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IMpeancaosue
LHenn, ocHoBHBE NPHALHILL B MOPAIOK NPOBEICHHS paldoT M0 MEeErocyIapeTBen o
crapaapriianuy veranosinenw [OCT 1L0—92 aMewrocyaapcTReNNas cUCTEMA CTAIIAPTH -
nun. Ocnopnwe nonoxennas o FOCT 22000 «MesrocynapeTeennas CHCTEMA CTAHAPTH-
saunn. CTanlapTsl MEKrocyI1apeTBeHiLIE, TPABNIE H PEKOMEHIANNA N0 MEKIOCYIaPCTEEHH0H
cranaapTiianui. [lpaguna paipaloTsn, NPHEATHA, NpHMeHen, oDHOBISHHA H OTMER kL

CReENHA O CTANA aprTe

I MOATOTOBJAEH  degepaneisiv rocyIapcTEEHNEM  VIHTAPHEM  OPSIOPHATHEM
«BeepoccHicknil HAYMHO-HCCNEA0BATENLCKNH HHCTHTYT CTAHIAPTHIALMH H ceprHdHKalNn B
sainocTpociuyy (BHHHHMALLL

2 BHECEH Deaepansinid arelTcTREOM N0 TEXHHYSCKOMY PErVIHPOBANHIO H METPOI0-
rum { Pocerannapr)

3 NIPHHAT Espazuiickum coBeToM no cTalJapTHIANNHE, METPOIOTHH H CEPTH(HKALHH
inporoxon No 40-2011 o1 29 noadps 2011 r.)
34 MPHIETHE CTANIAPTA MPOrOIOCOBLUIH:

Eparkoe nanmenoBande cTpail 0o Koo crpanu no Coxkpamientoe HanMeHoBanHe
MK (OO0 3 166) 00497 ME (OO 3 166) HALHOHANL 0TS Oprala
004—97 MO CTANAAPTHIALHH
Benapyver BY [Mocoranaapr Pecnviumin benapven
Fataxcran kL MNoceranaapr Pecovonuen Kazaxcran
Kripresacran ki Krapruseranmaps
Pocewitcras Penenauns Rl Poceranmant
TagsHEHCT AR Tl TamsurcTanaapT

4 [Mpukasos Pefepansiors areiTeTBa M0 TEXHHYECKOMY PEryIHPOBEIHRIG M METPOIOTHH
o1 13 gexabpa 20011 ro No 1397-¢ct mewrocynapersennuit crangapr NOCT 1SO 11607201
BEEJICH B JEHCTEHE B KauecTBe HaUMolaieiore crangapra Poccuiickoil Peasepanuy ¢ | ansapa
2003 r.

5 Hactosmuuil cTapIapT HASHTHYEH MexavHapoauomy crapmapry [SO 11607:1997
Packaging for terminally sterilized medical devices (Ynakobka s MeIHUMHCKHX HIOETHI,
MCHLTEAAHX PHIRILIOH CTepHINIALHH)

CTenel COOTRETCTENA — WacHTHunan (1DT).

Cregents 0 COOTBETCTEHH MERIOCYIAPCTESHHLIN CTANAAPTOR CCLUTOUMHLIM MEWwIyH-
POANEIM CTAHAAPTAM NPHBSIEHE B JOMOIHHTEALHOM npHaokennn LA,

Cranaapt noarotoenen na ociiose npusenenus FOCT P HCO TH607-2003

o BEEJAEH BITEPBLIE

Mughopranua o esedenuy @ delomaus (npexpallesuy delomala) sacmosigess cmandapma
MyEAuLyemcs @ axemecayde v2dasasmon ykazamene s HayuonaNLHeEe cmandapmes.

Mughopralyua of uaMedelUss ¥ Hacmoswesmy cmandapmy npdnuyemc & exesodno vadasase-
Mo UHEDOEMALLIOHRON YEa2ameng s HayuoHansHsie cmandapmeis, 8 MEkem uaMenshild — g unghop-
MALUOMHEE YES3aManay «Hayuonansksie cmandapmeis, B cnyyas nepecyampa Wt omdess Hacmo-
Alesn cMandapma Coomesmomaydilad uhilopalus Bydem onybnukoeaHa @ UMBoDMELLICHKOM Yia-
Jamena « HAUUOHENEHEE cMandapmbie.
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B Poccuiickoil tdeaepauny nacToAmMil CTaUIapT He MOMeT OLITh MOIHOCTEID HAH 4a-

CTHYHO BOCTIPOMIBEACH, THPLKHPOBAH H PAcHpOCTPAHEH B Ka4ecThe OQHUHANLHOTO W3JaHHA
fe3 paspemienns Penepaneiore areHTCTE M0 TEXHHYECKOMY PETYIHPOBAIME H METPOIOTHEH.
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BeepeHwe

Mpouecc KOHCTPYUMPOBAHWA 1 pa3paboT ynakoeky ANA MUHWWHOW CTepMnMaa-
Ui MeQWMLMHCKKMY M30enWh SBNaeTod CNOMHBEIM W OTEETCTEBEHHBIM 3TANOM.

Ha KoHCTpyKUMID YyNakoBKK W BuIDOp YyNakoBOYHbIX MaTepuanos BNUSKOT ocobeH-
HOCTH MeOWUWHCKOrC W3genwdA, MeTod ero crepunuiauud, cnocob WCnonb3oBaHWE,
CpOK MOQHOCTH, TDAHCNOPTUPOBAHWE M XpaHEHWe.

XapakTepucTUKKW MaTepuanos KOHKpPeTHbIX BWIOB yKazadHe! B cepun Esponed-
ckux cTakgapTtos EN BEB (B cTapguwn pazpaboTtem).

OCHOBHBIE TPeDOBaHWA K YNAKOBOYHBEIM MATEpHANamM NO3BONAKT KaK WaroTOBM-
Tenio, Tak U NPOU3IBCOWTEND NPOBOAWUTE OMUMANEHYID aTTeCcTauul C Uenso onpege-
NEeHWA COOTEETCTEUA NOTEHUMANBHOMD YNAKOBOYHOMO MaTepuana TexHW4Yeckum Tpebo-
ganuam. Ero matepwan B 4OCTATOMHOW Mepe COOTBETCTBYET TexHuYeckum Tpebosanu-
AM, XapakTepucTUEN NPOOYKUMKW MOryT BbiTh YTBEPHOEHL! W3rOTOBUTENEM, NPOU3BOON-
Tenem WnK pernaMeHTUpYRWKMM OpradomM, ¥ OANA JeMOHCTRaUWM COOTBETCTEMA MaTe-
pyWana 3Tum 3adaHHeM TpeboBaHWAM MOXHO NPOBOOWTE aTTECTAUWK MaTepKUana.

Ona ofecnedeHra HAZEKHOCTH YNAKOBKW QOM#HA OeiTe pazpaboTaHa QoKyMeH-
TMPOBAHHAR NPOrpaMMa Banviauud Npouecca, JeMOHCTpUpywwas paboTocnocob-
HOCThL M BOCNDOW3BCAMMOCTL BCEX NPOUECCOB CTEPHUNKIALMK W YNakoBeleaHua. Hapaay
CO CTEPMNM3aUMOoHHOW 0BpaboTHoW Ha LUENOCTHOCTL YNAKOBKW MOMYT BIWMATE NPOLECCH
(POPMUPOBAHWA, CKNEMBAHWA, 38KPLITUA KPBIWKOW (MNK Opyrie cnocobbl 3aKpBITUA),
peaka, a Takwe obpalleHre ¢ MaTepuanom BO BpeMA ynakoeelBaHuA. MukpobHeie Da-
pPLepHble CBOWCTEA YNAKOBOYHBIX MATepuanoe, cnocobvl hOpMUPOBAHWA U CKNEMBAHWA
ABNAKTCA pewanwume ana obecnedeHra UenocTHOCTH yNakoBkw W Be3onacHocTH
npogykumun. MNockoneky He cywecTeyeT QOCTYNHOMO BanMgupoOBaHHOO MeToga MUKpPO-
DuonorMyeckoro KOHTpona GapbepHLIX CEOMCTE MaTepUance yNaxkoBxM AN MMHMLILHOW
crepunuaagun ¥ adekTUBHOCTY MOPMUPOBAHWA W CENEMBAHWA, TO WX OUEHWBAKT

PazfeneHO.
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MEXIOCYOAPCTBEHHbLIN CTAHOAPT

YNAKOBKA ONA MEOWUWMHCKUX U3OENUNA,
NOONEXALWWX ®UHULWLHOW CTEPUITU3ALIUK

OBwwe TpeboBaHMA
Packaging for terminally sterilized medical devices.
General requirements

ﬂara. eeegedra 2013-01-01

1 0O6nacTe NpUMMEHEHUA

1.1 Bknw4eHus

1.1.1 HacTtoawmi cTadgapT ycTadasnuweaet TpeboBaHua K 0QHOpPa30BLIM MaTe-
puanam U MHOTOpAa30BbIM KOHTEWHEDaM, UCNONB3YEMbIM ONA YNAKOBLIBAHWUA MEOMLWMH-
CHWMX WM3genud, nogeepraems!x QUHWUWHOW CTEpMNU3aunK, NpoBefdeHHOro Kak B npo-
MbILUNEHHOCTKH, TAK W B yYMpeXaeHWAX 30pasooxpaHeHns (cM. pasnen 4).

1.1.2 HacToAwKMK cTaHdapT YCTaHaBNWBAST OCHOBHLIE TpeboBaHWA K paspabor-
Ke W Banuiauuu npouecca ynakosblBaHWA ANA NPpOW3BOAUTENA MedWUMHCKMY W3denuid,
nogeepraemMblX EUHALIHOW CTEPUNHM3AUKMA (pazgen 5).

Hauwbonee OTEETCTEEHHBIMK NPOUECCAMW ABNAKTCA DOPMUPOBAHWE U CKNEWBAE-
HWe, HO CYLUECTBYIOT M ApYyrie onepauni, BNWAKLWKWE HA KOHEYHYID YNaKoBKY, HA KOTO-

phig cnegyeT obBpaTHTe BHUMAaHKE,

Mpumevanwe — B HacToswem cTadnapre BoneHUUbl ¥ ApYyrve opradv3auqm, yna-

EOBbIBaMH WHME MEdWUWHCEWE M3SENWA, CHMTAT NPoOWNIB0OMTENAMKN.

HacToAwMiA cTaHgapT yCcTaHABNMBAET CYLIECTEEHHLIE KDUTEPWM, OLUEHKW NpW-
EMNEMOCTH YNAKOBOK ANA CTEPUNbHLIX MEAWUMHCKMX Wagenui (pasgen 6), Heobxoaw-
Mble ANA pazpaboTYMKoB W NPOU3BOAMTENEW MEOWUWHCKWX M3OENWA, 8 TaKke onuca-
He NabopaTopPHbIX MCNBITAHWA W OLUEHOK, KOTOPEIE MOXHO NPUMEHATE ONA OnNpegens-
HWA COBOKYMHOCTH NOTPEBWTENECKMX XAPAKTEPHMCTHE KOHKDETHOW YNAKOBKK, MCNONbay-
EMOW ONA 38WKMTEl YacTel M3LenuA NPW PAcNPOCTRAHEHWW M XPaHEHWM W30ENKMA W 0b-

pDALLEHHW C HAM.

Hapanue oduuHaniHoe

I
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1.2 NcknoYveHKWA

1.2.1 HacToAWKWA cTaH4apT He pacnpoCTpaHASTCA Ha YNAKOBKY ANA NPpoayELKMM,
npon3sefeHHor acenTUYeCKUM METOOOM, TaK Kak NpUBedeHHbIX TpeboBaHWA HenocTa-
TOMHO ANA 00OKAa3aTenbCTEa TOro, YTO YNaKoBKa W NPOUEect YNAKOBLIBAHKWA He ABNAKITCH
HMCTOYMHWKOM KOHTAMMHALUMK NPOoayKLMM.

1.2.2 HacToawWwwiA cTaHOapT He ycTadaenueaeT nopagok otbopa npob gns vonel-

TAHMA UMK KONWYECTBO W NPoOADIKMTENBHOCTE NOBTOPHOCTER NPW MCNBTAHWAX.

Mpumevanwe — 3tk TpeboBaHWA O0N#HE ObITe Pa3pa00OTAHE MATOTOBMTENEM MMK

NPoWIBOAUTENEM ONA KOHKPETHOMD MEAWUWMHEKDID MIgenns.

2 HopMaTHBHbLIE CChINKK

B HacToAwWweM CTAHOAPTe WCNONLI0BaHE CCLUTKW HAa CNedyLWWe CTaHaapTel:

ISO 186:1994 Paper and board. Sampling to determine average quality (Bymara
W kapToH. OT6op npob AnA onpegeneHUa cpedHerc KaqwecTea)

ISO 2859-1:1989 Sampling procedures for inspection by attributes — Part 1:
Sampling plans indexed by acceptable quality level (ACQL) for lot-by-lot inspection (Mpo-
Uenypsl BelBOpPOYHOTD KOHTPONA NO KAYECTEEHHLIM NpUaHakam. Yacte 1. MNnaxul ewibo-
pOYHOMD KOHTPONA C YKA3AHWEeM NpUEMNeMOro YpoBHA kadecTea (AQL) ans nocnego-
BATENEHOMD KOHTRONA NAPTHA)

ISO 5636-1:1984 Paper and board — Determination of air permeance (medium
range) — Part 1: General method (Bymara v kapTod. OnpegeneHne BO3QyXONpoHMLae-
MOCTH (CpedHui gMana3oH namepeduna). Yacte 1. OBwuia meToa)

ISO 9001:2000 CQuality management systems. Reguirements (Cuctemebr me-
HeQXMEeHTA KavecTea. TpeboBaHWA)

IS0 11140-1:1995 Sterilization of health care products. Chemical indicators. Part
1. General requirements (CTeprnu2aumsa MEQUUWHCKOA NPOAYELMK. XMMUYECKUe WHOW-

katopel. YacTe 1. Obwwme TpeboBaHKA)

3 TepMuHBbI U oNpegeneHun

B HacToswem cTaHaapTe WCNons30BaHbl CNegyiollne TEPMWHLl C© COOTBETCTBY-
HILLMMK ONPEOENEHMUAMIA;

3.1 zakpbiTie (closure): CpeacTeo (cnocof) 3aKpBITUA YNAKOBKM Dea npuMeHe-
HWA CKNEMBAHWA, HANDUMEP, MHOTOKPATHEIM crbaHuen (dansuoekoi) ¢ obpaloeaHu-

M MIBWUNWCTONRD NpoXoaa.
-
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3.2 UeNOCTHOCTL 2aKpbITHA (closure integrity): CocToaHue 3aKkpeiTUa, obecne-
YUBAKLWEE TAKOW He MUKPOBHLIA Bapbep, Kak W OCTaNbHAA YacTb YNaKoBKW.

