpOG-
HbIX BapbepHbIX CBONCTB, AOSMKEH ObiTb BANMANPOBaH NyTeM 0OPMMEHNS NPOTOKONA,
NMoKa3sbIBaOLLEro NMPUEMNEMYIO BOCNPOM3BOAMMOCTb METOAA U ero cnocobHOCTb pas-
nuyaTb ynakoBOYHbIE Matepuarb! ¢ pasHbiMU CBOMCTBaMK, 06pasLibl KOTOPbIX ONUCaHbI

B HaUMOHarnbHbIX CbapMaKoneﬂx nnun ctaHgapTax.

MpumeuaHns

1 MeTogbl onpeaeneHusi MUKpoGHbIX GapbepHbIX CBOWCTB AOCTYMHbl U HaxoAsaTCA B
CTaJuM NOArOTOBKU, HO HW OJUH U3 HUX HE MPUHST B kaYeCTBe CTaHAAPTU30BaHHON METOAMKY.

2 Ecnu nokasaHo, 4Yto BanMamMpoBaHHbIA (PU3NYECKMIA METOJ, UCTIbITAHUSI COMOCTaBVM C
BanuaupOBaHHbIM METOAOM MUKPOBHOW KOHTaMUHALMK, TO NOMy4YeHHbIe (PUNYECKUM METOAOM
AaHHblE NMPYHUMAIOT B Ka4eCTBE MUKPOOHbIX 6apbepHbIX CBOUCTB.

3 Kak Tonbko BanuavpoBaHHbIe METOAbl MUKPOGHOI KOHTaMUHALMKM AN Marepuarios 1
CTEPUNM3aLMOHHON YNAKOBKM (HanpuMep MHOrOPa3oBbIX KOHTEMHEPOB) CTAHYT AOCTYMHLIMM,
OHV ByAyT PacCMOTPEHbI C LIENbIO BKIMIOMEHUST B NOCNERYIOLME pPeAaKkUUM HACTOALLEro CTaH-
Japra.

4.3 YcnoBus xpaHeHUsi YrakoBOYHbIX MaTepuasioB nepen ux UCnosib3oBa-
HUeMm

YnakoBouHble MaTepuansl Npu XpaHeHUM MOryT yXyAllaTb CBOM CBOWCTBA, MNO-
3TOMY MPOM3BOAMUTENL JOMKEH 0BecneunTb coxpaHeHne paboumx xapakTepucTuK yra-
KOBOYHOro MaTtepuana B 3afaHHblx npegenax (cMm. 4.1 n 4.2) ogHum 13 AByx cnocobos:

a) NOATBEPXKAEHNEM COXPaHEHWUS 3TUX XapakTepUCTUK MPWU YCNOBUSAX XPaHeHWs,
onpeaeneHHbIX MPon3BOAUTENEM;

b) noanepxaHveM ycrnoBuin xpaHeHus, onpeaeneHHbIX U3roToBMTENEM, B 3aAaH-

HbIX Npegenax.

5 ®opmupoBaHMe U CKIleMBaHMe YyNnakoBKU

5.1 AttecTauus obopyanoBaHus
Mepen Hayanom oOkoH4YaTenbHOM [AOBOAKW Mnpouecca HeobxoAMMO MNOnyYnUTb

noaTeepXneHue Toro, 4YTo o60py,qosaH|/|e npouecca h BcnomMmorartesibHble CUCTEMbl MO-
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ryT NOCTOSIHHO paboTaTh B Npefenax yCTaHOBMNEHHbIX KOHCTPYKTOPCKMX U paboumnx 4o-
MyCKOB.

[ns atTecTaumm HeobxoANMbI:

a) CpeACTBa CNeXeHNs 3a rnaBHbIMU NapameTpamuy;

b) MMCbMEHHbBIE TEXHNYECKME XaPaKTEPUCTUKM U rpadmkn kannbpoBKU/NOBEpKK,
a TawkKe ceptTuduULMpoBaHHasa kanubposka/noBepka BCex HeOOXOAMMBIX WHCTPYMEH-
TOB, AATYUKOB, JMCMNEEB, aBTOMaTUKU U T. 4.,

C) AOKYMEHTMPOBaHHasi MpoBepka CUCTEM (POPMUPOBaAHUA U CKNEUBaHUS WK
APYrMX CUCTEM 3aKPbITUS, 3aXUMHbIX YCTPOUCTB (TEXHONOMMYECKON OCHACTKN);

d) NCbMEeHHbIE rpaduKkn NPOPUNAKTUHECKOTO 06CNYXNBaAHWSA 1 NPOUEAYPbI
YNCTKM;

€) Banuaaumsi nporpamMmmHOro o6ecneyeHns Npu ero Hanuyuu;

f) nokymeHTUposaHHoe obyyeHue oneparopa.

5.2 PaspaboTka npouecca

5.2.1 OBwume TpeboBaHms

MpoussoauTens [OMKEH OLEHUTB MPOLIECC € LeNbIo onpeasneHms AonyCTUMbIX
N HeOBXOAMMBIX BEPXHUX U HWXKHUX Npeaenos paboyvx napaMeTpoB Npu yCnoBuK, YTo
martepuansl 6biny BbIOPaHbLI B COOTBETCTBUM C TpeboBaHUAMU pa3aena 4, a KOHCTPYK-
LS yNnakoBKW aTTecToBaHa B COOTBETCTBUM C pasgenom 6. TpeboBaHUsA COBMECTMMO-
CTW C NpefHasHa4YeHHbIM MPOLECCOM CTEPUNU3ALNN TaKKe JOITKHbI ObiTb Y4YTEHbI.

5.2.2. CoBMECTUMOCTb MaTepuana

5.2.2.1 Npounssogutens fomkeH obecneuntb, 4ToObl BCE MOCTynarowme ynako-
BOYHbIE MaTtepuansl Ans QOPMUPOBEHUS U CKMENBAHNA COOTBETCTBOBANMW 3aAaHHbLIM
TPebOoBaAHNAM UM TEXHNHECKMM XapakTepucTukam, B TOM Yucrne TpeboBaHuaM pasae-
na4.

5.2.2.2 Ecnun B xapaKkTepucTmkax npruobpeTeHHbIX MaTepmnanos AonycKarTcs oT-
KNOHEHWS, BNMSIOLLME Ha Ka4eCTBO NPOU3BEAEHHON YNakoBKKW, OHWU AOMMKHbI BbiTh yuTe-
Hbl MPOV3BOAUTENEM Ha CTaguM paspaboTky npouecca.

5.2.3 lNpoekTuposaHmne npouecca

5.2.3.1 OnpegensoT xapakTepucTUK MaTepuanos, KOTOPbIe BNUSIOT HA CTepu-
TIN3ALMOHHYHO YNaKOBKY.

5.2.3.2 Heo6x0amnmo oueHUTL 0CHOBHbIE paboyne napameTpbl. K HUM OTHOCAT:

a) TeMnepartypy;

b) paeneHne/Bakyym, B TOM YMCHE CKOPOCTb X UBMEHEHUS,

C) BPEMS KOHTaKTHOW BbIAEPXKKMN (NMMHENHAasA CKOPOCTb nogayn);
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d) ypoBeHb/4acToTy NOABOAUMON 3HEPTMN (BbICOKOYACTOTHAA/YNMETPA3BYKOBaS);
€) npeaenbl 3aTArMBaroLWEero MoOMeHTa Ans CUCTEM repMeTU3aumm C KpbiLLi-
KOM/KONnaykoMm.
5.2.3.3 BbibpaHHble OCHOBHbIE NapamMeTpbl AOMKHbI 06ecneurBaTb nonyyYeHne
Ha BbIxoAe npouecca
KOHEYHOW YMNaKoBKW, OTBEYAOLWEN 3aaHHbIM XapaKkTEPUCTUKAM KOHCTPYKLMN.