3.3 arrectauwna cooTeetcTBMA (compliance qualification): JokymeHTUDOBAH-
HOe CEMASTENLCTBO COOTBETCTEBMA YNAKODBKW TeXHWYEeCKMM TpeboeaduaM, npedLaBns-
EMEIM K YNAKOBKe ANA HMHULWIHOW CTEpMNM3aUMH MEOWUMHCKKY M3JSNWA, OCHOBaHHOS
HAa e MCNBITAHWAX.

3.4 pazpaborka (development): lNpouecc yCOBEPWEHCTEOBAHWA BA30BOW KOH-
CTRYEUMK UMM TEXHONOMMW C Uenbi AOCTHUHEHWA COOTBETCTEBWA YCTAHOBMNEHHLIM KpK-
TEPHAM HA NPOOYKLMIO.

3.5 otkaa (failure): CobwbiTHE, NPW KOTOPOM “acTe YNAKOBKW NPW 330aHHBIX
YCNOBWAX HE BLINONHAET O4HY WnK Bonee TpebyeMmblx OT Hee OYHHEUWMA B 3303HHLIX
npegenax.

3.6 aHanuz otkazoe (failure analysis): Norvueckoe CHCTEMaTUMECKDE M3YYEHWE
oBpasua ¢ yensl onpefeneHlUa W aHanuaa BEpOATHOCTH, NPUYKMH W NOCNEACTEMA No-
TEHUMaNLHLIX W peansHsX 0TKa30..

3.7 cTepunM3IauMOHHanA ynakoeka (koHeuHas ynakoeka) (final package): MNep-
BMYHOE 3AWMTHOS YCTROWCTBO, B KOTOPOM NPOWM3BOAWMTCH MWHWLIHAA CTEpUNH3auWa
MEOMLUMHCKUX M2denui (He erknYawes B ceba KopobkK ONA XpaHeHWA 1 KOHTERHepLI
ONA Nepes03kK), 3allLAKWes COOASPKAMOe 00 3303HHOMD YPOBHA 3aLUWMTEl B TEYEHWE
BCErD CPOKa rogHoCTH (T. e. co3farwles 3awmty oT Mrau4eckoro, MUKpobHOro unK xu-
MUYECKOMo BO34EWCTBUA).

3.8 npoussoguTens (manufacturer): PuUanYecKoe WK KPUONYECKDE NMLO (MH-
AUMBWAYANLHOS WNA OpPradlv3auva), OTEETCTBEHHOE 33 YNAaKOBLIBAHWE W/WNK CTEDWUNK-
3AUMK MEeJUUMHCKOrD W30enus.

3.9 meguuMHckoe wigenuwe (medical device): MHCTpyMeHT, annapart, npvcno-
cobnedwe, Martepuan, UCNoONL3yeMble OTAENEHO WNK C OPYTMMU M3OSNUAMK, BEMKDYaA
Heobxoaumoe nporpammHoe obecneveHue, NpeaHasHaveHHble ANA Mided B Lensx:

- QMArHOCTUEK, NPoQUNaKTUKW, HABNKOEeHWA, NeYeHUA KWW obneryeHna bones-
HHM;

- AWArHOCTUKM, HAONWASHKWA, NeudeHWn, obNerdeHWa WNu KOMMNEHCAUWW NpW
TPAEMax WM UHBANWOHOCTH,

- UCCNEAO0BAHWA, 3AMELLEHUS MNK M3MEHEHMS aHATOMMK UNK EUIN0NOMMYECKoro
npouecca,

- KOHTPOMA 334aTWA, OCHOBHOE Mpeanonarasmose O8ACTEWE KOTOPOro CHapyHH

HMNK BHYTDKW Tena Yefogaka QOCTHMaeTCA Ge3 NpUMeHeHKUs apMaKkoNorHYecknx, M-

1
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MYHONOTMMECKUX UNKM MeTaBoNUYECKWX CPEACTE, HO KOTOPLIE MOTYT NPUMEHATLCA COB-

MeCTHO C TakHMMK CpedCTEIMK.

3.10 mukpoBHBEIA Bapeep (microbial barrier): CBOWCTBO yNAKOBOMHOW CHCTEMBI
NpeaoTEpalaTs NPY 330aHHBIX YCNOBWAX NPOHUK3HWE MUKDOODIaHM3IMOE,

3.11 cucTema mapkupoBkn (labeling system): CoBOKYNHOCTE MapKMPOBKW Ha
ynakoBke W NBoi npunaraemol nHhopmMauuM No NPUMEHEHMIO, HAXCOAWENCH BHYTPW
MK B KOHTAKTE C KOHEYHOW YyNakoBKOW.

3.12 coBMECTMMOCTE ynakoBbIiBaHWA (packaging compatibility): CeoicTteo
YNAKOBOMHOro Martepwana w/unu cnocoba ynakoBelBaHWs, NOBONAKIWES OOCTHIATh
TpebyemMebix xapakTepucTuy Be3 OTpUUATENEHOMO BO3OSHACTEMA HA MEedWUWHCKOE U3ge-
nue

3.13 uenoCTHOCTL YMakoBKHW (package integrty): HenoepexgeHdos huande-
CKOE COCTOAHWE CTEPMNUIBLHMOHHONA YNAKOBKK.

3.14 arrectauyma paborocnocoBHocTn (performance qualification): Ookymer-
TUDOBAHHOE CBMAETENLCTEBO COOTBETCTEMA YNAKOBKW TpebDoBaHUAM K CTEPHNMIALMOH-
HOW (KOHEYHOW) YNaKOBKE, OCHOBAHHOE Ha WCMBITAHWKA KOHKPETHOID YyNakoBOMHOIO Ma-
Tepvana.

3.15 waroToBUTENL (producer): PU3MYECKos WNK KpHJWYeckoe NALD, (MHOWBK-
AyansHoe WNKM OpraHv3auna), OTEBETCTBEHHOS 33 M3roTOBNEHWE YNaKoBOYHOro MaTepk-
ana wunu cnocob YyNakoBeIBAHKA.

3.16 npogykr/npoaykuma (product): MegwuwHckoe wagenuwe WWUNKM OONONHW-
TENbHEIE KOMNOHEHTEl B COMETAHWH C KOHEYHON YNAKOBKOH.

3.17 arrectaumn (gualification): JokymMeHTHpoBaHHOE NOATEBEPHAEHWE TOMD, YTO
BCE 3a0aHHble TpeboBaHUA K KOHCTPYKLMK 1 paboTocnocoBHOCTH BEINONHEH.

3.18 pesannpauua (revalidation): JokyMeHTUPOBaAHHAR NpoUeaypa NOBTOPHOMD
NoATEEPHASHWA NPOBEASHHOW BANWIALMK.

3.19 kneepoe coeguHeHue (seal): PeayneTar coegMHEHNA CNOEB, HANPUMED C
NOMOLBK 3Are3vMBHBIX KNEeB MKW TEPMUYECKOrD NNABNeHWA.

3.20 4UenoCTHOCTL KNeeBoro coefWHeHMWA (seal integrity): CoCTOAHWE KNeeso-
ro cnos, obecneYvBallee He MeHbLWWA MUKDOGHLIA Bapbep, Yem OcTansHas 4YacTb
YNAKOBKK.

3.21 npoYHOCTE KNeeBoro cnoA (seal strength): MexadHrW4eckaa NpovHoOCTE

KNneeoro coedMHeHKMA.
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3.22 ynakoBKa ANA NpoOBOAHWKA CTepMnbHOW ¥wakoctu (sterile fluid path
packaging): ¥nakoeka Wnu cHcTema W3 YyNakoBkW W 3aWuTHOW obonodyku npoBogHMKA
CTEPUINEHON MUOKOCTH, pa3zpaboTtadHHan c uensw obecneqedHus CTepMNLHOCTH YacTy
MEOWUWHCKOro M30enua, NpeiHa3HavYeHHon ANA KOHTaKTa ¢ MUOKOCTAMMK.

3.23 coBMeCTHMOCTE CO cTepunuiaumen (sterilization compatibility): Coso-
KYNHOCTE CBOWCTE YNAKOBOMHOIO MaTepuana w/wnu cnocoba ynakoBeIBaHWA, NO3BONA-
oMY MM BLIOEDHWBEATE CTEpMNUzaumoHHyo obpaboTry v obecneuneaTts QOCTUMEHKWE
TpebyeMblX YCNOBKUWA CTEPUNU3ALMK BHYTPH DMHHALLHOW YNaKOBHW.

3.24 noTpeburens (user): PUIMYECKDE UMK HDWIWYECKOS NMUO (MHAWBKOYANb-
HOE WNK OpPraHn3auna), OTEETCTEEHHOE 33 MCNONbIoBaHWE NPOAYELNWA.

3.25 eanupgaumAa (validation): JokymeHTUpoBaHHasa npouedypa nNonyvYeHwsa pe-
IYNLTATOR, HeoBXOOMMEX ONA NOATEEPHOESHWA TOrO, YTO NPOUECC HEW3IMEHHO OAeT

NPoOgYEUKED, COOTESTCTEYHOWYH 3a03HHBEIM TpEﬁDEEHHHM.

Mpumedanwne — CunTawT, 4TO BANWOEUWMA — KOMMMSKCHBIR NDOUECE, KOTOPRIA
BKMKOYEET B CebA. NMCEMEHHEIR NPOTOKDN; JOKA33TENECTED TOMD, YTO MHCTPYMEHTH gna cbopa
OaHHBIX NoBepeHsl, 0DOpyaoBaHME B YCTAHOBNEHHOM COCTORHWMM OTBEM3ET KOHCTRYKTOPCKMM
YCNOBWAM W XaparkTepUCTHEaM (3TTeCTAUMA yoTAHoBNeHHOro 0BopyaoBaHua), NpW 3a0aHHbLxX
pabouux yonoewAx NOIBCNAET BECTH NPOUECT B 380aHHLIX npeqenax v obecneyneasT Bocnpo-
WIBOAMMOCTE, YTO NOATESPHOEETCA NOBTOPHLIMK MCNEITAHHAMKY 1 MUEPOBMONOMMYMECKUMK Npo-
BEPKAMK NPOUBCCa (NPOM3BOOCTEEHHAR ATTECTAUMA NPOUECCE MNK STTECTALMA XAP3KTERMCTHE

NPoOUecCa).

3.26 huHMwHaA crepunuiauma (terminally sterilizer): CTepund3auva mMenu-
UMHCKWX M3OenUH, ABNAKILAACA KOHEWHOW onepauWed no vx WarcTOBNEHWH, Nocne

I'IFIIDEE,EI,EHHH I{DT-DFIDIFI MeJMUMHCKEWE MAgenta MOEHD NDUMEHATE NO HE33HAYEHMWEHD.
4 YnakoBo4yHble MaTepuansl

4.1 Obwme Tpeboeanun
4.1.1 CHCTeMBl KAYeCTBA
HelcTBKA, ONWCAHHBIE B HACTOALLEM CTAHOAPTE, CNedyeT BLINONHATE B paMEax

OPUUWMANBHOW CHCTEMBl KAYECTRA.

Mpumevarnuwe — TpebopaHwa K CUCTEMAM KAYECTEE NpuBeaeHw B IS0 9001. Onr
BRINONHEHWA TPEBOBEHWA HACTORWEND CTAHOEPTE HeT HeobXogumMooTi NONYYaTe HE CHCTEMY

KEYECTES CEpTUMKST TPETLEN CTOPOHEI.
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4.1.2 Otbop npob

MnaHsl oTbopa npod, WCNoNbayemMelx ONA WCNBITAHWMA YNAKOBOYHLIX MaTepua-
nNoe, Qon#He! DbITe BelDpaHbl NO COMMNACOBAHMKD MEXOY W3roTOBMTENEM W NPOMIBOOK-
TEneM, HanpuMep, ¢ MCNONB3IOBAHWMEM OONYCTHUMOMO YpoBHA kadecTea (AQL) no 150
2859-1 wnu 150 186 nwbo cTaTucTMyeckoro KoHTpons npouecca (SPC). Ons kaxgoro
BLIDpPAHHOrD NMadHa onwHo DbITh A0KYMEHTUPOBAHHOE 000CHOBaHHE.

4.1.3 Obwwe TpebosaHns

4.1.3.1 HazHavyeHue ynakoekd ana @UHWWLHOW CTepUNM3auM MedWUMHCKNY 13-
OenNWid — CoXpaHeHWe CTEPUNEHOCTH NPOoOYKUMK C yYeTOoM 330aHHLIX YCNOBKMA ee Npu-
MEHEHWA, TPAHCNOPTUPOBAHWA, XPaHEeHWA W CPOKa NOHOCTH.

4.1.3.2 B KavecTee Chipbs ANA W3rOTOBNEHWS YNAKOBOYHLIX MATERMAN0E NpUMe-
HAKT YUCThIE UMK YTUNU3WPOBAHHLIE MaTepUans! Npu YCNoBWK, 4TO MCTOMHWEK, HCTODKWS
W NpOCREXMBAEMOCTE BCEX BWOOE ChIpbA, OCODEHHO YTUNM3IWPOBAHHEIX MaTEepHanos,

H3BeCTHBI KW KOHTPONWPDYHITCH.

Mpumevanrne — MNpu CYWECTBYIOWKMX TEXHONOIMAX TORIOBNK MAN0BEPOATHD, YT0EN
YTHNWMIMPOBAHHBIE MATEDPHENBI, 33 WMCKMOYEHWEM NPOW3IBOACTBEHHLIX OTXOO0B, KOHTPONWPO-
BANWCE JOCTATOYHO 3OMEKTHEHD, TAK YTO MO¥HO Brino Bw 4onycTUTE WX BE30N3CHOE MCNOMNk-

30BAHWE ONA MIMOTOBNEHWA YNAKOBKA ONA PHHWLWHON CTEPMNW3ALNN MESHLMHCKMX M30ENWA.

4.1.3.3 KoHCTpyKUMKD yNakoBkd U TpeBoBaHMA K NDOM3IBOOCTEEHHOMY NpoUeccy
cneqyeT NepecMaTpuBaTs W MPUMEHATL C YY42ToM BolDpaHHoro marepuana ¥ BNUAHKUA
Ha Hero npouecca cTepunusaumu. Kpurepuy npuesMnemMocTi NpMeedeHs B padfenax 5
M 5.

4.1.3.4 Bece meTodbl MCNBITAHKKA, MCNONB3YeMEIe ONA NOATEEPHOSHWA COOTBET-
CTBWA HACTOAWEMY CTAHOAPTY, OONHHEl BbITE BANMOMPOBAHEI W AOKYMEHTUROBAHLL.

4.1.3.5C NOMOWBH COOTEBETCTEYHILWMY MEeTOA0B WCNBITAHWH, COrMAacOBaHHBLIX
H3roToOBUTENEM U NPOWM3BOAWTENEM, CLUEHWBAOT CNeayolMe CBOWCTEA MaTtepuana:

a) MukpobHeld Dapsep;

b) ToKCHKONOMMYECKWe XapakTepUCTHEN,

C] PMINYECKHE M XMMWYECKHe CBOWCTRA,

d) cOBMECTUMOCTE C MeTodaMKu CTepMNM3auWM, C KOTOPBIMK NpedHazHavaeTcH
HMCNOMNL30BaHWE MaTepuana;

£) COBMECTUMOCTE C npoueccami (popMUpoBaHna W CENenBaHua (CM. paznen 5),

f) nobsie orpaHMYeHA CPOKOB MOQHOCTH YNAKOBOYHOIO MaTepana ao W nocne

CTEDUNU3ALMWM.

§]
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4.1.3.6 TpeDoBaHWA K XapakTEpUCTHKAM YNaKOBOK AN MWHMWHOA CcTepunnaa-
UMK MEOWUMHCKMX W3genud npueefeds 8 4.1.4—4.1.7. XapakTepucTUEKM MaTepuana,
HeobxoguMble ONA KAXAOIO KOHKPETHOMo NpUMeHeHns, JonxeH onpefenuTs NponIso-
auTens. MaTtepuansl ¢ xapakTepHcTHMKAMW, HE NepeJdrcneHHsIMK B paigens 4, MOXHO
OUEHWTE C MCNONL3OBAHWEM KPUTEPWER NDHEMNEMOCTH, NPpYBEOSHHbIX B pa3denax 5 1
.

4.1.4 TpeboBaHWA NPUEMNEMOCTH

Y¥NakoBouHLIE MaTepuans! obWero npMMeHeHnsa, Hanpumep obepTodHsbIe MaTe-
puanst (Bymara, nonMMepHaa NNEHKA WNK HETKAHLIA MaTEpHan 12 NONUaTUNEHE BbICD-
kow nnoTHocTh (HOPF), Don#Hel COOTBETCTEOBATE CNEeOyioW WM TpeboBaHuam:

a) Matepuans 4ONHHE DbiTh HEBBILENAYMEAEMBEIMK, HETOKCHHYHBIMK K HE MMETE
3anaxa B TAKOW CTeneHK, YTobkl 3TO MOMNOo YXyOWKWTE XapakTeprucTHiM M Be3onacHocTs
matepuana nubo HeraTUEHO BO3AEWCTEOBATE HA MEOMUMHCKWE W30enuA, C KOTOPLIMK
OHW KOHTaKTUPYIOT,

b) B maTepranax He JOMKHO DbITh ObIP, TPELWKWH, Pa3psIBOE, MOPLLMH MNK MecT-
HEIX YTONWEHWA WWNK YTOHYEHWA, CNOCODHBIX YXYOWWTE WX paboTy,

C) NNOTHOCTE SON#HA COOTEETCTEOBATE 3303HHOKM W2AMOTOBMTENEM,

d) ypoBeHL YMCTOTHI MaTepuana gonkeH BkiTe NpHeMnNeMeIM,

e)yoenbHbie UNKW MUHWUMAaNbHBIE GUIKYECKWEe XapakTEPWCTUKMA (NPOYHOCTL HAa
pacTsXeHwe, OTKNOHEHWE NO TONWWHE, CONPOTUBMEHWE pa3pbiBY, BO3OYXONpOHWLLAe-
MOCTE W MPOYHOCTL HAa NPOGABNMBAHKE) O0MKHLI COOTBETCTEBOBATE TpeboBaHwamM K
MedWLUWHCKWUM W3gdenuaM, Npoueccam YNaxkoBsBaHWA W DUHWLWLHON CTEPHUNMAALWA,

f} DoMmHHO BeITb YCTAHOBNEHO, Y4TO 0CODLIe XMMWYECKME CBOWCTBA (BenM4MHa
pH, cogepxanue xnopuaoe W cynNedaTtoe) oTeevanT TpeboBaHUAM K MEdMLWHCKMM 13-
AenuAM ¥ Npoleccam YyNakoBLIBAHWA WNK CTEpUNMIALMA.

4.1.5 JononHutensHsle TpeboBaHMA K MATEpHanam ¢ aare3uBHLIM CNoem

Kpowme Tpeboeanuid 4.1.4, maTepransl ¢ aareavBHsIM CNOEM OOMHHEl COOTBET-
CTBOBATE CNEAYIOLWWM TpeboBaHWAM:

a) CTPYKTYPa 80re3vBHOMD CNoA JON#Ha BbiTe HENpepblBHOW, DE3 NPoNyCcKoB W
Pa3pbLIBOE, KOTOPLIE MOTYT BLITh NPMYMHOW OedieKTOB CKNenBaHKuAa,

b) NNOTHOCTL HAHECEeHWA KNes AoNXHA COOTBETCTBOBATE XapakTepucTHKE, yKa-
AAHHOMW WArOTOBKUTENEM;

C) NPOYHOCTL KNEEBOMO CMNOA MATEPUANOE A0NHHE ObiTh HE HMME 3a0aHHON.

4.1.6 JononHUTeNbHbIE TPeDOBaHWA K MArOTOBNEHHLIM YNaxKoBKam

2
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4.1.6.1 KoMnNoHeHTLl YyNAKoBOoK {MaTepuans!, agreaveHble cnoW, KDACHTENW MK
AMMUYECKWe WHAWMKATODLI) HEe OOMXHB pearvpoBaTk, 3arpA3HATE, NepexogduTb WM
HEraTUEHO BNKWATE HA NPOAYEUMEIC Nepel, BO BPeMA WNK Nocne cTepunn3agum.

4.1.6.2 Kpome TpebosaHWid K maTepuanam, npueederHsm 8 4.1.4 1, B cnyuyae
nprmMeHumMocTH, B 4.1.5 naroToBNeHHbIe yNakoeky (Hanpumep DymakHele nakeTsl, TEP-
MOCBapUEaEMsIe NAKeTsl M PYNOHBI) 0MAHEl COOTBETCTBOBATE CNeaywmm Tpebosa-
HIAAM:

a) yNnakoBKW [ONKHBE COOTBETCTBOBAThL XapakTEPWCTHKAM W3IroTOBWTENA WNK
NPOW3BOAWTENS B YacTW WWPKWHL KNeeBoro GNoA, NpoYHOCTA Ha NpoOaBnUBaHKie WKunu
NPOYHOCTHA CKNEWBaHUWA;

b} vHOMKaTOpR Npouecca, HaneYyaTaHHbIe Ha YNAKOBKAX, OOMN¥HLl COOTEBETCTBO-
BaTe Tpebosaduam 1S5S0 11140-1;

C) OTHpbIBAHKE YNAKOBOK PACCNavBaHMEM OQONMHO ObiTh HENDEPLIBHLIM W OOHO-
poOHbLIM, Dez OenamrHWpPOBAHWA WNM pazpbiBa MaTepwana, cnocobHOMD yXyOWWTh

acenTWYeckWe CBOWCTEA.

Mpumevyarnne — ByMamHse TEPMOCBADHBIEMEIE NAKETH W PYNOHEl MMEI0T, Hapsay
C XapakTEPUCTHREMK NPUEMNEMOCTH, BLUE W XaDakTEPWUCTHEN KOHCTRYELNM W {IJDprI YNSKOBKH.

4.1.7 JononHuTenbHsle TpeboBaHWA K KOHTEWHEepaM (CTEPMNU3AUMOHHBIM KO-
poDkam) ANA MHOTOKPATHOMD NPUMEHEHUA

Kpome TpeboBaHWiA K MaTepwanam, npueedeHHoiM B 4.1.4 W, B cny4ae npumMe-
HAMOCTW, B 4.1.5, KOHTEWHepbl ONA MHOMOKPATHOID MPUMEHEHWA ACMKHLl COOTBET-
CTBOBATL CNeayiowmm TpeboBaHanm:

a) Kamisli KoHTeRHep fonweH OwiTe cHab#eH cucTeMmol oDHapyHeHWuA OTKpHI-
BAHWA C ACHOW WHAWKALMEW, 8CNK LENOCTHOCTE 3aKpeITUA DbiNa HapylweHa,

b) mMecTo NpoxoxageHWA CTEPUNU3YHILLErD aredTa gon#Ho obecneyvearts Dapbep
NOOHWKAHWKD MWKPOOPraHWaMoB BO BPEMA BhLITDY3KW KOHTeWRHepa w3 cTepwnuIaTopa,
ero TpaHCNopTUDOBAHWA W XpaHeHusa (cMm. 4.1.3);

C) NPoKNagKK/yNNOTHEHKA W GMUNLTPB A0MKHE obecnedneaTe Gapbep NpoHKMKA-
HUK MHEDpOODraduamos (4.1.3);

d) KOHCTPYKUWA KOHTEWHEpa O0MKHA NpedycMaTpuBaTh BOIMOXHOCTL BU3yanb-
HOMC OCMOTpAa BCeX OTBETCTBEHHLIX YacTeld. WaroToBuTens JONMEH YKA3aTe KPUTEDHUW
OUEHKW, MCNoNbayeMsle NPY BU3yanbHOM OCMOTpE KOHTEWHEpa Nepel KamabiM ero no-
CNeayowmm NpUMeHEHHEM;

e) W3roTOBWTENL O0MKEeH YKa3AaTe MeTOOAMKW oBCnyMWBAHWA W YUCTEM, 3 TaKkHe

nepuodu-HHOCTE W cnocob OCMOTDE, G'EICJ'I}I'}I{HEEIHHH M 3aMeHbl KOMNOOHEHTOB.

8
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4.1.8 OTBeTCTEBEHHOCTL 33 BaNMZAUMIO YNAKOBKW W 33 aTTeCTauuw COooTEEeT-
CTeVs M paboTocnocobHoCT

4.1.8.1 33 panuaaumo CTEpUIM3ALMOHHOW YNAKOBKKM OTEEYAET NPOU3BOMTENS.

4.1.8.2 3a npoBegeHWe MCNEITAaHWA No aTTECcTauuK COOTBETCTEMA MATEpUanos

OTEEY3ET WAroTOBWTENE.

I PHMEYdHHE — STO HE WCKMIO4EET BOIMOHHOLTI QDEDDBDHI:HDFD MPAHATAA Ha Ce-

68 aToro B¥iAa OTBETCTEEHHDCTH NPOW3IBOOUTENEM.

4.1.8.3 3a npoeeieHWe MCNLITAHWA No aTTecTauuM NpUeEMNEMOCTH OTBEYAET W3-
roTOBMTENb.

4.1.9 HokyMeHTauma

Bce npoueaypebl M peayneTaTel BaNWO4AUWK OMEHB BbiTe NONHOCTE OOKYMEeH-
TUPOBAHL! W COXPaHEeHL! B COOTBETCTEMKM C OMUWANsHOW CUCTEMOW Ka4eCcTEA.

4.2 TpeboBaHna K Banuaauuu

4.2 1 CoBMECTMMOCTE C NPOUECCOM CTEPMMM3ALLIMN

4.2.1.1 CoBMecTUMOCTE MATEPHMANa N0 OTHOWEHKID K NPOUECCY CTEPHUNM3aLUMK
A0N#Ha noaTeep#aaTe, 4TO YyNaKoBKa B OCTATOMHOW Mepe NpoHWUaema anA scex M-
IMYECKMK W XMMWUNECKMX areHTOB, KOTOpble BNWAKT Ha 3@MEeKTUBHOCTE KOHKpEeTHoro
npouecca crTepvnuiauvK (Hanpumep ONA cCTepUNM3alWy OKCMAOM 3TWUNEeHa cnegyeTt
BKMKYMTE NPOHMLAEMOCTE ra3oobpasHoro oKkcKaa 3TWNeHa, Napoe Bodbl M BO3OyXA), W

NpoUecc CTepHUNM3aUMdi He yxyalaeT cOo BpeMaeHeM {pHSHHECHHE CBOWMCTBA MaTeprana.