MpumedyaHne — AHanus OTKa3oB YNaKOBKW NPOBOAST C LiENbio OnpeaeneHmns ycno-
BWW NMpoLecca, NPUBOASALLMX K NOABMNEHMIO GpakoBaHHOW ynakoBku. Takow aHanma obecnevu-
BaeT BbIGOP KOHKPETHBIX BEPXHUX U HUXHUX NpeaerioB napameTpoB npouecca, koTopble Obinu

6bl 4OCTATO4HO yAarneHbl OT OMacHbIX YCNOBUIA U YCMOBUN NosiBreHns 6paka.

5.2.4 lNMpoeepka npouecca

5.2.4.1 MNpoBepky npouecca NPOoBOAAT NPY MakCUMarneHO AOMYCTUMbIX OTKIOHE-
HWUSIX NapameTpOB.

5.2.4.2 YnakoBka Ao/kHa ObiTb M3rOTOBMEHA Kak MPW BEPXHUX, TaK U NpU HWXK-
HUX Npefenax paboynx napameTpoB, Npu 3TOM OHa AOPKHA obnaparte CBOMCTBAMM KO-
HEYHOW ynakoBKM, 3aaaHHbIMM NponssoguTeneM (cm. pasgen 6). Heobxoanmo oueHnTb
crneayoLLme nokasarenu ka4ectea:

a) ansa dopmupoBaHua/coopku:

- NOJHOCTBIO M chopMmpoBaHa/cobpaHa yrnakoBKa;

- BOIMKHBIM 11 06Pa3oM NPOAYKLMSI pa3MeLLaeTCs B YrakoBKe;

- cOOnIoAEHbI NN CyLWECTBEHHbIE pasMepbl.

b) ans cknenBaHuA:

- o6Las LMprHa HenpepbIBHOMO CKevBaHus,

- OTCYTCTBWE paspbIBOB B CKNENBaHWUM,

- OTCYTCTBUE pPacCnOeHNst Unu oTKreMBaHusa Matepuana;

- OTCYTCTBUE KaHAaNOB MW OTKPbITbIX MECT CKINEUBaHUS.

C) ANS NPOYUX CUCTEM 3aKPbITUSA:

- HEMPEepPbIBHOCTb 3aKPbITUS,

- OTCYTCTBME PaspbIBOB B 3AKPbITUW,

- OTCYTCTBUE PaCcCNOeHNs U OTAeNeHWa Matepuana.

5.2.4.3 duanyeckme UCrbITaHUS YNakoBKN Ha COOTBETCTBME TEXHUYECKUM Tpebo-
BaHMAM (cM. 6.5) npoBoAsT Ha obpasuax ynakoBKW, WU3roTOBMEHHBLIX MPU BEPXHUX U
HDKHUX Mpegenax napameTpoB npouecca Nbo N3roTOBMEHHbIX NMPU HAaUXyLLIeM cove-

TaHUM NapameTpos.
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5.3 AttecTauus pabotocnoco6HoCcTM Npouecca
5.3.1 AtTtectauus paboTocnocobHOCTU MpoLecca AormKHa BKovaTk B ceba npo-
BeAE€HUE HECKOIBKMX LIMKIOB NMPOU3BOACTBA NPU 3afaHHbIX pabounx ycroBusix, YToob!

JAokasaTb 3 PEKTMBHOCTb U BOCTIPOU3BOAUMOCTL MpoLiecca.

MpumevyaHnune — PesynbraThl paspaboTkm npouecca SBMNAOTCA BCMOMOraTensHon

AOKyMeHTaumel fns atrecrayum pabotocnoco6HOCTM npoLecca.

5.3.2 B arrecraumio paboTocnocobHOCTU mpouecca AOIPKHbLI ObiTb BKIMHOYEHbI
JAOKYMEHTUpOBaHHbIE MPOoLeAypbl ONepaLWi yNakoBbIBaHUA U TexHuYeckue Tpebosa-
HWA K 9NeMeHTaM KOHTPOns npouecca. [1ns MalnHHbIX CUCTEM BKMHOYaLOT:

a) npoueaypbl HACTPOWKW MaLLVH;

b) paboune napameTpbl OPMMPOBaHMA N CKIEMBAHWSA, TakNe Kak Temneparypa,
AaBneHve, 3aBOpaqvBalOLLM MOMEHT AfA KOMMavkoB W BPEeMS KOHTaKTa, BKMoYas
yCTaBK1 U JONYCKK;

C) METOAbI UCMbITAHMN NOKasaTenen KavecTBa YMakoBKW, TakuMX Kak LumMpuHa
CKINenBaHus, ero HENPepLIBHOCTb U LIENOCTHOCTD;

d) npoueaypbl BBO4A NPOU3BOACTBA B AENCTBUE.

5.3.3 [lokyMeHTUpOBaHHbIE MPOTOKONbI AOIMKHbLI CofepXarb CBEAEHUS O KONMU-
yecTtBe 06pa3LoB 418 UCMbITAHWUIA N KONIMYECTBE NMOBTOPHLIX LIMKIOB NPON3BOACTBEHHO-
ro npouecca, AOCTaToOYHbIX ANS AEMOHCTPaLMM BOCMPOM3BOANMOCTA U U3MEHUMBOCTU
Kak BHYTPW OA4HOro LUKMa, Tak U MexXay MOBTOPHbIMU Lukriamn. OCHOBHbIE MepeMeH-
Hble NapameTphbl NpoLecca HEOBX0AMMO KOHTPOMMPOBATL U PErMCTPUPOBATD.

5.4 KoHTponb npouecca

5.4.1 Bo BpemMs unv nocne Banvaauum npouecca MNpousBOaUTENb LOMKEH
yTBEPAUTb Npoueaypbl, obecneuvBaroLlmMe KOHTPOMb TEKYLMX Onepauui npouecca
YMakoBbIBaHWSA.

5.4.2 MNpounasogutens AOMKEH NoOkasaTh LOCTATOYHOCTb METOAOB KOHTPOMSA W
JOKYMEHTUPOBaHUS npouecca.

5.4.3 Ha pokymeHTaLuo NpoLIECCoB yNakoBbIBAHWS U CKIEMBAaHUS, BKIOYas Oo-
KYMEHTaLMo Mo BbIOOPY YyNakoBOYHLIX Marepuanos, AOIDKHE PacnpOCTPaHATLCA Mpo-
Lueaypa BHECEHUSI U3MEHEHWI B COAepKaHMe, MEeTOAbl MPOBEPKN U CMIUCOK YMNONMHOMO-

YeHHbIX Ha 3TO Nuu.
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5.5 Ceptudpukaumsa v pesanupauus npouecca
5.5.1 Ceptudukaums npouecca — AEUCTBUSA NO JOKYMEHTUPOBAHHOW 3KCNEPTU-
3€ U yTBEpXAEeHMe [OKYMEHTaLuuW, BbIMOMHAEMbIE B Ka4eCTBE KOHEYHOW CTagum npo-
rpammbl Banvaaumm. K TexHuueckoMy 3akmnoueHuo aofkHa ObiTb MpuUnoXeHa noj-
TBEPKAAOLWAA AOKYMEHTaLUS:
a) pestoMe NPoBeLEHHBIX MEPONPUSATUIA NO pa3paboTke u/unu atTectaumm npo-
uecca;
b) kONM4eCTBEHHbIE, KAYECTBEHHbIE U/MNWN CTATUCTUYECKM 3HAYNMbIE pe3ynbTa-
Thl;
C) CCbINKN HA MECTOHaXOXAEHNE UCXOAHBIX TEXHUHECKMX [aHHbIX;
d) obcyaeHne OCHOBHLIX NPOBNEM N KOPPEKTUPYIOLLME AEACTBUS, NMPUHATLIE
LNSA UX paspeLleHms.
5.5.2 lNpoueccyl noaBepratoT pesanuaanmn Nnpyu BHECEHUN TaKUX U3MEHEHUN B
obopynoBaHve, NPOAYKLUMIO, YMNaKOBOYHbIE MaTepuvarnsl WK MpoLECC YynaKkoBbIBaHWS,
KOTOpble He paccMaTpyBanuch Npu UCXOLHOW BanmaaLuum 1 MOryT BNUSITb HA CTEPUITb-

HOCTb, 6E30MaCHOCTb UMK 3PMEKTUBHOCTL CTEPUMBHBIX MEAULIMHCKMX N3AEMMIA.
6 CTepunusaunoHHasa ynakoBKa (4na npoayKuun)

6.1 BbiGop ucnbiTaHui N BbIGOPOUHbLIA KOHTPOIb

6.1.1 MnaHbl BLIGOPOYHOrO KOHTPOMS, UCMONb3yeMble ANs BbIGOPKN UCMbITbIBA-
eMbIX €AVHWL, AOMKEH ONpeaensTs NPOU3BOAUTENb MELULMHCKOrO N3fenms Ha OCHO-
Be cobcTBEHHbIX TpebosaHuii (Hanpumep, AQL — gonycTnmoro ypoeHs kadectsa, SPC
— CTaTUCTMYECKOro KOHTPONsA npouecca). [ns kaxaoro BblbpaHHOro MeToaa AOIMKHO
ObITb AOKYMEHTMPOBaHHOEe 060CHOBaHWE.

6.1.2 Bbl6OpoYHbIN KOHTPOSIb HEMB3A paccMaTpuBaTh B kKayectBe 060CO6GneHHON
npoueaypbl AN NPUEMKA CTEPUNU3ALIMOHHOM YMakoBKWU. UcrbiTaHna paccmaTpuBaroT B

NX B3aUMOCBS3U C Lienbto obecrneyeHns: BanmanpoBaHHOW CUCTEMBI YaKOBKU.

NMpumeyvyaHue — [ns KOHKPETHbLIX MEAVLIMHCKMX U3AENUIA MOTYT noTpebosaTtbecs A0-
NOMHUTENbHLIE UCMBITAHUS (HANPUMEpP UCTbITAHUA AHTUCTaTMYECKUX CBOWCTB AN 3NEKTPOH-

HbIX KOMMOHEHTOB).

6.1.3 Ecnu ynakoBku ANs UCTbITaHUA cobpaHbl HE Ha BanuaMpOBaHHbIX NPOU3-
BOACTBEHHBIX NIMHUAX, TO UX HEOOXOAMMO U3rOTOBMATbH C UCMONb30BaHVEM CUCTEM U
NpOLLECCOB, BOCMPOU3BOASALLMX OXMAAEMbIE YCIOBUSA MPOU3BOACTBA C MAaKCUMAarbHO

BO3MOXXHOW TOYHOCTbIO.
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6.2 BusyanbHasi OLleHKa LeNTIOCTHOCTU CTePUIU3aLMOHHON YNaKOBKN

6.2.1 O6wme TpeboBaHUs K BU3yanbHOW OLEHKE LIeNOCTHOCTM YNaKoBKM

6.2.1.1 JoByto BM3yarnbHyO OLEHKY AOMKEH NPOBOAUTL MHCNEKTOP C HOpManb-
HOW OCTPOTOW 3peHus (Mpy HeOOXOAMMOCTU — KOPPEKTUPOBAHHOIO) NPU yKasaHHbIX
paccTosiHAM, OCBELLEHUN, UCTOYHMKE OCBELLEHUS, BPEeMEHW OLEHKN WU yBenuyeHun
obbekTa (B crnyyae HeobxoammMocTu).

6.2.1.2 Bce oueHeHHble AedeKTbl AOMKHbI ObiTb BbIP@XEHbI B ONPefeneHHbIX
KaTeropusix (knaccax), onpegensiowmx AeNCcTBUsi NPOM3BOAUTENS B TEX CnyYasx, koraa
Takne gedekTbl 06HapyKMBatoT B 0OLIMHOM NPOU3BOACTBEHHOM LMKNe.

6.2.2 MeTopf OLEHKN KOHTPONS

6.2.1.3 BHelWHsI1 MOBEPXHOCTb CTEPUNNSALMOHHON YMAKOBKM AOMkHaA ObITb
OCBMAETENbCTBOBAHA Ha OTCYTCTBME (UNN HANMU4Me) cneayowmx 4edexkTos:

a) HeOQHOPOAHOCTU CTepUrbHbIX BapbepHbIX MaTepuanos, HanpuMep Hanuuns
paspbIBOB, TPELLUMH, OTBEPCTUIA NN Pa3pyLUEHUI;

b) BKNHOYEHMI MOCTOPOHHErO Marepuana;

C) HapyLleHWNs yCTaHOBIIEHHBIX Pa3MeEpPOB;
d) LenocTHOCTM ckNenBaHUs (OTKPbLITOM UM HEMOMHOW CKNENKNY);
€) Hanuuns Bnarv Unu NaTeH.

6.2.1.4 BckpbiTble 006pasubl yNnakoBoK AOMKHbI ObiTb OCBMAETENLCTBOBAHLI Ha
OTCYTCTBUE (UNN HaNM4Me) cneayrowmx AedeKToB:

a) BKIMOYEHUA MOCTOPOHHEro Marepuana, 0Cob6eHHO Ha KOMMOHEHTax MeauLH-
CKOrO U3genus,

b) nto6oli HeoAHOPOAHOCTN Ha BHYTPEHHEN MOBEPXHOCTU CTEPUIbHBLIX Bapbep-
HbIX MaTepuaros, HanpUMep HanMuus paspbiBOB, TPELMH, OTBEPCTUA UK paspyLue-
HUIA;

C) HapyLleHUs1 XapakTepUCTUK CKnemBaHna (HenpaBuUnNbHOCTb, HEOAHOPOAHOCTb
WIN NPEPbLIBUCTOCTb CKIENKM);

d) Hanuuusi HegONyCTUMOW BNarn NNW NATEH.

6.3 OueHka cknenBaHUA/3aKpbITUA

6.3.1 Obwue ceepgeHus

CBOWCTBa CKNEMBaHUSA UNW 3aKpbITUA oBpasLa ynakoBKU OLIEHMBAIOT B COOTBET-
cTBum € 6.3.2—6.3.5.