MpumedvyaHnsy

1 Ecnn npogykuuio yNakoBBIBANT MHOMCNOAHEIM 33BEDTHIBAHUEM, TO ONA BHYTPEHHMX
M HEPYHHBIX CNOSB YNAKOBKM MOrYT BeiTe yCTAHOBNEHLI PA3NWYHEIE OONYCTUMBIE NPEOEnkl Xa8-
PAKTERWMCTUE MATEDWANE.

2 COBMECTUMOCTE MOMHO ONPEensATe OQHOBREMEHHO C BANMAALWER MCNONb3YEMOTo

NPOoUEcca CTEPUNNIaLMIA.

4.2.1.2 Npu HeoBx04MMOCTH NPOBEOEHUA MHOMOKDATHOW CTEpMNM3ALMK Jonon-
HUTENLHO OUEHWBAKNT NPUEMNEMOCTE YNAKOBOWHLIX MATEepWanoB ¢ Uensk nogTeep-
HOSHWA TOMo, Y4TO XApakTepucTUKW MaTepuana COoXpPaHATCH Nocne Hee B 33a0aHHbIX
npegenax. OTBETCTBEHHOCTE 38 3TO HECET NPOM3B0AWTE .

4213 MNpwu onpelengdyd NpUrogHoOcTH OnNA NpegHasHauveHHoro NpUMeHeHKuA
pPACCMATPHWBAKIT MaTEepUanbl PA3HLBIX MAPOoK, KOTODLIE MOMYT BeITe NPK ODbIMHbIX TEKY-

LWx NOCTaeKaX.
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M PMMEYHEHWME — F'I|:u-1 MCNEHTEHAKW MaTeEpHUanoe CnedyeT OUEHWMBATe BITMAHME CIY-
YAWHOM OTEMOHEHWA CYLWeCTBEHHBIX CEOWCTE MAaTeprana Ha ero NpuemMnemMocTe (Hanpumep

TONWMHBL WMNK DAIMERE NOP GNA NOPMCTHX M3TEDPHAaNoE).

4.2.1.4 Bca vcnonbayeMan B TeKyWeM NPoW3IBOACTEE YNAKoBKA OOMMHA COOT-
BEESTCTBOBATL XaPaKTEPUCTMKAM C 330aHHLIMK NpegenamMiu, a XapaKTepucTUkn — Tpe-
foBaHUAM NpoUeCcca CTEPUNN3ALIMK.

4.2.2 CoOBMECTUMOCTL C YNAKOBRIBAEMOW NPOSYKUKER

4.2.21 MNpowsecgurens gonxed WccnejoBaTs NPUIoOHOCTE YNAKOBKWM ANA NpW-
MEHEHWA C KOHKDETHBIMK MEIWUMHCHUMK Magenuamy. [ng aToro onpefensoT conpo-
THBNEHWE NPOKONY W CONPOTHBNEHWE HA pazpelB (C NpedBapWTENLHBIM MHULKWKWpOBA-
HWEM pazpbiea ¥ De3a Hero) W, ecnuv aTo NPUMEHWMO, — BMNWAHWE Harpeesa, ceeTa,
BNaxHOCTKH, BO3OyXa W T. O.

fna Marepuanos, ycnewHo NpMMeHABLLKMXCA paHee, MOXHO UCNONL30BATE ap-
¥MBHBIE NaHHGLIE.

4.2.22 MNpw onpepenedu npegensHblix 3HaYeHUA UIMYECKMX U XMMUYECKHX
XApaKTEPUCTUK HE0DX0AMMO 8HANW3NPOBAaTE BO3MOKHOE BI3AWMHOE HEraTUBHOE BINMA-
HHE YNaxkoBKW W MedWUWHCKOro W3genua Opyr Ha Opyra, yoapel W NWKOBLIE HArpya3kW,
BO3IMO¥HbLIE NPU CTEQUNAIAUWMK K NOCNedyioWeM TPAaHCNoODTUPOBAHUK M XPaHEHWN.

K dandeckum dpakTopam, OKA3LIBAKLWMM B3aWMHOE HEraTUBHOE BNWAHWE, OT-
HOCAT Maccy MeuUWHCKOro W3Oenua WNM Hanuyue OCTpPbIX TPaHel, K XMMUYeCKAM —
BOZMOMHYIO MUrpauWe nnacTugukatopoes nbo K3 yNakoBkW B MeJWUUWHCKOE Wadenue,
nubo B 0DpaTHOM HaNpaBnNeHWu.

4.2.2.3 MNpov3eoguTeNk HeCceT OTBETCTEEHHOCTE 33 oDecneYeHWe Toro, YTo KoH-
KpeTHele MaTepuansl B COMETAHWK C YKa3aHHbLIMKW NpoUeCCaMK CTEDUNU3ALMKA W YNAaKo-
BEIBAHWA HE OHA3LIBAKT HEraTUBHOMO BNUWAHMA Ha Ge30nacHoCcTe M paboTocnocoBHOCTE
MEOMLUMHCKOMD M3aenua.

4. 224 MNpurogHocTs KOHEPETHOW YNaKOBKK ANA 33WWMTH KOHKPETHOMD MedWLMH-
CKOro Wagenua QonxeH onpedenATe NPOW3BOAWTENL NPW PACCMOTPEHMH YACTHBIX CNy-
YaelB 3aWWTel, HeobxoOMMEIX ANA MedWUWHCKOro W30enuA (HanpuMmep 3alWThl 3nek-
TDOHHBIX KOMNOHEHTOB OT pa3spRja CTATUYEeCKOro 3NeKTpHYecTea), a Takxe ynapoe W
NWKOBLIX HArpy3oK, BOIMOMHBIX NpW CTEPUNM3IALKMK U NOCNeayioWenM TPaAHCNopTUPOoBa-
HUK W XpaHEHMK.

4. 2.2.5 MNpurogHocTs KOHKEPETHOW YNakOoBKKW ANS WCNONL30OBAHWA C© NpefHaszHa-
YeHHOW CHCTEMOW MapKWPOBKW OoNXeH onpelenATe NpoW3Bo4WTENE NPW BLIMONHEHWA
cnegyrlwnx TpeboBaHun:
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a) Ha cUCTeMy MAPKWPOBKW HEe OKAa3blBaKT HeraTMBHOE BO3AEWCTEWE npouecc
CTepUNU3auny WWnu nocnegyowes TpaHCNopTUROBaHKE W XpaHeHue;

b) cucTema MapkMpoBKM HEe OKa3biBAeT HeraTWBHOE BO3OeWCTBME Ha npouecc
cTepunNnaauny Wunu nocnegyowes TpaHCNopTUROBAHKWE W XpaHeHKe;

C) KEpacuTeny HanevyaTaHHbIX 3TWKeTOK He NPOHWKAKT BHYTPE, HE pPacnnbLIBaKT-
CH UNKM He ofecuBedMBAKITCA, YTO MOMET OHA3LIBATE HEMBTHBHOS BO3OSHCTEME HA Me-
OWUMHCKOE W3genue MNv WOeHTUMUEALUMID NpoaYKLNA,

d) camokneLMecs 3TUKETKW B AOCTATOMHOW MEpe COXPaHAKT NUNKOCTb.

4.2.3 Mukpobhsie DapeepHele cBoWCTEA

4.2.3.1 Obwme ceefeHHA

Ona obecneveHns De30NACHOCTH NPOOYKUWWM OMEHb BAMHBIMK ABNAKTCA MWK-
pobHble DapbepHble CBOWCTEA YNAKOBOYHLIX MaTepuanoe. Ons HenpoHMUaemelX ¥ No-
PUCTBIX MATEDUAN0E MCNONL3YHT PA3NKYHLIE METOObI OLEHKK MUKPODHBLIX BapbepHbIx
CBOWCTE.

4.2.3.2 HenpoHuuaemele martepuansl

McnelTaHve HenpoHWUaeMblx MaTepwanoB NMpUMBedeHO B npunoxeHwd A. og-
TeEp#HOEHWE HENPOHWLASMOCTH MaTeplana ABNAETCA JOCTATOMHBIM ANA BbINOMHEHWA
TpeBOoBaHWA O HANWYUK MUKPOBHOMo Bapeepa.

4.2.3.3 NopUcTele maTeprans

4.2.3.3.1 Ana obecne4sHnA LENOCTHOCTH CTEPMAKM23UWOHHON ynakoskm U Des-
ONAcHOCTH W3OEenWA Y NOPUCTEIX MaTepuanoe AoMHeH BTk JOCTATOMHBIA MUKDOGHbIA

ﬁEth-E."p Mo OTHOWEHWH K MAKDOODMaHW3IMM.

Mpumevanwe — He cylwecTByeT YHMBEPCANBHOND METOAS NOATBEPHAEHMA MUK-
pobHblx BapbepHbIX cBOMCTE. MukpoBHble GapbepHme CBONCTEA NOPUCTBIX MaTEPWANOB, Kak
Npasuno, OUEHUBEINT WCKYCCTEEHHDN KOHTAMUHAUWeR oBpaiuos MaTepuana asposonem cnop
GaKTEPUA UMK MMEPOYECTUL NPM HEKOTOPOR COBOKYMNHOCTM YCNOBMM MCNBITAHWK (CKOPOCTE No-
TOKa BO3gyxd Yepe3s MaTepuan, BEMWYMHE MUEpOBHOR KoHTaMmuHauwk obpaiua v aniTens-
HOCTE MensuiTanun). MukpobBuble GapeepHele CBOACTEE MATEPWANE NPW 3303HHBIX YCNOBMAX
MCMBITEHKNA ONPEOQENANT CREBHEHMEM CTENEHW NPOHWEEHWA GaKTEDWUA MNW  MMEDOMECTHL,
CKBO3b MATEPWAN C NEPBOHAYANBEHON KOHTAMMHAUWENR. Takue MeToOs JAK0T CPABHWTENBHYID
AAPAKTEPUCTHEY M3TEQWANOE M HE NOIBONAKIT NPEeSCKa3aTh WX NPUEMNEMOCTE NP YCNOBKHAX,

QTNAYEWMECH OT 3d0d8HHBIS }'C]'H:Iﬂ-lﬂﬁ WCMARITEHKWIA.

4.2.3.3.2 MaroToBUTENL OOM#EH ONpPEOEnWTs, RABENATCA N MukpobHbie Dapb-
epHble CBOWCTBA MaTepuana QocTaTouHeIMK ANA NpUMEeHEeHWA B KaYecTBe CTepunuaa-

UMOHHOW YNaKOBKH.
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4.2.3.3.3 MNponzeognTens OOMKEH ONPedennTb, COOTBETCTEYHIT MU MUKpODHLIE
DapbepHble CEOWCTEA QAHHOMD MATEPWANa KpPMTEepHAM, HeobXoouMelM ONA KOHKPETHOW
KOHCTPYHKUWKM YNAKOBKK.

4.2.3.4 Metoos MCNLITAHWA MHUEDOBHBEIX BapeepHEIX CBOWCTE

MeToa mMUKpODHOW KOHTAMWHALKMKM, WCNONb3yeMsld ONS onNpegeneHus MuKpob-
HbiX DapbepHbIX CBOMCTE, O0N#eH DuiTe BaNMgupoBaH NyTem odiopMNEHWA NPOTOKGNA,
NOKA3LIBAKLErD NPUEMITEMYH BOCNPOWMIBOOMMOCTE METOOE W ero cnocobHoCTe pas-
NKMYaTe YNAKOBOYHLIE MATEPHWANL! C PA3HbIMK CBOWCTBAMMK, 0DPAa3LLl KOTOPLIX ONMCaHE

B HAUWOHAaNEHbLIX PapMaKoNeax MNW CTaHOapTax.

MpumedvaHna

1 MeTogsl onpenensHWA MUEPOGHBIX GAPBEPHBIX CBORCTE AOCTYNHBI M HAXOOATCA B
CTEAMA MOArOTOBKK, HO HK OOMH M3 HUK HE NPUHAT B KBYECTES CTAHOEPTHIOBEHHON METOOMEN.

2 Ecnn NokasgHo, Y4To BANMAWPOBAHHEIN DUAMHECKMA METO MCNBITAHWA CONOCTABUM C
BaNMAWDOBAHHEIM METOO0M MUKPOBHON KOHTEMWHALWMK, TO NONYYEHHBIE DUIMYECKUM METOLOM
OAHHBIE NPUHUMAKT B KAYECTEE MWEPDDOHLIX BapeepHbIX CEONCTE.

3 Kak ToNnbxo BANWOWPOBAHHBIE METOOB MUKPODHON KOHTAMMHALMM ON8 MATEPWANDE W
CTEPUNMZELWOHHON YNAKOBKKM (HANDUMED MHOMOPE3I0BENK KOHTENHEPOB) CTAHYT OOCTYNHBIMM,

oHW ByayT paAcCMOTPEHBl © LUENBH BEMIOYEHWA B NOCNSAYyHOWME pEOakUWY HaCTOAWErD cTaH-

napta.

4.3 YcnoewA XpaHeHWA YyNaKkoBo4YHbIX MATEPWANOE Nepeq MX MCNONbL3OBa-
HHUEeM

Y¥NakoBouHbIE MATEPWMANE! NPW XpaHEHWK MOrYT yXyOWaTe CBOWM CBOWCTBA, NOo-
3TOMY NPOM3BOOMTENL Aom#eH oDecneynTs coxpaHeHue pabourx xapakTepucTHE yna-
KOBOYHOMD MaTepuana B 3afadHex npegenax (cM. 4.1 1 4.2) ogHum ma geyx cnocoboe:

a) NoATeepHOeHWEM COXPaHEHWA 3TUX XapaKTepUCTUK NPW YCNOBUAX XDaHEHWA,
onpeneneHHelX NPoOMIBoOMUTEeNem,

b) nogaepxaHuem yCnoeWid XpaHeHus, onpegenedHsIX M3roToBMTENEM, B 23a0aH-

HblX Npedenakx.

5 DopMUpoOBaHWe W CKNerBaHWe YNakoBKK

5.1 AtrecTauma obopyaoBaHHUA
MNepeg Ha4sanom OKOHYATENLHOW O0BCOKM Npouecca HeobXoQWMOo NoONYYMTh

NoATEEpHASHWE TOro, 410 obopyACBaHWE NPOUESCCa W BCNOMOraTensHsIe CHCTEMB! MO-

|2
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ryT NOCTOAHHO paboTaTe B Npefenax YyCTAHOBNEHHLIX KOHCTPYKTOPCKKMX W pabouwx go-
NyCcKOB.

Nnsa atTectauni Heobxogumb::

a)cpegcTea CNexeHWa 3a rNagHLEIMK NapaMeTpamu,

b) NMCEMEHHBIE TEXHUMECKWE XaPaKTEPUCTUEM W rpadukn KanwbposkW/Nosepky,
a TaKxe cepTWWMUWpOBAHHAA kanubpoeka/moBepka BCceX HeoDXOOWMbIX WHCTPYMEH-
TOB, OATYUMKOE, OWCNNESE, SETOMATHEM U T. 4.,

C) OOKYMEHTUMPOBAHHARA NpoBepka cucTeMm oOpMUpOBAHWA W CHNEWBAHWA UMW
OpYTHUX CUCTEM 3aKDbITHA, 3aMUMHBIX YCTPORCTE (TEXHONOMMYEeCKON OCHACTHH);

d) nucemeHHble rpadmkn NpodrnakTuieckore 0BCNYXUBaHKMA 1 NpoLeaypbl
UHACTEM,

£) Banuaauuns NporpammHore oBecnadeHns Npu ero HanuYuK,

f) mokymeHTHpoBaHHOE 0DYyYeHWe oneparTopa.

5.2 PazpaboTka npouecca

5.2.1 Obwwme Tpeboeaxsuna

MNpowasoguTent JonN#eH oUeHWTE NpoUecc © Uenbio onpedeneHna AonyCcTUMBIX
¥ HeoDXOAMMEIX BEDXHUX W HUXHMX NpegenoB pabouux napamMeTpoB NpM YyCNoBWK, 4TO
maTepuans! Goiny BelBpaHel B COOTEBETCTBMK ¢ TpeboBaHuAMKM paizgena 4, a KOHCTPYK-
LKA YNAKOBKW aTTECTOBAHA B COOTBETCTEBMM C paizgenom 6. TpeboeaHwa COBMECTUMO-
CTH C NpEegHa3HaYeHHLIM NPOUECCOM CTEPMNN3ALMK TAKKE J0NKHLl DbITh YYTEHLL.

5.2.2. COBMEBCTUMOCTE MAaTEpHANE

5.2.2.1 MpownzsoguTents aonxeH obecneuuTs, 4Tobel BCE NOCTYNAawLKe ynako-
BOUHBIE MAaTepuans gnAa QOpMWDOBAHWA W CKNeWBaHWA COOTBETCTBOBANM 3a0aHHLIM
TpeboBaHWAM WK TEXHUYECKHUM XAPaKTEpPHUCTHKAaM, B TOM JYucne TpeboBaHusaM pazge-
na4d,

5.2.2.2 Ecnu B XapakTepicTUrax npuobpeTeHHbix Marepuanos QONYCKaKTCA OT-
KNOHEHWA, BAWAOLLWME HA KAYESCTBO NPOW3BEOSHHOA YNAKoOBKM, OHW JONMHHEl BbiTh yuTe-
Hbl NPOU3BOAWTENEM Ha CTAOMK pa3paboTu Nnpouecca.

5.2.3 NpoekTupoBaHWe npouecca

5.2.3.1 OnpepensalT xapakTepucTUEK MATEDHAN0oEs, KOTOPLIE BNMAKT HaE CTEpW-
NU3ALUNOHHYID YNAKOBKY.

5.2.3.2 HeobxoormMmo CUEHWTL OCHOBHLIE pabovue napameTpsl. K HUM OTHOCAT!

a) Temnepartypy,

b) oasneHve/BakyyM, B TOM YMCNE CKOPOCTE MX MAMEHEHKA,

C)] BPEMA KOHTAKTHOW BhIOEDHKW (NMHEWHEA CKOPOCTE NOOaYH ),

13
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d) ypoBeHb/YACTOTY NOABOOWMMON SHERMWKW (BLICOKOYaCTOTHAAYNETRa3BYKOBARA ),

&) Npedensl 3aTAMTMBAKLWErD MOMEHTa ANA CUCTEM repMeTH3aUniK C Kpblww-
KORKEONNaYusomM.

5.2.3.3 BuibpaHHbie OCHOBHLIE NADAMETPE JOMKHE 0BeCnevYuBaTs NonNyYeHHe
Ha BRIXOOE npouecca

KOHEYHOW VNaKOBEM, OTEEYAHILWER 3a0aHHbLIM XaP3KTEPUCTHEAM KOHCTDYELAK.

Mpumevarnwe — AHANW3 OTEA3Z0E YNAKOBXKK NPOBOAAT C UENbLK ONPEgeneHns yono-
BWA NpoUECcd, NPUBOAALLME K NOABNEHMK DpakoBaHHOR ynakoekn. Takow aHanws obecneun-
B3eT BLIBOP KOHKPETHLIX BEDXHUX M HUAHWX NDELEN0B NapaMeTpos Npouecca, KoTopele Beinn

Bk ADCTATOMHDO YOANEHE! OT ONECHBLX :_ﬂ'EJ'IﬂBI!'Ii-‘I L ‘j’DﬂDEIl-“Ii“I nNoABNEHWA Epa:{a.

5.2.4 lNposepka npouecca

2.2.4.1 MNpoeepry npodecca NPOBOAAT NPKW MAKCUMANEHD JONYCTUMEX OTENOHE-
HWAX NapaMeTpoB.

5.2.4.2 ¥nakoBKka Oon#Ha ObITh WATOTOBMNEHa KAk NPW BEDXHWX, TAK W NPH HMH-
HUX Npegenax pabounx NnapamMeTpos, NpK 3TOM OHA AOMMHA 0bNagaTe CBOACTBAMM KO-
HEYHOW YNaKoBKKW, 330aHHBIMK NpoW3BognTENnem (cM. paaden 6). Heobxogumo oueHUTE
cneaywowve nokasareny Kkadectsa:

a) gna dropmupoeaHus/chopru:

- NONHOCTEK MKW chopMypoBadalcobpada ynakoBka:

- OOM#HBIM N 00pazomM NPoayKLKMA pa3MellaeTcs B YyNakoBKe,

- coBNIaeHb! NW CYLLECTEEHHLIE PA3MEDEI.

b) onA cKnevBaHKWA:

- 0Bbwan WHpMHa HenpepblBHONC CHIIEUBAHKWSA;

- OTCYTCTEWE PA3PLIBOE B CKNEMBAHKWK,

- OTCYTCTEBWE paccnNoeHWA MNW OTKNEeWBAHWA MaTepwana,

- OTCYTCTEBWE KAHANOE WKW OTKPBLITLIX MECT CKNenBaHUA.

) Ona npoYMx CUMCTeM 38KDbITHAS

- HENPEQLIBHOCTb 3aKPbLITHSA;

- OTCYTCTBWE PA3PLIBOE B 3aKDLITHK,

- OTCYTCTBWE PACCNOSHUA MNKW OTOBNEHWA MaTepuana.

5.2.4.3 Puanyeckme UCNBITAHKWA YNAKOBKW HA COOTBETCTBUE TEXHUYECKMM Tpebo-
BaHuMAm (cMm. 6.5) npoeogAaT Ha obpazuax yNakoBKW, WArOTOBNEHHLIX NDW BEDXHWX W
HUAHMX Npegenax napameTpoe Npouecca NUBo MAroTOBNEHHBIX NPKM HAWXYOLWEM COYe-

TaHWW NapamMeTPos.
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5.3 ArrecTtauwa pabortocnocobHocTH npouecca
5.3.1 Arrectayma pabotocnocoBHOCTKU Npouecca A0NKHa BKMNOYaTs B ceba npo-
BEAEHWE HECKOMBKWX LMKNOB NPOM3BOACTEA NPW 3afaHHbX pabounx yCcnoeuAx, YToDsl

Ookazath 3@EKTUBHOCTE M BOCNPOW3BOAWMOCTE NPOLECCa.

Mpumevanwe — PesynetaTel paspaboTiy npoyecca ABMNAKTCA BCOOMOTATENBHOR

OOEYMEHTAUMER Ans atTecTaumn pabotocnocoBHocT npougcca.

5.3.2 B arrectaumi paboTocnocofHOCTM Npouecca O0M#HBl ObiTe BHNKYEHL!
OOKYMEHTHPOBAHHLIE NDOUEayYpsl ONepauwid yNnakoBslBaHWA W TexHudeckue Tpebosa-
HWUA K 3NEeMEHTAM KOHTpONA npouecca. [AnA MALWHHEIX CHCTEM BKMKYAKT!

a) npoueaypel HACTPOWKW MALLIKH;

b} paboyne napameTpel OpPMUPOBaHAA W CKNEWBAHWA, TAKWE Kak TeMnepaTypa,
OaBneHue, 3ap0pau“vBEalWMA MOMEHT ONA KONMNAYKOB W BpPeMA KOHTAKTa, BKNKYas
YCTABKM W SOMYCKMN,

C) METOAbl WMCNLITAHWA NOoKasaTtenel KadvecTea YNakOBKW, Takux Kak WWpuHa
CHNEWBAHWA, ero HENPEPLIBHOCTL M LEeNOCTHOCTL,

d) npoueaypel BBOOA NPOM3BOLCTEA B JeWCTEHE.

5.3.3 QokyMeHTHpOBaHHBLIE NPOTOKONLl AONKHL COAep¥aTk CBEOeHWA O KOMW-
YecTee 0Bpa3yuce ANA UCNLITAHWA W KONWYeCTEBE NOBTOPHLIX LMKNOB NPOWU3BOACTBEHHO-
ro npouecca, 4OCTaTOMHBIX ANA 4eMOHCTPaUMKM BOCNPOWIBOOUMOCTH U M3MEHYMBOCTH
KAK BHYTPW OOHOMD UWMKNA, TAK M MEXOY NOBTOPHLIMK UuknamK. OCHOBHLIE NEPEMEH-
Hbie NapameTpsl Npouecca HeobXoAUMO KOHTPONWPOBAaTL U PEMMCTPUPOBaTL.

2.4 KoHTponk npouecca

5.4.1 Bo epema WnNd nocne BanviauWd npouecca NpoM3BoduTENs OONMEH
YTEBEPAWTE Npouedypbl, oDecneurBaiollMe KOHTPONb TeryLWMX onepauMi npouecca
YNaKoBLIBAHMWA.

5.4.2 MNpovzeoauTens Q0M¥EH NOKa3aTe O0CTATOMHOCTE METOLOB KOHTPONA W
OOKYMEHTHPOBaHWA NpoLecca.

2.4.3 Ha DOoKyMEHTAUMK NPOUESCCOB YNAKOBRIBAHWA M CKNEUBAHWA, BKNKDYAR O0-
KYMEHTALMK N0 BuIBOpY YNAaKoBOWHBIX MATEPWAN0OE, AOMNKHA PAcnpPOCTPaHATECA Npo-
uenypa BHeCeHWA WIMEHeHWW B cofepXaHwe, MeToAbl NPoBepKM W CNMCOK YNONHOMO-

YEHHBIX Ha 3TO NMU.
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5.5 CepmTuduMKauma W pesanuaauua npouecca

5.5.1 Ceprudkayma npouecca — SeWCTEMA N0 JOKYMEHTMPOBAHHON 3KCNEDTH-
e W YyTBEpHAEHNE NOKYMEHTALMKM, BLINONHASMBIE B KAYSCTBE KOHEYHOW CTaguW npo-
rpamMmel Banuaauny. K TexHu4YeckoMy 3aknoqeHdwio donxHa DeiTe NpunoxedHa nod-
TESRKAAWANA JOKYMEHTAUKNA:

a) pe3womMe NpoBeJeHHbIX MeponpuATHA No paapaboTke U/unu aTTecTayum npo-
uecca,

b) KONMYECTBEHHEIE, KAYECTBEHHEIE /UMK CTATHCTUYECKW 3HAYMMbIE De3ynkTa-
Tl

C) CCHINKW HA MECTOHaXOXOEHWE UCXOOHLIX TEXHWYECKUX OAHHLIX,

d) obcyoeHue OCHOBHbIX Npobnem v KOPPEKTURYIOWNE OSHCTBUA, NPMHATLIE
ANA WX paspelledna.

5.5.2 MNpoueccel NoABSRralT peBanNMAALMKA NDW BHECEHWW THWX W3MEHESHWA B
obopygoBaHue, NPOOYKLMID, YNAKOBOYHEIE MATERWMankl MAW NpOUEecC YNakoBLIBAHWA,
KOTOpPLIE HE PACCMAaTPUBANKMCE NPH WCXOOHOW BANWAAUMK M MOTYT BMWATE H3 CTEPMNb-

HOCTb, BeaonacHocTe MNK 3 EeKTUBHOCTE CTEPMMEHLIX MELMLMHCKMX W30eNMA.
6 CTepMnuzauMoHHaA ynakoBKa (ANA npoaykumu)

6.1 Boibop MCNLITAHKMIA W BEIBOPOYHLIA KOHTPONL

6.1.1 MNnaHb BxDOpOYMHOrO KOHTPONSA, WCNONL3yeMsle ONA BuIBOpKK MCNBITLIBA-
EMBLIX 80WHKUL, O0MNKEH onpefenaTe NPoM3BoAMTENbL MEOWLUMHCKOrO W3Nenus Ha OCHO-
Be cobCcTBeHHEIX TpebosaHwiA (Hanpumep, AQL — nonycTUMore YpoeHA KavecTea, SPC
— CTATUCTMYECKOro KOHTpONA npouecca). Ana kaxgore sulbpaHHOro MeTofa AoMHHO
BbiTe QOKYMEHTUpORaHHOe ofocHOBaHWE.