6.3.2 LlenoctHOCTb cknevBaHna

duramdeckme METOAbI UCTIBITAHUA JOMKHbI ObITb AOCTATOYHBIMM AN 4EMOHCTPa-

LM HEeMPOHULI@EMOCTM 1 HEMPEPbLIBHOCTU CKnensaHus. Hapsagy ¢ uenbiTaHnem mare-
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pvana Ha Hanu4ive MUKPOOHbIX BapbepHbix CBOMCTB (4.2.3) 3TO [oKa3biBaeT LenocT-
HOCTb CTEPUINbHON YMaKoBKK.

6.3.3 MpoyYHOCTL cknenBaHus

6.3.3.1 MpOYHOCTL CKNenBaHUsA onpeaensaloT NPU BEPXHUX N HWKHUX Npenernb-
HbIX OTKMOHEHWNSAX YKa3aHHbIX KPUTUYECKMX NEPEeMEHHbIX NapamMeTpoB npouecca ckneun-

BaHus. OHa 4ormkHa ObiTe 4OCTATOYHON ANA NPEAHA3HAYEHHOTO NPUMEHEHNS.

MpumevyaHume — HabniopeHne 3a OTKNOHEHUAMU NPOYHOCTU CKNENBAHMUS MONe3Ho

ApW OUEeHKe TOro, HaxoguTca nu npouecc CknemeBaHua ynakoBku NOA KOHTPONeMm.

6.3.3.2 lNpwn onpeaeneHnm Tpebyembix NPEAENoB NPOYHOCTU CKNEMBaHUA Heob-
XOAWMO Y4WTBIBaTb, NPEAHA3HAYEHO N CKMevBaHWe ANA NOCneayrLwero paspbisa ¢
Lienblo acenTUYECKOro U3BnevYeHns NPoAYKLMA.

[na onpepeneHns NpoYHOCTU CKNeMBaHUS MPOBOASAT UCTbITAHWUA HA NPOYHOCTb
MPW PacTsHKEHUN 1 UCTIbITAHWSA NOA AaBNEHWEM Ha Pa3pbIB/TEKYHECTb CKNENBaHNS.

MpyMepbl Taknx METOL0B:

a) UcnbiTaHWe Ha NPOYHOCTb NPU pacTskeHum (ctangapTtel ASTM F-88, ASTM D-
903 unwn sksueaneHTHble) [1], [2];

N3mepstoT NPOYHOCTL CKIIEMBAHUA YMAKOBKU UCTIBITAHMEM Yy4acTka CKIenkuM Ha
pactsbkeHne. MeTof He onpeaenser HenpepbiBHOCTb CKNEVMBAHWUA UM UHYIO €ro xa-
paKTepUCTUKY, KPOME yCUNUS OTpbiBa (OTCNansaHUs) Of4HaKo matepuana oT Apyroro;

b) mncneitaHve nop AaBneHVEeM Ha paspbiB/TEKy4ecTb CKNeuBaHws (CtaHaapT
ASTM F-1140 nnu aksmBaneHTHbIN) [3].

[ns oueHkM obLWen MUHUManbHOM MPOYHOCTU CKNENBAHWUSA YNakoBKW NPOBOASAT
UCMbITAHNE LIENOCTHON KOHEYHOW YNaKOBKM BHYTPEHHVUM LaBneHWeM A0 MOMEHTa no-
BpeXaeHusi (onpegeneHne MPOYHOCTUM Ha pPaspbiB) MM A0 334AHHOTO KPUTUHECKOTO
3HaYeHNs C BbIAESPKKOW MO Harpy3Kon B TEYEHWE HEKOTOPOro BpeMeHu (onpegeneHune

TeKy4yecTn).

MpumevyaHne — He cywectsyeT OOLEN KOpPPEMALMM MEXAY WCMbITAHUSMM Ha
MPOYHOCTb MNPV PACTSHKEHUM U UCTIBITAHUSMM Ha TEKYYECTb/MPOYHOCTb NpY paspbiBe. ATO pas-
NNYHbIE UCTbITaHMS. [onyyYeHHbIe PesynbTaTbl MPUMEHSIIOT B OTHOLLEHMM MPOYHOCTM YMaKOB-

Kun/CKNenBaHNs no-pasHomy.

6.3.4 LlenocTHOCTbL 3aKpbITUA
6.3.4.1 Ecnu ynakoBky 3akpbiBatoT 63 NOMOLLW CKINenBaHUs (Hanpumep CBEpTKM

Ana crepunu3auunun, ynakoBska Ans n3genun co CTepuneHbIM NPOBOAHVUKOM ANA XUOKO-
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CTWN, MHOTOPa30Bble KOHTEMHEPbLI U ApyrMe BUAbl YNakoBKW), TO AOJTKHbI ObITb AOKa3aHbI
MUKPOBHEIe BapbepHbIe CBOWCTBA faHHOro crnocoba 3akpbITus.

6.3.4.2 MNpn noBbix xapaKTepuUCTUKax 3aKpbITUSA, NPUBEAEHHBIX B HACTOALLEM
cTaHaapTe, nonek3oBaTento HeOBX0ANMO L0Ka3aTb, YTO 3aKPbITUE BbIMONHEHO B CTPO-
rOM COOTBETCTBUM C pabovmmm MHCTPYKLIMSMIN NPOU3BOAUTENS.

6.3.5 BckpblBaeMble KNeeBble COeANHEHMSA

Heobxoa1mo AokasaTb OAHOPOAHOCTb CKIEUBaHWSA, a Takke TO, YTO MNP BCKPbI-
TUW YNaKOBKU OCbIMaHWe BOMOKOH W PacClnoeHWe UMW BbiKpalLMBaHWe YNakoBOYHOTO
MaTepuana HaxoAsTCs B Npefenax, YCTaHOBIEHHbIX NMPOM3BOAUTENEM, YTO obecneun-
BaeT coxpaHeHne apPEKTBHOCTM yNakoOBAHHOTO MEAULIMHCKOTO U3AEenuns.

6.4 dusnyeckue UCNbITaHUA LENTIOCTHOCTU CTepMﬂMI}aLI,MOHHOﬁ ynakoBKu

MpumevyaHue — pu OLEHKE LIENOCTHOCTM YNAKOBKN NPEAnonaraeTcs, UTo €€ KOH-
CTpyKUMS oTBevaeT TpeGoBaHuAM 6.5 1 NoOATBEPXAAET CNOCOOHOCTL YMNaKoBKU 3alymwarb co-

LEPXMMOE OT MOBPEXLEHUN 1 COXPAHATb LIENOCTHOCTb CTEPUIBHOM YNaKOBKM.

6.4.1 UcnbiTaHne LenocTHOCTM YNakoBKM

[1ns oueHKM LEeNOCTHOCTM CTEPUNM3ALMOHHON YNaKoBKM NPOU3BOAMUTESNb JOIDKEH
ee vcnbiTatb PU3NYECKMM METOAOM.

Y106bI y4ecTb 0COGEHHOCTU MEAULIMHCKOTO U3AENUs, Marepuana u KOHCTPyKUn
YNaKoBKW, MPOW3BOAWUTESNb LOITKEH YCTAHOBUTL KOHKPETHblE METOAbl WCMBITaHUA Y
3HaYeHus onpeaensieMblX BEANYMH.