6.1.2 BoiBOpOHHBIA KOHTPONE HEMB3A PACCMATPWBATE B KadecTee obocobneHHon
npouenyps ANA NpUemMEM CTEPUNIMIALMOHHON YNAKoBKW. MCNbITaHUA paccMaTpHBanT 8

WX B3aMMOCBHIN C UENBHDY obecnedeHna BANMOMPOBAHHOW CUCTEMBI YMNaKoBEKEH.

Mpumevarnne — [NA KOHKPETHBIX MEOMUMHCKMX M34enni moryT notpeGoBaTtecs oo-
NOAHWTENEHBIE WCNBITAHWA (HANPWUMED MCNBITAHMA AHTUCTATUYECKWX CBOWCTE ANS SNEKTPOH-

HblX KO MFICIHEHTDE-}.

6.1.3 Ecnu ynakoskk Ana MCnelTaHWi coDpaHsl HE Ha BANWAMPOBAHHEBIX NPOM3-
BOACTEEHHbLIX NMHUHWUAX, TO WX HEoDXOOMMO W3rOTOBNATE C MCMNONL3IOBAHWEM CHCTEM KM
npoueccoB, BOCNPOWIBOOALMY OXWUAAEMble YCNOBWMA NPOW3IBOOCTEA C MAKCUMaNLHO

BO3MOMHOW TOMHOCTEED.

[
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6.2 BusyanbHan olUeHKa UenocTHOCTA CTEPUNHM3IALMOHHON YNaKkoBRM

6.2.1 Obwwe TpebosaHWA K BU3YaNbHOW OUEHHEE LENOCTHOCTH YNaKOBKK

6.2.1.1 Moy BUAYANEHYH OLUEHKY OOMMEH NPOBOOMTE WHCNEKTOR C HODMAanNL-
HOW OCTPOTOA 3peHMA (NpW HEeoDXOOWMOCTW — KOPPEeKTUPOBAHHOID) NpW YHa3aHHBIX
PACCTOAHWMM, OCBEWEHWW, WCTOYHWKES OCBELSHWA, BDEeMEHW OUBHKW W YBEMUYSHWU
obbexkTa (B cnyvae HeoBxoOMMOoCTH).

6.2.1.2 Bce oueHeHHele nediekTel AoN#Hbl ObiTe Boipa#eHs! B ONpegeneHHbixX
kaTeropuax (knaccax), cnpefensn WX AeACTBUA NPOUBOAKTENSA B TEX CNy4Yanx, koraa
Takue gederTsl 0DHapyHKMBawT B 0OLIMHOM NPOU3BOACTBEHHOM LIMKNE.

6.2.2 MeTon OUeHEW KOHTRONA

6.2.1.3 BHeWHAA NOBEPXHOCTE CTEPWNMIAUWOHHOW YNAKOBKW OON#HA ObiTb
OCBMOETENLCTBOBAHA HA OTCYTCTEME (MW HANWYWE ) Cnedyrwmnx AederTos:

a) HeoOHOPOOHOCTH CTEPUNEHEIX DapsepHblXx MATEepHanos, HanpuMep Hanu4Ms
Pa3pLiBOE, TPELWKWH, OTBEPCTHA MNKW Pa3pyLLEHNA,

b) BKNHOYEHKWA NOCTOPOHHErD MaTepHana,

C) HApYLWeHWUA YCTAHOBNEHHLIX Pa3Mepos;

d) UENOCTHOCTH CHKNEUBAHWA (OTKPLITOW UMK HENONHOW CENERKK);

£) HAnW4MA Bnark Mnn NaTeH.

6.2.1.4 BokpeiThle 0Bpa3zybl yNakoBOK OONMHB! DbiTe OCBMAETENLCTBOBAHLI HA
OTCYTCTBME (MNW HANKUWE) CNegyWKy AederTos!

a) BKNHYEHWA NOCTOPOHHErD MaTepuana, ocoBeHHO Ha KOMNOHEHTaX MEedMLMH-
CKOMD M3genus;

b) nioboW HeoAHOPDOHOCTH HAa BHYTPEHHEN NOBEPXHOCTH CTEPWNbHBIX Dapsep-
HbiX MaTEpPWanoB, HaNpUMep HANW4YWA a3pLIBOB, TPEWWH, OTEBEPCTHA WNK pa3pywe-
HUH;

C) HAPYLWEHWA XapaxkTepUCTUE CKNEUMBAHWA (HENPABUNEHOCTE, HEOAHOPOOHOCTL
HNW NPEPRLIBMCTOCTE CHNERKN),

d) HanNW4MA HeJONYCTUMOW BNark MNKW NATEH.

6.3 OueHka ckneMBaHWA/3aKPLITHA

6.3.1 OBwpKe ceeaeHnA

CeoWCTBA CKNEMBAHMA UMK 3aKDEITHA 0Dpa3La YNakoexM OLUEHMBAT B COOTBET-
CTBUKM C 6.3.2—6.3.5.

6.3.2 UenocTHOCTE CHNEeBAHWA

Pranyeckme MeToabl MCNLITAHWA NoMKHb! BeTe AOCTATOYHLIMK ANA 4EMOHCTRAa-
UMK HENPOHWUAEMOCTH W HENPEPLIBHOCTH CKNeusaHvA. Hapaay © ucnsimaduem mare-
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puUana Ha Hanukve mMukpobHbix BapbepHelX ceoicTe (4.2.3) 370 QOKA3BIBAET LENOoCcT-
HOCTE CTEDWUNBHON YNaKOBKK.

6.3.3 MNpodHOCTE CKNEeWMBAHKA

6.3.3.1 MNpoyHoCTe CENEMBAHWA ONPEOEenfnT NPW BEPXHUE W HUHHWE Npenens-
HblX OTEMNOHEHWAX YKa3aHHbIX KPUTUYECKMX NepemMeHHblX NnapameTpos Npouecca CKreu-

paHns. OHa AomkHa BbiTh QOCTATOMHOW OANA NpegHa3HaueHHOT0 NPUMEHEHWNS

n pPHMMEYMEBHHWE — Haﬁﬂfﬂ,ﬂ,ﬂ HHE 338 OTENOHEHWAMKW NPpOY4HOCTH CENEWBAHWA NONE3IHO

NP QUEHEE TOMD, HEXOOWTCA MK NpoUect CKNENEGHNA YNTAEOBEW NOO KOHTPONER.

6.3.3.2 MNpw onpegeneHnn Tpebyemblx Npedencs NpoYHOCTH CKNEeMBaHWA Heob-
XOAMMO YYWUTLIBATL, NpedHa3sHaYeHo NK ckNerBaHve Ang nocnefylero paspsisa c
LEeNb acenTUHECKOro MIBNeYeHua NPoOyKLMm.

[Ana cnpegeneHA NPOYHOCTH CKNEMBAHWA NPOBCOAT MCNBEITAHWA Ha NPOMHOCTE
NpHM PACTAXEHHUN W MCNBITAHWA No4 O3BNEeHWEM Ha PA3pLIB/ TEKYYECTE CKNenBaHUA.

MNMpumepsl TAKKMX METOO0B!

a) UCNEITAHWE HA NPOYHOCTE NP pacTAXEeHWW (cTaHaapTel ASTM F-88, ASTM D-
903 wnu skeveanedTHse) [1], [2];

MamepaoT NpoYHOCTE CHNEMBAHMA YNAKOBEW MCNLITAHWMEM YYACTKE CHKNeHKW Ha
pacTaxeHre. MeTod He onpedenseT HENPepbBHOCTE CKNEMBAHWA WNW WHYKD ero xa-
PAKTEPUCTUEY, KpOME YCHNKA OTPLIBA (OTCNaWBaHWA) OQHaKD MaTepuana oT Apyroro,

D) MCcneiTaHWe nog OABNeHWEM Ha pPas3pbiB/TeryyecTs CKNeMBaHWA (CTaHdapT
ASTM F-1140 vnu 3kevBaneHTHEIA) [3].

Ana oueHsn 0BWER MUHMMANEHOW NPOYHOCTH CHKNEMBAHWA YNAKOBKW NPOBOOAT
MCNbITAHKWE LENOCTHON KOHEYMHOW YNakOBKW BHYTPEHHWM JaBnNeHWEM 00 MOMEHTa No-
BpesdeHUA (onpegeneHue NPOMHOCTH Ha Pa3pbiB) MNW A0 3303HHOM KPpUTUMEeCKoro
3IHBYEHWA C BEIJSDHKOH NOO HAMPY2KOH B TEYEHWE HEKOTOPOrD BpeMeHK (onpedensHune

TEKYHECTH).

Mpumevanwe — He cywecrteyer obweh koppensuuu Mexay WCNLITAHWAMK Ha
MPOYHOCTE NPM PACTAXEHWK M MCNBITAHUAMWY HE TEKy4ECTRNPOYHOCTE NpM paipeiBe. 310 pas-
NUYHBIE MCNBITEHWA. MNonyYeHHBIE pe3yNbETaThl NPUMEHAIDT B CTHOWEHWY NPOMHOCTH YNakos-

KW/ CHNEWBAHKA N O-Pa3HOMY.

6.3.4 LlenoCcTHOCTE 38KpLITHA
6.3.4.1 Ecnw ynakoeky 2akpeieadT Dez nomowm crneneaHua (HanpuMep cBepThM

ANA CTepUNM3auKny, yNakoeka ans W3genuid co CTEPMNbHLIM NPOBOOHWKOM ONS HMWOKO-
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CTW, MHOTOpA30BbLle KOHTEWHEPE! U APYTHE BMOLI YNAKOBKW), TO OOMKHEl BhITe A0KA3aHLI
mukpobHble BapbepHble CBOWCTBE 03HHOMO cnNocoDa 3aKpLITHA.

6.3.42Mpwu nobBbix XapakTepUCTUKAX 33KDLITHA, NPHUBEEOEeHHLIX B HACTOALEM
cTaHgaprte, NonkaceaTend HeobxodWMo 0OK33aTk, UTO 3aKpLITWE BLINOMHEHO B CTRO-
roM COOTBETCTEMM C PAB0YMMK UHCTPRYELMAMW NPOU3BOOWTENA.

6.3.5 BckpbleaemMble KNeeBble COBAUMHEHWA

HeobxooMmo OoKa3aTe OOHOPOAHOCTE CKNEMBAHWMA, 3 TAICKE TO, UTO NPW BCKPLI-
THWU YN3KOBKW OCbiNaHWEe BONOKOH W paccnoeHWe WNM BblKpalWBaHWe YNaKOoBOYHOIo
Marepuvana HaxXoOATCR B Npefenax, ycTaHoBNeHHbIX NpoMasoguTenem, 4To obecneyn-
BaeT coxpaHeHue 3M@EKTUBHOCTH YNAKOBAHHOMD MeJUUWHCKOMO Wagenua.

6.4 PU3INYeCKHe MCNbITAHWA UENOCTHOCTH CTEPUNM3IALMOHHON YNAKOBKKX

Mpumevanuwe — [Npw oUSHES LENCCTHOCTH YNEKOBKW NPESNCNATE8TCA, YTO B8 KOH-
CTpyKUMA oTBevaet Tpebosanuwam 6.5 1 nogTeepEaaeT cnocoBHOCTE YNAKOBKM 33LWMILATL CO-

OerEHUMOE OT NOBREXIEHWNA 1 COXpaHATE LENDCTHOCTE CTERUNBHDR YMEHOBEM.

6.4.1 McnelTadue UeNOCTHOCTH YNAKOBKKW

Ong oueHKW UenoCcTHOCTH CTERMNWALMOHHON YNAKOBKK NPOWIBOAWTENE OOMKEH
28 MCNEITATe MHMAUYECKMM METOSOM.

HUTobbl y4ecTe OCODEHHOCTH MEOWUMHCKOTD W3OEeNUA, MAaTEPUana M KOHCTRYKUMK
YNAKoOBKW, NPOW3IBOAWTEN: OOMKEH YCTAHOBWTE KOHKPETHLIE MEeTOoObl WCMBITAHWMA W
AHAYEHMA ONPENENAEMBIX BEMNMSHH.

Y Kawaoro MeToga MonbiTaHua Jon#Hel BeiTe 0B0CHOBAHWMA, ABTaNbHBIE NNaHbI
NpoBenNeHWs UCNLITAHWA, NOWArcesIe Npoueaypel M Haanexaw i cbop aaHHbIX.

MNpumepsl PUINYSCKNX METOOOE MCNBITAHNA:

a) MeToq BHYTPEHHEro OABNeHWs — CcO303KT MabbiTOUHOE OaBMEeHWE BHYTPH
CTEpUNBHOW YNAKOBKW, NOpYKAKT ee B BoAY W HABMWAAWT 338 NOABNEHWEM BhbiX0AA-
LUKX M3 Hee Ny3biPLEKOB BO3AYXA;

b) MeTog NpoHUKaHWA KpacuTena — 3anoNHAKT YNakoBKY MWOKOCTLH C NPOHW-
KaLWMM KpacuTenem v HabnwaawT NoAeneHWe KpacuTens 8 obnacTy CKNerBaHis Unu
B MECTax YyNakoBOuHOro Matepuana, rie WMeTCR OTBEDCTHA,

C) METOD raz0Boro TEHEWUCKATENA — NOANPECCOBLIBAIDT CTEPMNEHYID YNAKoBKY
oDHapy#®MBAEMbIM F330M, W C NOMOLUBH) COOTBETCTBYHILWErND ra3oBoro SaTyuMka Wnud
MHOTO M3MepuTeneHoro oSopyOoBaHWA CNpedenAT OTEBEPCTUA B MATepuanax mnu oT-

KPEITEE TEXNW B MeCTe CKNeVBaHIAA,
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d) MeTog BakyyMHOMD HaTEKAHWHA — MNOTPYXaT 3anedvaTtadHHyd YNakoBKy B WUC-
NeITaTeNbHsIW pacTeoOp W CO303K0T BHYTPKW Hee pazpexeHme. [locne co3naHWA Bakyyma
pa3HoCTe AaBNeHWA NpuBedeT K NPOHWKAHWKD WCNBITATENEHOrO pacTBoOpa B YNAKOBKY
yepes Nby HerepMeTHYHOCTE.