Y kaXAoro METoAa UCMbITaHUs AOMKHBI ObITb 060CHOBAHUS, AeTanbHbIe NNaHbI
NpPOBEAEHMS UCTIbITAHWIA, NOLIaroBble NPOLEAYPbI U Haanexalmii cop faHHbIX.

Mpumepsb! HUNYECKMX METOLOB UCMbITAHWMN;

a) MeTo BHYTPEHHEro faBfieHnss — co3aaroT M3bbITOUHOe AaBneHve BHYTPU
CTEPUIIBHOWN YNaKOoBKW, MOrpyKatoT ee B BoAy M HabnoaarT 3a NOSBNEHNEM BbIXOAS-
LLMX U3 Hee Ny3blpbKOB BO3AYXA;

b) MeToa MpOHWKaHWUSI KpacuTens — 3anoNHAT YNaKOBKY XULKOCTBIO C NPOHW-
KatoLMM KpacuTenem u HabnoaatoT nosseHne kpacutens B 06nacty cknensaHus umm
B MECTax ynakoBOYHOro Matepuana, raie MMeroTCA OTBEPCTUS;

C) METOj rasoBoro TeyenckaTenss — MoAnNpPEeCcCOBLIBAOT CTEPUTBHYIO YMAaKOBKY
obHapyxuBaemMbiM rasoM, M C MOMOLLbID COOTBETCTBYHOLLEro rasoBoro Aarduka unm
WHOTO M3MEepUTENBHOro 06opyA0BaHUS ONPEAENsAOT OTBEPCTMSA B MaTtepmanax unm or-

KpbITbl€ T€YN B MECTE CKNenBaHns,
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d) MeTo BakyyMHOro HaTekaHWs — MOrpyXaroT 3anevyaTaHHylo YnakoBKy B UC-
MbiTaTeNbHbIA PacTBOP M CO3L,at0T BHYTPU Hee paspexeHune. [ocne cosfaHus Bakyyma
pasHOCTb AaBNEHWN NPUBEAET K MPOHUKAHWIO MCMbITATENbHOMO pacTeopa B YMaKoBKy
yepes nobyro HerepMeTUYHOCTb.

6.4.2 UcnbITaHne Ha COBMECTUMOCTb CO CTepUnm3aumnen

6.4.2.1 KoHeuHas ynakoBka AofkHa ObITb UCMbITaHa Ha COBMECTUMOCTb C Mpo-
LleccoM CTepunuaaumn ANs MOATBEPXKAEHUS AOCTMXKEHWUA YCNOBUIA CTEpUnn3aumu
BHYTPW YNakoBKW, LIENOCTHOCTM M paboTocnocoBHOCTH ynakoBkM Mocrne npouecca cre-
pvnunsagmn.

6.4.2.2 Npn HeoOX0AMMOCTN MOBTOPHOM CTEPUNMN3aLMOHHON 0BpaboTku, Hanpu-
Mep M3-3a HecoOMOAEHMA pexmrmMa cTepunmaanmm Wnnu ncnpaeneHms aedexkToB yna-
KOBKW, NMPOU3BOAUTENb LOIMKEH JoKasaTb MPUrofHOCTb KOHEYHOW YMakOBKW K MOBTOP-

HOMY MCNONb30BaHUIO.

MpumeyvyaHme — [OBTOPHO oGpaboTaHHas ynakoBka TpeGyeT nNpoBeAeHWUs nocne-
OYIOLEN BanMaaumm OCTaTouHOrO COAEPKaHUA CTEPUNM3YIOLLIEro areHTa, a Takke Gornee Tuwa-
TEMbHOrO N3yUYeHWs1 HEeraTMBHOIO BMVUSIHUSA HA MEAUUMHCKOE M3aenue unm npouecc CTepunuaa-

LMW Ha YNaKoBKy, CKNenBaHue unm repMeTusaLmio.

6.4.3 CoxpaHeHue LenocTHOCTY YNakoBKn

6.4.3.1 CnocoBGHOCTL KOHEYHOW YNaKOBKN COXPaHATbL CBOK LIENOCTHOCTL C Teue-
H/EeM BPEMEHU MOXHO OLIEHWTH MPY MOMOLLM TaKUX e (PYHKLMOHANbHbLIX UCTbITaHWN,
KaKne NpoBOAAT AN OLEHKN MUKPOOHbIX 6apbepHbIX CBOUCTB YyNakOBOYHOIO Marepua-
na (4.2.3), uenoctHocTW ckneuBaHusa/3akpbitna (6.3.2 n 6.3.4) n LEenocTHOCTN BCen
ynakosku (6.4.1).

MpumedyaHne — CuutaeTcs, YTO NOTEPS LENOCTHOCTU KOHEYHON YyNnakoBkn 0ObIYHO
obycnosneHa Bo3gencTsuem cobbiTui, a He BMUSIHUEM BPEMEHW.

6.4.3.2 Npounssoautenb A0MKEH NokasaTtb, YTO NPU CambIX CTPOrMX AOMYCTUMbIX
YCMOBUSIX PacnpoCTPaHEHUSs], XPAHEHNSA, CTAPEHUS KOHEYHOW YNAaKoBKun 1 obpallyeHns ¢
Hell LUenoCTHOCTb HEMOBPEXKAEHHOW N HEOTKPLITON YNakOBKN COXPaHAETCS Mo KpanHen
Mepe B TEUYEHUE yKa3aHHOro CpoKa XPaHEeHUs MeAWLIMHCKOro U3AEenus npu ycrioBUSAX
XPaHeHWs, yKasaHHbIX NpOu3BOAUTENEM.

6.4.3.3 MukpobHble HapbepHble CBOMCTBA YNakoBKW crneAyeT OUeHWBaTb nocne
BO3AENCTBUS HA HEE BO3MOXKHbIX YAAPHbIX HArPY30K CO CTOPOHbI OKPYXXatoLLEn cpeabl.

Ciofa AOMKHO BXOAUTb AOKa3aTenbCTBO AOCTWKEHUS YCNOBUM CTepunusaunm

BHYTPW yNakoBKK, a TakkKe L|enoCTHOCTN yNakoBKWU Nnocne crepunm3auun.
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YaapHble Harpy3ku CO CTOPOHbI OKpYXaroLLel cpeabl BKoYatoT B cebs opmu-

pOBaHVe yrnakoBKW, CTepunusaumo, obpalleHue 1 XxpaHeHwe.

MpumeyaHue — OuyeHka MUkpobHoro B6apbepa LenbHOIM YNakoBKM 4acTo HeocyLle-
cTBMMA. PaBHOLIEHHOE J0KA3aTENbCTBO MOXHO MOMYYUTb U3 COBMECTHOrO PaCcCMOTPEHUS pe-
3yNbTaTOB WCMbITAHUA MaTepUanos KOMMOHEHTOB YMaKOBKW, €€ KNEeBbIX LUBOB U T. .

6.4.3.4 Ecnn meamumMHCKoe m3genne MMeEeT OnpefeneHHbIA CPOK XpaHeHus), y
npoun3BoANTENs AOMMKHO BbITe AOKYMEHTMPOBAHHOE NOATBEPXKAEHME TOrO, YTO Ha Npu-
EeMIIEMOCTb YNakoBKN HE OKAa3bIBEET HEratMBHOE BO3LENCTBME €€ XpaHeHue npu onpe-
JeneHHbIX YCINOBUSX HE MEHEE CPpOKa XPaHEHWS MEANLIMHCKOrO U3aenus.