6.4.2 McnelTaHKWe HA COBMECTUMOCTE CO CTEPUNWIaLnen

6.4.2.1 KoxeuHan ynakoBka fomHa DbiTb WCNbITAHA HA COBMECTUMOCTL C Npo-
Ueccom CTepunu3aumd Ans NogTBepHOeHWs O0CTHMMEHWA YCNOBWMW CTEpWMNU3aumK
BHYTPM YNAKOBKW, UENOCTHOCTA W paboTocnocobHOCTH YNakoBKK NOCNe NpoUecca cTe-
pPUNH3ALKMK.

6.4.2.2 MNpK HEOBXOOWMOCTY NOBTOPHOW CTEDMNKMIALUMOHHOW 0BpaboTkK, HanpK-
MEp K2-238 HecoDNOSHWA pPexKUMa cTepunuaumnn WKunm ucnpaenedns gediekToB yna-
KOBKW, NPOM3BOOUTENb OONXEH A0KA3aTbk NMPUIoQHOCTE KOHEYHOW YNakoBKW K MOBTOP-

HOMY MCNCMNB20OEaHWHIL

MNMpumevarnwe — Moetopro obpabotanHans ynakoeka TpebyeT NpoOBEOEHWA nocne-
OyWWen Banuaaumy OCcTaTOMHOrO COOepPHAHWA CTEPUNMIYIOWErD arenTa, a Taxke Gonee Twa-
TENBHOMD W3YUEHUA HETATMEHOMD BAWAHWA HE MELWUWHCKDE MAOENWE WK NPOUSCs CTEPUNM3E-

UHK H3 YNAKOBKY, CHNEWBAHWE WNK MepMEeTHIEL M.

6.4.3 CoxpaHeHue LeNOCTHOCTH YNaKoBKK

6.4.3.1 CnocoBHOCTE KOHEYHOMW YNAKOBKM COXPAHATE CBOK LENOCTHOCTL © Teue-
HUEM BDEMEHM MOXMHO OUEHWTE NPU NOMOLLKM TaKWX e yHKUMOHANLHBIX MCNBITAHWEA,
KaKkwe NPOBOAAT ANA OUEHKM MHUKPODHLIX BapbepHbix CBOWCTE YNAakoBOUHOMO Matepua-
na (4.2.3), UENOCTHOCTHM CKNeMBaHwA/3akpbiTus (6.3.2 v 6.3.4) W UEBNOCTHOCTH BCER

ynakoexw (6.4.1).

I PAMENdHHE — CudTaeTcs, 4TD NoTe pPH WENDCTHOCTH KOHEYHOM YNAKoBRN OBEMHD

obyCcnoBneHa Bo3gencTenen cobelTHiR, 8 HE BNWAHWMEM BPEMEHM,

6.4.3.2 MNpoW3BodUTeNs ONHKEH NOKA3ATL, 4TO NPKW CAMBIX CTROTWX OONYCTMMbIX
YCNOBWAX pacnpocTpaHeHWA, XpaHeHua, CTApeHWA KOHeYHoW YNakoBry W obpalleHua ¢
HEeW UENOCTHOCTE HENOBPEXOAEHHOW W HEOTKDLITOW YNAKOBKW COXPAHAETCA NO KpadHed
Mepe B TeYeHWe YKa3aHHOro CpoKa XpaHeHwa MelWUMHCKOro W3Jenus Npu YCnoBUAX
APAHEHWA, YKA3aHHLIX NPOU3BOaUTENEM.

6.4.3.3 MukpobHoie DapbepHbie CEOMCTBA YNAKOBKW CNegyeT OUeHWBaTh nocne
BOZOENCTEMA HA HEE BOIMOMHEIX YOAPHEIX HAMPY20K CO CTOPOHL! OKPYHAWWENR Cpeikl.

Cofa QON#HO BXOAWTE OOKA3ATENLCTEO OOCTHMHEHWA YCNOBMA CTEpWMNWM3aumu

EHYTPH YNakOBEKW, 8 Takxe UeNOCTHOCTH YNakoBrkH NOCNe CTeprni3auii.
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YOapHble HArPY3KW cO CTOPOHBI OKPYHAKLWER cpedbl BKNKYaT & ceba dopmu-

poBaHWE YN3KOBKKW, CTEDANMIaUIMHD, GEDEILIJ,EHI-"IE M XpaHEHKWE.

Mpumevarnwne — OueHka MUKpoBHOrD DApeEPE UENBHOR YNEKDEKKM YACTO HEOCYLLE-
CTBMMA. PABHOUEHHOE OOKA3ATENBCTED MOWHO MOMYYUTE W3 COBMECTHOMD PACCMOTPEHWA pe-

JYNeTATOB MCMEI TEHKWIA MATEPHANOE KOMNOHEHTOR YNAKOEKM, 82 KNeSBhlx WEBCE U T. 0.

6.4.3.4 Ecnu megAuWHCKDS W30enWe WMeeT onpefeneHHbll CPOK XpaHeHWs, v
NpoM3E0aAUTENs OOM#HO DbITh AOKYMEHTUPOBAHHOE NOATBEPHAEHWE TOFO, YTC HA NpM-
SMMNEMOCTE YNAKOBKK HE OKA3LIBAET HEMATMBHOE BO3OENCTEHME 22 XDaHEeHWe NpW onpe-
AENeHHBIX YCNOBWAX HE MEHEEe CDOKA XpaHeHWA MedULWHCKOro M3genus.

3TO QOMKHEl NOATEEPOMTE MCNBITAHWA HA CTAPEHWE B peansHoMm Bpemenn. [do-
NOMHUTENEHO © WCNBITAHWAMKA HA CTAPEHWE B peanbHOM BPeMEHW MOXHO NPOBOOWTL
YCKOPEHHLIE MCNBITAHWA HA CTAPEHWE XpaHeHueM npu Donee wecTrwx yonoeusx. MNpu
BLINONHEHWK YCKOPEHHbIX WCNBITAHWA HeobBXONWMO YCTAHOBWTL OOKYMEHTUDOBAHHOE
obocHoBaHWe BbIDpaHHBIX YCNOBMA W NPOGONMMTENEHOCTH YCKOPEHHBIX WMCNbITAHWA.
YCKOpEeHHOE CTapeHWe MOXHO pacCMAaTpWBAThL B Ka4YecTee OOCTATOYHOMD NoaTeexae-
HWA 330aHHOro CpOKa XPaHEeHWA NpW OCBOSHWW HOBOW NpoaykuWu, OOHaKo 3TO He
oceoDOMAAET OT BRINONHEHWUA MCNBITAHWIA HA CTADEHKME B PeAnbHOM BREMEHM.

M PHMEYEHHE — HMonuimanna Ha CTapeHHe MY T BT NnpoEe0eHsl G KOHEYHOM ¥haE-
KOBKOWR © BNOXMEHHBIM B Hee MEQWMLUMWHCEMM M3DENAEM UMK Oe3 Hero. E-HE,D,}I'EI OTMETHMTE, YTO

HANMNWYKME MEOWUWMHIKOTD WIOENWA MOXET 08BaTe HAMPY3IKY HA YNAKOBEY W BbIZBETh WIMEHESHWE

ee paEn:r-m:-: EEDAKTEPWUCTHE.

5.4.3.5 HeobxogMmo NoKa3aTte, 4TO NOCNe NpoBefeHHs CTepMNU3aLnoHHon ob-
paboTkK W NOCNefyWEro XPaHeHWs NpK YKA3aHHLIX NDOM3IBOOWTENEM YCNOBUAX BCe
CBOWCTBA Marepwanos, nNpueeleHHbie B 4.1, ocTawwTcA B npegenax sanuanpoBaHHbIX
3Ha4eHMA pabounx XapaKTeEpHUCTHE.

6.4.3.6 ¥CnoBWA XpaHeHvsd YNakoBOoYHLIX MATEDWaNoE UNK cdopMUpOBaHHBIX M3
HWX YNakoBOK MOTYT BNWATE HA XapakTep W CKOPOCTE YXyOLWeHWA WX CBOWCTB. Y CNnoBWA
XpAHEHWA W pacnpoCTpAHeHWA CTepWNW3OBAHHOW Npodykuvu O0MKeH onpedenaTth
npon3soguTENk.

[ns Bcex BUOOBE yNaKOBEKW HEODXOAWMMO DACCMOTDETE BIMAHWE CNeqy LMy
drakTopos:

a) gManaszoHa TeMnepaTtyp;

b) guanazoHa QaBneHus,

C) AWManazoHa OTHOCWMTENEHOW BNaMHOCTH,
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d) rae 3To NPUMEHMMO — MAKCUMANBHON CHOPOCTH MX MAMEHEHUA;

&) CBeTa.

MpumedaHWnr

1 Ha ckopoCTe NOTOKA BO3AYXAE CHEO3b NPOHMUAEMbBIA DapbepHbIi YNakoBOYHLIA MaTe-
pPUEnN BAWAKIT NOPUCTOCTE MATEPWANA, CKOPOCTE M3MEHEHWA TEMNEPATYPE W OABNEHWA, OTHO-
WEHME NNOWASK NOPUCTON NOBEPXHOCTH K 00bEMYy YNAKOEKK W 3NaCTMYHOCTE ynawoakM. Cxo-
POCTL NOTOKA BO3AYXE CKBOIb MATEDHWAN MOMET 38METHO BNWATL HA MNbLTRYOWYK cnocob-
HOCTE MaTERWANE.

2 YonoBnA XPEHEHMA MEOWUMHCKOND W3genws, ONpeneneHHeIs ero NpoWMIBCOUTENEM,

MOrYT MMETE MEHBLLIKE OONYCKM, YemM YCNOBWA XPaHeHWA CAMOR YNEAROBHM.

6.5 UcneiTanue paboTocnocobHoOCTH yNakoEKK (hMIMYECKMMA METOOAMMN

6.5.1 XapakTepucTukn ynakoskw, obecneunsatowe HeoDXOOUMMYD 33WMTY Me-
OWUWHCKOMD W3Zenusa NpW pasnKyHex cnocobax pacnpocTpaHeHus, XpaHeHus u obpa-
LIEHWA C HUMK, JOMHHB NOABEPIATECA OLUEHKE.

6.5.2 Cnocof ynakoBblBAHMA OONMeH Takke obecneyneaTe HEW3MEHHOCTL
Haanexawero pacnonoXeHus NpodykuWK B YNaKoBKe C UenNbi acenTWUJecKoro Waene-
YeHuA NpogyrumriA.

6.5.3 MNpovasoguTens JoMKeH onpedennTh NpedencHele YCNoBWA, A0ONYCTUMbIE
npu oBpalleHt ¢ YyNaKkoBKOW, 8e PAcNpPOCTPaHEHMW M XDaHEHKWM.

6.5.4 MpowaeoguTens Jon#edH BoiDpaTe METOOB! WCNBITAHWA, NPWIrogHble ANA
oDHApy#EHUA OTPUUATENEHOD BO3AEWCTBMA YCNOBWA PACNPOCTPAHEHWUA, XPaHEeHWA W

ofpaweHus Ha NpyueMneMocTe YNakoBER.

Mpumevanue — MNpUMEPEl HCNBITAHWA, KOTOPHE MOXKHO MCNONL3I0BATE 4NA OUEHKM
NEUEMNEMOCTH YNAKOEKM NPW PasnuyHeix cnocobax obpawena ¢ Hen, xpaHeHus W pacnpo-

CTREHEHWA, NPWMBEAEHEl B NpHUMOHEHA B.

6.6 JOKyMEeHTHPOBAHHE MCNEITAHHA

6.6.1 MNepeg Hayanom Mobelx KCNBITAHKMA NO OnNpedenedHkio pabouux xapakTe-
PUCTHMK HEODXOAMMO MMETE JOKYMEHTUPOBAHHEIA NPOTOKON MCNBITaHWWA. B Hem gonHe
ObITh OTpAKEHbI:

a) noaneXalas oUueHKe KOHCTPYKUMWA;

b) NnpoBCOAMMEIE MCNBITAHKWA,

C) NOPAQOK NPOBEOEHWA WCNbITAHKUSA,
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d) uHopMaUKWa O NPOOYELUWKM, HANpUMep, Macca, XpynKocTe, MeTodkl TpaHCnop-
TUPOBaHWA NPOAYELWW, NOANEXAKE OLEHKE HAMMEHOBAHWA EAWMHMULI NPOOYKUWK NPK
npogame (Hanpumep eqWHUYHaA CTEPUNMAALMOHHAR YNAKOBKA, MPYNNoBOW KOHTEAHED,
wrabenvpoBaHHaa nanerta).

6.6.2 [1poTokon O0MKEeH TAKKE COASPHATE KDUTERHMK JONYCTUMOCTHW/OTEa3a ANA
KAXMO0W OUEHMBAEMOW XapaKTEPUCTHRK.

B npotokon MCNeITAHWA chegyeT Takwde BKNKYWTE Npegnonaraemele YCNoBWA

XDaHEHMA W HH{‘,':IDDMHL[HI‘D o cnocofax 1 MeTogax NpoMaBogcTES.