OTO AOMKHEI NOATBEPAUTE UCNbITAHUSA Ha CTapeHue B peanbHOM Bpemenu. [o-
NOMHUTENBHO C UCMbITAHUSIMU Ha CTapeHue B peanbHOM BPEMEHW MOXHO MpPOBOAUTL
YCKOPEHHBIE UCTMbITAHWA Ha CTapeHUe XpaHeHeM npu Gonee xecTkux ycnosusax. Mpu
BbIMOSIHEHNM YCKOPEHHBIX WCMbITAHWA HEOOXO[MMO YCTAHOBUTL [JOKYMEHTUPOBAHHOE
060ocHOBaHNe BbIOpPaHHbLIX YCNOBUMN W MPOAOIMKNTENBHOCTN YCKOPEHHbBIX WCMbITAHUA.
YCKOpeHHOe CTapeHne MOXHO paccMmaTpuBaTh B Ka4ecTBe AOCTaTOYHOro NoaTBepxae-
HUS 33JaHHOro Cpoka XpaHEeHWs NPV OCBOEHUWM HOBOW MPOAYKLMMW, OOHaKO 3TO He
ocBoBOXKAAET OT BbINOHEHWNS UCTLITAHWA Ha CTapeHne B PeanbHOM BPEMEHMU.

MpumMmeyaHue — McnbiTaHUsa Ha CTapeHue MOryT GbiTb NPOBEAEHbI C KOHEYHOW yna-
KOBKOW C BIOXEHHbIM B HEE MEAULIMHCKUM usgenvem unu 6es Hero. Cneayet OTMETUTb, YTO
Hanu4yne MeguLMHCKOro nsgenua MOXeT AaBaTb Harpy3Ky Ha ynakoBKYy U Bbi3BaTb U3SMEHEHMNe

ee paboumnx xapaKkTepucTuK.

6.4.3.5 HeoOxoaMmo nokasaTb, YTO MoCne NpPOBEAEHUS CTEPUNU3ALMOHHON 06-
paboTkM 1M NOCNeayrLEro XpaHeHUs NPy ykasaHHbIX NpouU3BOAUTENEM YCNOBUSAX BCe
CBOMCTBA Marepuarnoe, npusegeHHoie B 4.1, oCTaloTCa B npejenax BannaupoBaHHbIX
3Ha4YeHWN pabovnx XapakTepnCTUK.

6.4.3.6 YcnoBusi XpaHeHs yNakoBOYHbIX MaTepmarnoB Unn chopMmMpOBaHHBIX U3
HWX YNakoBOK MOTYT BINUATb Ha XapakTep 1 CKOPOCTb yXyALUEHUS X CBOMCTB. YCnoBus
XPaHeHWA W pacnpOCTPaHEHUs CTEPUMN3OBAHHON NPOAYKUMW AOSDKEH OnpeaensTb
npowv3BoauTens.

[ns Bcex BUAOB yNakoBKN HEOOXOANMO PacCMOTPETL BNMAHWUE CNEAYIOLLUX
aKkTopoB:

a) AmanasoHa TeMmneparyp;

b) ananasoHa gasneHus;

C) AvanasoHa OTHOCUTENbHOW BIaXKHOCTU,
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d) rae 370 NPUMEHNMO — MAKCUMarbHON CKOPOCTM UX UBMEHEHUS

€) ceeTa.

MpumeyaHus

1 Ha ckopocTb noToka BO3fyxa CKBO3b MPOHULAEMbIA GapbepHblA YNakoBOYHbIA MaTe-
pvan BRMSIOT NOPUCTOCTb MaTtepuana, CKopoCTe U3MEHEHWS TemMnepaTypbl U AaBreHWUs, OTHO-
LeHWe Nrowaamn NnopucTon NOBEPXHOCTM Kk OOBbEMY YNakoBKM U 3NaCTUYHOCTbL yrnakosku. Cko-
POCTb MOTOKa BO3AyXa CKBO3b Matepman MOXET 3aMETHO BNUSTb Ha (UNbTPYIOLLYIO Cnocob-
HOCTb MaTepuarna.

2 YcrnoBust XpaHeHUsi MEANLMHCKOrO U3AENUS, ONpejerneHHble ero Npov3BOAUTENEM,

MOTYT UMETb MEHbLLINE AOMYCKM, YEM YCIIOBUA XPAHEHUS CAMOW YNaKkoBKM.

6.5 UcnbiTaHKe paboTocnocobHOCTU yNakoBKU PU3NUECKUMN MeTOaaMU

6.5.1 XapakTepmcTuikmn ynakoBku, obecrnedvBarolme HeOOXOAUMYHO 3alUTy Me-
OVLIMHCKOrO U3fenus npu pasnuuHbix cnocobax pacnpocTpaHeHusl, XxpaHeHus n obpa-
LLIEHMS C HAMW, AOIDKHbI MOABEPraTbCs OLIEHKE.

6.5.2 Cnoco® ynakoBbIBaHWSA [OMKEH Takke obecneumBatb HEU3MEHHOCTb
Hagnexallero pacronoXeHus NpoayKumun B ynakoBKe C Lienblo acenTuyeckoro usne-
YeHMS NPOAYKLIMM.

6.5.3 lNpomnssoguTens AOMMKEH ONpeaenuTb NpeaenbHbie YCnoBus, A0nyCTUMbIe
npw oBpaLlyeHnM C ynakoBKoW, ee pacnpoCTPaHEHNUN U XPaHEHUN.

6.5.4 MNpounseoguTtens AormkeH BbibpaTb METOAbl UCMbITAHUA, MPUroAHbIE AN
OBHapyKeHNs1 OTPULIATENBHOIO BO3AEUCTBUA YCIOBUN PACNPOCTPaHEHNS, XpaHeHUs 1

obpalleHnst Ha NPYEMNEMOCTb YMNaKOBKW.

MprumeyaHue — MpumMepbl UCNbITAHWIA, KOTOPbIE MOXHO UCMONL30BAaTh ArS OLEHKN
NpUEMINEMOCTM YNAKOBKU MPU pasnuyHbIX cnocobax obpalleHusi ¢ Hel, XpaHeHUst n pacnpo-
CTpaHeHus, NPUBEAEHBI B NPUNOXeHUU B.

6.6 lokymeHTUpOBaHue UCNbITaHUNA

6.6.1 MNepen Havanom MoOLIX UCMLITAHWIA MO OnpeAeneHnto pabounx xapakre-
PUCTUK HEOBXOAMMO MMETL [10KYMEHTMPOBAHHLIN NPOTOKON UCNbITaHUA. B Hem A0rmKHbI
ObITb OTPaXeHsb!:

a) noanexawuasn oueHKe KOHCTPYKUMS;

b) npoBoaumMbIe NCMbITaHUS,

C) MOpsiAOK NPOBEAEHMS UCTILITAHNS,
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d) MHopmauma 0 NpoayKUMK, Hanpumep, Macca, XpynkocTb; METOALI TPaHCNOopP-
TUPOBaHWSA NPOAYKUMU; Noanexawme oueHke HamMeHOBaHUA eAVHULbI NPOAYKLUMU NPy
npoaaxe (Hanpumep eAuHUYHaA CTEPUNU3aUMOHHas ynakoBKa, rpynnoBol KOHTEMHeEp,
wrabenvpoBaHHas naneTa).

6.6.2 MpoToKkon AOMKEH Takke coaepXaTb KpuTepumn aonyctumoctu/otkasa ans
K&KAO0WN OLIEHMBAEMOW XapaKTepucTUKu.

B npoTokon ucnbiTaHui crnepyeT Takke BKMIOYMTB MpegnonaraemMble yCnosus

XpaHeHUs 1 HopMaumio 0 cnocofax u MeTogax NPoV3BOACTEA.

MpunoxeHue A
(o6a3arenbHoe)

UcnbiTaHuna HenpoHuUuaeMblX MaTepuanoB Ha conpoTuBneHue nNpo-
X0OXAOeHUo Bo3ayxa

A.1 HenpoHuuaemble ynakoBOuYHblE MaTepuansl UCMLITHIBAIOT Ha BO34YXOMNpo-
HULaemMocTb B cooTBeTcTBUM C ISO 5636-1.

KpuTepumn ncnbiTaHnii — rnocne BbIAEPXKN HE MeHee 1 4 He AOMKHO ObiTb BUAK-
MOr0 ABWKEHUSI LUNUHAPA B Npegenax 1 mMm.

A.2 [Ins TekyLlero KOHTPONSA N UCMbITaHUA NPOAYKUMA MOXHO WUCNONb30BaTh U
Lpyr1e MeToAbl UCTbITaHWUIA, BANMMAMPOBaHHbBIE MO YKa3aHHOMY CTaHAapTHOMY METoAy C
UCMOSb30BaHMEM B KayecTBe ODBEKTA UCTMBITaHWA UCMOSb3YeMOro ynakoBOYHOro ma-
Tepvana (MeToA MPOHUKaHUS KpacuTens, NMpuBeLeHHbI B npunoxeHun C, n metoa

Lonnepa no onpeaeneHnio BO3AYXONPOHML@eMocTu B cooTeeTcTBuM ¢ 1ISO 5636-2 [4].

MpnmevyaHne — KoadpdpuumeHTbl nepecdeTa, yuMTbiBaOWME pPasnuyHble
TUMbI @annapaToB, NUCMNOMb3yeMbIX NP Pa3NNYHbIX METOAAX ONPeAeneHns BO3AYyXonpo-

HuLaemocTy, npmeegeHsl B ISO 5636-1.

23



rocT ISO 11607-2011

MpunoxeHue B

(cnpaBouHoOe)

OueHKa NpMemMneMoCcTH yNaKoBKU NPU pasfnyHbIX cnoco6ax

pacnpocTpaHeHus U XpaHeHUs1 NPOAYKLMM U OOpaLLeHUA ¢ Her

B.1 OueHka npueMneMoCcT! yrnakoBKU NPy pacnpocTpaHeHun

[na OuUeHKN NPUEeMNEMOCTU KOHCTPYKLMW YMaKOBKU B YCIOBUSIX BO3LENCTBUA
BHELWHMX (haKTOpOB, NPOSBASIOLLMXCA NPU PacnpoCTPaHEeHNM NPOAYKLMA, UCMONb3YIOT
HECKOIbKO MeToanYeckux noaxopos. [MpuBefAeHHblE HWKE AOKYMEHTbI UCMOMNb3YHT
Hanboree 4acTo, NOCKOMbKY OHW MO3BOMNSAIOT MHXEHEPY NPOSIBNATL MOKOCTL NpU pas-
paboTKe OKOHYaTelbHOro pexumMa UCMbITaHW:

a) ASTM D-4169 — ans TpaHCNOPTHbIX KOHTEVHEPOB U cUcTeM [5];

b) ISTA Mpoueaypb! 1 n 1A — Ans ynakoBaHHOM NPOAYKUMW, NpefHa3HauYeHHOM
ANS NepeBO30K B Npeaenax KOHTMHEHTa NPOoUCXoXAeHNA [6];

c) ISTA lMNpoueaypbl 2 n 2A — Ans ynakoBaHHOM NPOAYKUMW, NpeaHasHa4YeHHON
ANS NepeBOo30K 3a Npefenbl KOHTUHEHTa NPOUCXoXAEHUS [7].

B.2 OueHka NnpMeMneMoCcTU yrakoBKW NPU XpaHeHU

Mpw paspaboTke NPOTOKOMOB KOHKPETHBIX NCMbITAHUA MOXHO WUCMOSb30BaTb Me-
Tog — no ASTM D-4332 [8].

B HacToswee Bpems paspabaTtbiBaoT U hOPMYNNPYHOT APYrMe METOAbI, KOTO-
pbl& MOXHO YYMTbIBaTL NMPU OLEHKE NPUEMIEMOCTM YNAKOBKW NPU XPaHEHUW.

B.3 OueHka npuemMneMoCcT ynakoBK/ Npu o6palleHnmn ¢ Hen

B.3.1 MeTogonorns nsaroToBneHns ynakoBoK AoiMkHa ObITb AOKYMEHTUPOBAHA, a
onpeaeneHHbIe Kputudeckne atanbl 06paboTkM U MaHUMynNMPOBaHUS AOIMKHbI OLIEHW-
BaTbCH C TOYKM 3PeHMA NMtoBbIX HexenaTerbHbIX BO3AEUCTBUN Ha KOHEYHYHO MpPOAYK-
umto. Takumm atanamm mMoryT BbiThb:

a) O4nCTKA;

b) onepaymun no PopMMPOBaHNIO/CKNENBAHMIO/3aKPLITUIO,

C) cTepunusauusi/nocneayrowas obpaboTka;
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d) obpalleHve ¢ MaTepranom 1 XxpaHeHe HecobpaHHbIX YNakoOBOYHBIX KOMMMEK-
TOB.

B.3.2 He cywjecTtByeT AOKYMEHTUPOBAHHbLIX METOAONOMMI UCNLITAaHWUN, KOTOpbIE
aetanunsuposanu 6bl ocobble ycnosusa npu obpawyeHun. 3a paspaboTtky 0cobbix ycno-
BUA MCMbITAHWUNA, UMUTUPYIOLWMX oBpalleHue, oTBeyaeT npoussogutens. Heobxoanmo
NoHUMaTb B3aMMOCBSI3b BCEX MCMOJb3YEMbIX NMPOU3BOACTBEHHBIX MPUEMOB C TUMUYHbI-
MW NPOWU3BOACTBEHHBLIMU NapaMeTpamMu, ob6opyAoBaHUEM, UHCTPYMEHTaMK U NpoLeay-

pamMn U oueHnBaTb UX BITUAHNE Ha YNaKOBKY.

Mpunoxenne C

(cnpaBoy4HoOe€)

McnbiTaHMe Ha NPOHULIAEMOCTL KpacuTens

C.1 AnnapaTypa u peareHTbl

C.1.1 BaBelueHHas rybka, M3roTOBNEHHas U3 Kycka LEenntono3sHom rybku pasmve-
pom 100 x 75 x 82 MM, NpuKNeeHHas BOSOCTOMKUM KIEEM K CTarnbHOW NnacTuHe pas-
mepom 110 x 75 mm, obuien maccon (800+50) r.

C.1.2 NogpoH rnybuHon He meHee 15 MM U BHYTPEHHUMM pa3Mepamn He MeHee
(130 x 95) mm.

C.1.3 BrnuTbiBatowasa bymara (6enas cdunbTpoBansHas Unu xpomarorpacguye-
cKasl) Co CpefHen Unn cpeaHEOLICTPON CKOPOCTLIO BMUTLIBAHMS.