Mpunoxexnune A

(obAzaTenbHoe)

MecnbiTanuAa HenpoHWuaemMmblX MmaTepHanog Ha ConpoTUBNneHyde nNnpo-

XOoMOeHWH BO3OyXa

A1 HenpoHuuaemMeie yNAKOBOMHBIE MATEPWMANkl WCNBITEIBAKT HA BO3IOYXONPO-
HUUAEMOCTs B CoOTBETCTEBMK ¢ SO 5636-1.

KpuTepun McnblTaHWA — NOoCNe BblAepHEM He MeHee 1 Y He O0n#HO DbiTb BUOK-
MO0 OBUHEHWA LUMNKMHAPA B Npeaenax +1 mm.

A2 [nA TerylWwero KOHTPONA M MCNLITAHMA NPOQYKUMKA MOXHO WMCMONb30BaTe M
Apyre MeTodsl MCMNBITaHWA, BANWOWMPOBAHHEIE NO YKA3AHHOMY CTAHAAPTHOMY METOLY C
MCNONL30BAHWEM B KAYeCTEe ODLeKTa WMCNBITAHMA MCNONbL3YeMOoro YNakoBoYHOro ma-
Tepudana (MeTod NPOHWMKAHWMA KPAcWTEnA, NpUBedeHHbIn B Npunoxedun C, v metoq

Wonnepa no onpegeneHud BO30yXONPOHWMLAEMOCTH B cOOTRETCTBMM C IS0 5638-2 [4].

Mpumevanrne — Koa@pUUWEHTEL NepecydeTa, YYMMTHIBAHLWHWE DasNWYHBIE
THNBI ANNapaTos, KCNONB3YeMslX NPH PA3NKYHBEE METOOAX ONpedeneHWd BOo3ayxXonpo-

HULAemMocTH, NpreedeHsl g 1SO 5636-1.
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NMpwnoxenwe B

(cnpaBo4yHoe)

OueHka npyueMmnemMocT YNakoBKK NMpPA painUyHbIX cnocobax

pacnpocTpaHeHWA U XpaHeHUA NpoayKUuMKn M obpaweHun c Her

B.1 OueHKa NpMEeMNeMOCTH YNAKOBKH NPKU PACNPOCTPaHEHMM

Ona oueHKW NPUEMNEMOCTH KOHCTRYHEUMWMK YNAKOBKW B YCNOBWAX BO3OENCTBHA
BHELWHWX DakTepoB, NPOABNAKWIMECH NPW PacnpoCTpaHeHnl NpoaykuMK, UCNonb3yoT
HECKONLKD MeTogwdeckux nogxcfoe. [NpuBefeHHBIE HWXKE OOKYMEHTHI WCNONL3YHOT
Haubonee 4acTo, NOCKOMNBKY OHW NO3BONAKT WHAEHEpPY NPOABNATE MMDKOCTE NpW pas-
paboTKe OKOHYATENBHOMD PEXMMAE MCNBITAHWA

a)ASTM D-4169 — ona TRPAHCNOPTHLIX KOHTERHEROB W CHMCTEM [5],;

b} ISTA NMpouegypsl 1 1 1A — ana ynakosaHHOM NPOOYHUMK, NPEOHaIHaAYEHHOK
ONA NepeB030K B Npefenax KOHTUHEeHTa NPoVCXoxaAeHWA [B];

c) ISTA Mpouegypsl 2 M 2A — ONA YyNAKOBAHHOW NPOSYKUKMK, NpeaHazHauveHHo
ONA NepeBo30k 3a Npedensl KOHTMHEHTa NPOMCXOXOEHWA [T].

B.2 OueHKa NPMEMNEMOCTH YNAKOBKK NPM XPaHEHWH

Mpu pazpaboTe NPOTOKONOB KOHKPETHLIX MCNBITAHWA MOXHO WCNONB3I0BaTE Me-
Too — no ASTM D-4332 [B].

E HacToswee epema paspabarteiBaoT ¥ hopMynupyoT Opyrie MeToibl, KoTo-
Pbie€ MOXHO YMMTHIBATE NPH OLEHKE NPUeMNeMOCTH YNAKOBKKA NPU XpaHeH K.

B.3 OueHKa NpMeMnNemMocTH YNaKkoBKHM NPKU obpalleHnn ¢ Hel

B.3.1 MeTogonora WaroTOBNEHKMA YNAKOBOK OONAHA BbliTe JOKYMEHTHPOBAHAE, &
onpedeneHHLle KpMTUYECKKe 3Tansl oDpaboTkM U MaHWUNYIMPOBAHWA OONKHB OLEHK-
BATLCA C TOYKM 3pEeHWMA NDLIX HEXENATENLHLIX BO3QSHCTEMH HAE HOHE4MHYH NpoOyk-
umio. Takumm 3Tanamm MoryT OsiTk:

a) O4MCTHA;

b) onepauni No OPMAUPOBAHWK/CENEMBAHKI/ 3AKD LI THID,

c) cTepunuaayma/nocnegyowan obpaboTka;
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d) obpaweHe ¢ MATEPUANOM W XpaHeHne HecoBpaHHEIX YNaKoBOYHEIX KOMMIEeK-
TOB.

B 3.2 He cywecTeyeT OOKYMEHTHUPDOBAHHLIX METOOCNOIMA MCNBITAHWA, KOTOpLIE
getanuavpoeany Bel ccobele yonoewa npw obpawexnn. 3a paspaboTky ocobeix yono-
BUWA MCNBITAHWA, UMUTHDYHIWKMX obpawexve, oTeEYaeT Npon2soguTens. Heobxogwmo
NOHWUMATE B3AWMOCERA3bL BCEX MCNONL3YEMbIX NPOM3BOOCTEEHHLIX NPHEMOB C TUNUYHLI-
MW NPOMIBOOCTEEHHLIMK NapaMeTpamu, oBopydoBaAHWMEM, UHCTPYMEHTAMM M NpoUedy-

pEMH W OUEHHEQTE WX BNUWAHWE Ha YNAaKOBEY.

NMpunoxenwue C

(cnpaBo4yHoe)

HMenbiTaHue Ha npoHUUaeMoCThL KpacHuTenn

C.1 Annapartypa ¥ peareHTbl

C.1.1 BapewenHan rybKa, MAroTOBNEHHAA M3 KYCKA LEnMono3Hon rybku pasme-
pom 100 x 75 x B2 MM, NpHKkNeeHHas BOOOCTOMKMM KNeeMm K CTanbHOW NNacTUHE pas-
smepom 110 x 75 mm, obwerd maccod (B00£50) r.

C.1.2 NopaoH rnybuHOR He MeHee 15 MM 1 BHYTPEHHWMMMK PA3MEDEMW HE MEHEE
(130 x 95) mm.

C.1.3 Bnutoieawowan Gymara (benas duneTpoBansHas wWnNu xpomatorpadmye-
CKaA) Cco cpenHel unu cpedHelbICTPOW CHOPOCTLID BNWTLIBAHWA.

C.1.4 Mnockan cTEKNAHHAA NOBEDXHOCTE

C.1.5 PacTeop kpacuTena: 1 r amapadTa kpacHoro Ha 100 cm® BOOHOMO pacTeo-
pa, cogepxallero g kadectee cqadueartens 0,005 % ueTpumuia (cMecs aodeumn-,
TEeTpadeumnn- U rekcagey nTpUMeTHnamMMoHMA Bpomuaa).

C.2 NogroTtoBka 0Bpa3uoe ANA MCNbITAHKA

OTOMpaoT NATE NPUBEOEHHLIX K YCNOBWAM WCNLITAHWA MCNuTyembix obfpaayoe
YNaKoBOYMHOMD MaTepwana pasmepamid He meHee (250 x 105) MM kasgoblid. 1 onpene-

NAKT NOBEPXHOCTE, KOTOPAA B KOHEYHOW YNaKoBKe NOMKHA DBITh BHYTPEHHEN.

C.3 MeToouWKa MCNbLITAHWA
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INucr enuTeiBaowen bymark (C.1.3) pasmepom He MeHee UCnbITyemoro obpazua
YMAKOBOYHOMO MaTepuana, NoMeLwanT Ha NNOCKY CTEKNAHHY NoBepxHocTe (C.1.4).
Ha Bymary knanyT obpazey BHYTPEeHHEeR NOBEPXHOCTE BHWUS (k Bymare).

HanueawT pacteop kpacutena (C.1.5) 8 nogood (C.1.2) U norpysawTt rybKy
{C.1.1) Ha 1 muH & pacTeop B NnogaoHe. MaenexadT ryDKy v yoanawT W3beIToK MuaKo-
CTH O KpaW NoaacHa.

NomewawT rybky Ha obpasey Tak, YTobbl ee kpan BeIN He MeHee Yem B 15 MM
oT ¥pan obpazua, U OCTABNAKT Ha 2 MUH.

CHUMaT ryGky 1 MonelTyemeld obpasey W MccneayoT BnUTeIBaWY K Bymary Ha
Hanu4We NATEH KpacuTens
BCneqcTeune ero NPoHWKaHWA ckeo3k obpasey. MNoBTOPAIOT MCNbITaHKWe CO BCeEMK 0O-
pa3suamu.

C.4 OtyeT 06 MCNbITAHWAX

JanucslBaT KoNUMYecTeo obpazuoe, Nod KOToPLIMK HABMCOANKMCE NATHA Ha

BENUTHIBAHLWER Dymare.
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Mpunoxenwe [.A

(cnpaBo4Hoe)

CHE.E[EHHH O COOTBETCTEHMH MEXroCyQapCTEEHHLIX CTAHOAPTOB
CCbINOYHbIM MeXOYHapOoOHbIM CTaHOAPTaM

_Tatnuwua OA1

DEOIHAHEHHE 1 HAKMEHOBS- OBoaHaqeHne 1 CTeneHt OBOo3HAYEHHE K
HEE COBIMOYHOMND MERTYHE- HAMBMEHOBAH HE COOTBETCTEIA HAKMEHOBAHME
pOOHOIO CTaKdapTa MERIYHAPOOHOID MENMOCY IApCTREHHOMD
CTaHgapTa OpyTrons cCTaHaapTa
roaa MagaHHa
150 1861094 -
Eywmara v kaptow. OTSop npob
ONA onpenene HKd CpeaHers Ka-
YecTea
IS0 2855-1:1989 150 2855-1:19849 IoT MoCT 150 2858-1-2008
Mpoueaypsl BeGOPOYHOND KoH- Mpoueaypsl BuGo- CTaTHCTHHECKRE Me-
TREOMA MO KE4SCTREHHEIM TDIA- COHHOMD KOHTRaNA No Tofel. MNpoyenypol Bel-
anaram. Hacte 1. MNMnaHe aulfo-  [KaYecTBeHHBEIM M- GOPOYHOND KOHTPOMNS No
POYHOMD EOHTDONA © yEasaHHes  |adakar. Yacte 1. Mna- ANETERHATHBHOMY MEH-
NpHEMNEMONT YDOBHA KAYECTES  |Hil BLiDOpOHHOND KoM- avaky. HYacte 1. MNnaue
(ACL) onA nocnegoRaTensHore  |TRONA © YHAIAHKEM BuGOpOYMHOND KOHTROMA
KOHTRONA NapTiiA NPHEMMIEMONT YRORHA NeCNEA0BATENbHbI
|sa-ecTea (ACL) ona NApPTHA Ha OCHOBE M=
NoCNeaoeaTeNLHoD EMIEMOrD YPOBHA Ka-
|soHTRoNA NapTHR yecTea (IS0 2850-
1:1994, IDT)
IS0 5636-1:1984 Moo roCT 30114-85
EymMara A KapTod. Onpegeneqne Bysmiara v KapToH.
BOIOYEONPOHVLAEMOCTH (Cpeg- CnpegeneHve Bo3gy-
HIKA JHaNa3oH MaMeEpeHHA). KON POHALAEMGETH
Yacte 1. OOWHR MeTog {CpeOHWi OHUanaiIoH).
OBwKWe TpeboBakda K
BAETOTaNM
150 9001:2000 IS0 9001: 2008 Ck- o TOCT 150 90012011 |
CUCTEMEl MEHEIMMENTA Kada- |CTemME MEeHEIMMEHTE ?:E;Eheﬂ;?am?neﬁﬂng-
cTea. Tpebopauun kayecTea. Tpebopa- HAR(1S0 QDD“I_‘?‘E'IE}B.
HIA. IDT)
IS0 11140-1:19495 150 1114012005 oT MOCT 150 11140-1-
CTEpUNMIALMA MEJUUMHCKOR npo-  |CTepunWaauua megu- P11
SUYELEM, K EMAYSCKAE HOWKRTO e |ukHckod npogyELAA. CTepunuaaumna megn-
“Hacte 1. Obwwe TFIEEUE-':'IH-HH KuMdeckne HHOWES- LI,HHCK-DFI Moo VELMAL
Topel. HacTs 1. OGwwe HUMUYECKHE HHOWKATO-
TpeboBaHA pl. Yacte 1. Obwwme
TpebosauuA (|50
11140-1:2005, 1IDT)

* CoOTEETCTRYHILLMA MEKMOCYAAPCTREEHHEK CTaHOapT oTeyToTeyeT. o ero yTeepHae A pe-
HOMEHOYETCA MCNoNLI0BATE NepeBo Ha PYCCKMA Akl JaHHOM MeXdyHapegHore cTaugapTa. MNepesog
OAHHOM MEROYHARPOOHOMD CTAHAADTA HaXoOWTCA B DenepansHOM HHECEMALNOHHOM chOHOE TEXHHYE-
CHMX DErMamMeHTOR M CTAHGAPTOR,

Mpumesaunne — B HacToRWER TAGnWue HCNonEIcEank ey ollne YenoBHee oboaHa-
YEHWA CTEMNEHH COOTRETCTEMA CTAHOA0TOR!

< IDT = wOeHTHYHMBIE CTAHOARTE,

= MOD - moaudHunpoBaHHse CTAHJaRTL.
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