C.1.4 Nnockas cTekngHHasA NoBepPxXHOCTb

C.1.5 PacTBOp KkpacuTens: 1 r amapaHTa kpacHoro Ha 100 cm® BogHOro pacTBo-
pa, cogepxallero B kadectese cmadmsarens 0,005 % uetpumumaa (cmecs gogeymn-,
TeTpafeuun- n rekcafeumnTpumMeTnnamMmMoHmn pommnaa).

C.2 NMoproToBKa 06pa3LIOB ANt UCNbITAHUIA

OT16uvpatoT NATb NPUBELEHHBIX K YCMOBUSIM UCMBITAHUA UCTLITYEMbIX 00pasLoB
YNaKOBOYHOrO MaTtepuana pasmepamm He meHee (250 x 105) mm kaxabin. U onpene-
NSAKOT NOBEPXHOCTb, KOTOPas B KOHEYHOW yNakoBKe JOSKHA ObITe BHYTPEHHEN.

C.3 MeTtoauka ncnbitaHusa
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JlucT BnutbiBatowen Gymarn (C.1.3) pasamepom He MeHee McnbITyemoro obpasua
YyNakoBOYHOro MaTtepuana, NoMeLLAoT Ha MIoCKy CTEKNAHHYIO nosepxHocTb (C.1.4).
Ha 6ymary knagyt obpasey BHyTpEHHEN NOBEPXHOCTLIO BHU3 (K Bymare).

Hanueatot pacteop kpacutens (C.1.5) B nogaoH (C.1.2) n norpyxatoT rybky
(C.1.1) Ha 1 MWH B pacTeoOp B nogaocHe. M3BnekatoT ryGky v yaanstoT nsbbITOK XUAKO-
CTW O Kpan noagoHa.

MomewaroT rybky Ha obpasey Tak, UTobbl ee kpar Obin He MeHee YeM B 15 MM
OT Kpasi obpa3sya, 1 OCTaBNSHoT Ha 2 MUH.

CHumaroT ryoKy 1 UCTbITyeMbI oBpaseL, n UCCneayoT BnuThiBatoLLyto Bymary Ha
Hanu4une NATEH KpacuTens
BCIIEACTBME ero NpoHUKaHUs ckBo3b obpasel). MoBTOpAOT MUCTbITaHWe co BCeEMM 06-
pasuamu.

C.4 OtyeT 06 uUcnbITaHUAX

3anucbiBatoT konnyecTBo 06pasLoB, Nog KOTOPbIMU HabnAanUch NATHa Ha

BnUTbIBaKoLLiEn Bymare.
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WCNbITaHNA)
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Mpunoxenue A.A

(cnpaBoyHoOe€)

CBeaeHusi 0 COOTBETCTBUMU MeXrocynapCcrtBeHHbIX CTaHAapTOB
CCbUTOYHbLIM MeXAYHapPOAHbLIM CTaHAapTaMm

Ta6bnuya QA1

O603Ha4eHne u HauMeHoBa- O6o3HaueHue u CreneHb O6o3Ha4eHue n
HUE CCbINOYHOrO MEXAYHa- HaMMEHOBaHue COOTBETCTBUA HaumeHoBaHue
poaHoro ctaHaapra MeXayHapOoAHOro MEXroCyaapCTBEHHOIO
craHaaprta apyroro crtaHgapra
roga usgaHusa
ISO 186:1994 - - *
Bymara u kaptoH. OT6op npo6
ANsi onpefeneHnust CPeaHEro Ka-
YyecTBa
ISO 2859-1:1989 ISO 2859-1:1999 IDT FOCT ISO 2859-1-2009
Mpoueaypbl BbIBOPOYHOTO KOH- Mpoueaypbl BLIOO- crarucTtuyeckme me-
TPONS MO KA4eCTBEHHLIM NMpU- PO4YHOrO KOHTpONS No Toabl. Mpoueaypsl Bbl-
3Hakam. Yactb 1. MnaHbl BbI6O- |KaYE€CTBEHHBLIM NMPU- 60pOYHOro KOHTpONs No
POYHOro KOHTPONS C ykasaHuem |3HakaMm. Yactb 1. Mna- anbTepHaTUBHOMY Mpu-
NPUEMMEMOro YPOBHS Ka4eCcTBa |Hbl BIDOPOYHOIO KOH- 3Haky. Yacrb 1. MNnaxsbl
(AQL) ansa nocnepoBaTenbLHOro |Tporns € ykasaHuem BbIOOPOYHOIO KOHTPONSA
KOHTpONA napTui NPUEMIIEMOTO YPOBHS nocneoBaTenbHbIX
kayectBa (AQL) ansa napTuii Ha OCHOBE Npu-
nocneaoBatesibHOro €MIneMoro ypoBHs Ka-
KOHTPONA napTui yectBa (ISO 2859-
1:1999, IDT)
ISO 5636-1:1984 - MOD FOCT 30114-95
Bymara u kapToH. OnpeaeneHue Bymara u KapToH.
BO34yXOMnpoHuLaemocTu (cpea- OnpeaenexHne Bo3ay-
HWIA AnanasoH U3MEepPEeHus). XONPOHULIAEMOCTH
Yactb 1. O6wmit metoa (cpeaHwuii guanasoH).
O6wme TpeboBaHus K
MeToaam
1ISO 9001:2000 ISO 9001: 2008 Cu- IDT FOCT ISO 9001-2011
CucTeMbl MEHEKMEHTA Kade- | cTeMbl MeHemKMEHTA %"gﬁ'g;gﬂae“_l?ggg\gig'
ctBa. TpeboBaHus E?At;ecma. TpeboBa- Hnsi(1ISO 9001: 2008,
: IDT)
ISO 11140-1:1995 ISO 11140-1:2005 IDT FOCT ISO 11140-1-

CTepunuaauus MeguLMHCKoOR npo-
AYKUMU. XUMWUYeckue MHAMKATOPSI.
YacTb 1. Obwme TpeGoBaHus

Crepunusaums meau-
LIMHCKON NPOAYKLIUW.
Xumudeckue nHgmka-
Topbl. Yactb 1. ObLme
TpeboBaHua

P011

Crepunusauus megu-
LIMHCKOW NPOAYKLMU.
XUMUYECKME MHAMNKATO-
pbl. Yactb 1. O6Lwme
TpebosaHus (ISO
11140-1:2005, IDT)

* COOTBETCTBYIOLLUIA MEXTOCYAAPCTBEHHDBIA CTaHAAPT OTCYTCTBYET. [l0 ero yTBepaeHus pe-
KOMEHAYETCA UCMOoNb30BaTh NEPEBOA Ha PYCCKUIA s3bIK JAHHOTO MEXAYHapoaHoro ctaHaapra. Mepesog
[AaHHOro MEeXAyHapoAHOro ctaHaapra Haxoautcst B deaepanbHOM MHPOPMAaLMOHHOM (POHAE TEXHUYE-

CKUX pernameHToB U CTaHAapToB.
MpuMmevyaHune —

YEHWUA CTEeNEeHW COOTBETCTBUA CTaHAapToB:
- IDT — ugeHTuuHbIE CTaHAapThI;
- MOD - moauduuupoBaHHble CTaH4apThbl.

B HacTosLLel TaGnuue UCMNONb30BaHb CrieyloLue yCrioBHbIe 0603Ha-
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