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UM WU YNaKoBOYHOUM CUCTEMbI, Mpexae 4YeM Bbl6op OCTAHOBUTCA MMEHHO Ha Hei. 4yTobbl 06ecneunTb Bbl-
nonHeHve YCNoBWUIA AnA CcTepunu3auun, XpaHeHus u obpaueHus. Kaxpoe yupexaeHue, KoTopoe paboTaer
CO CTEpPUSIbHbIMW U3AENUAMU, AO/MKHO UMETb AOKYMEHTasIbHO O(OPMJ/IEHHbLI MnaH obyyeHus Mo Bonpocam
XpaHeHus, 0bpaLleHnst u TPaHCNOPTUPOBAHNSA CTEPUNBbHbBIX U3AE/WIA.

CyLLecTBYIOT pervoHasibHble pasiMuMa B cUCTEMax MeHeMKMEeHTa KayecTBa W Apyrue TpeboBaHwus,
KOTOpble MOryT BK/OYaTb pas/iMyHble NOAXOAbl K YNpaBfeHuto TPYAOBbIMW pecypcamu. B nwbom cnyvae
npoLecc OCHOBaTe/IbHOM MNOATOTOBKM SIB/IIETCS K/IOUYEBbIM 3/1EMEHTOM, W OpraHu3aums [o/kHa oGecneynTb
03HaKOMJ/IeHVMEe CBOEro nepcoHana C YMECTHOCTbIO M BaXKHOCTbIO WX AEATeNIbHOCTU MO YNnakoBbIBaHWKD U CTe-
puaM3aumm B OTHOLLEHUM 6€30MacHOCTY NnauneHTa.

MCO 11607-1 ycTaHaBnuBaeT TpebOBaHMA K YNaKOBOYHbIM MaTtepuanam, GapbepHbiM cucTtemMam [Ans
cTepuIM3aumMn 1 ynakoBOYHbIM CUCTEMAaM, BK/OYas aTTecTaumio KOHCTPYKLUMU YNakOBOYHOW CUCTEMbl U OLEH-
Ky 3TOli KOHCTpyKumun. MMICO 11607-2 ycTaHaB/MBaeT TPeboBaHWS K Ba/mgauMm npouecca ynakoBbiBaHus. Ob6a
3TUX [OKYMEHTa NpefcTaBnAloT cTaHAapTbl Ha obecneveHve 3alUTbl MEAULMHCKMX W3AEeNnii, BO3MOXHOCTU
cTepuamsaummn, noaaepXaHus LenoCTHOCTU CTepWUSIbHOM YNakoBKM WM AeMOHCTpaumm acentuku. O6nacTtb npu-
MEHEeHUs1 KaXAOoro M3 3TUX CTaHAApPTOB PaCnpOCTPaHAETCA Ha YUYpexAeHus 34paBOOXPaHeHUs U yupexaeHus,
rae MeguuMHCKME M3denus ynakoBbiBalT U CTepusv3yroT. Heobxogumo npusHatb, 4TO O6CTOATENbCTBA MpU-
MEHeHNss 3TUX CTaHJapToB OyAyT OT/IMYaTbCH, €Cnn U3LEeNUA UCMNOMb3YITCA B yupexaeHun 34paBooxpaHe-
HWUA. OT OOCTOATENbLCTB, €C/IM OHW WCMOMb3YITCA W3rOTOBUTENEM MEeAMLMHCKUX u3genuii unn nepepabartbiBa-
IOLWLMM NpeanpusaTuem.

YcnoBusi NCNosb30BaHUSI AAHHOTO PYKOBOACTBA B 3HAYUTE/ILHOM CTENEHW 3aBUCUT OT CTpaHbl UCMO/b30-
BaHuA. MICO 11607-1. NC011607-2 n gaHHOe PYKOBOACTBO AalOT PYKOBOAALLME YKa3aHUs Mo UX NMPUMEHEHUIO,
npu yCNoBWM NOSICHEHWSI COMYTCTBYIOLLETO OKPY>XEHUSI U pPernaMeHTHbIX OrpaHuuyeHuil. B HEeKoTopbIX pernoHax
MUpa COOTBETCTBME YUpexieHus 3[paBooxpaHeHus ctaHgaptam cepum MICO 11607 asnsetca TpeboBaHu-
€M pervoHaNIbHOr0 WM HauMOHAaNbHOIO persfiamMeHTa, B HEeKOTOpbIX pernoHax cepua NCO 11607 cuutaetcs
PYKOBOACTBOM /11 YUpeXAEeHUn 34paBooxpaHeHus. Hanpumep, NpuU3HaHO, 4TO B OMNpPefesieHHbIX paioHax
unu nognajarolmnx nof [eicTBMe periameHTa 30Hax MOXHO NPOAEMOHCTPMPOBAaTb COOTBETCTBME CTaHAapTy
NCO 11607-1 B oT/mume OT cooTBeTcTBMA MICO 11607-2. kOoTOpbIi TpebyeT BanmgaumMm npouecca Mnosib3oBa-
Tenem. B gpyrux pernoHax, Tam. rge cooTBeTcTBuMe 06oum cTaHgaptam — NCO 11607-1 n UCO 11607-2 —
aBnseTca TpeboBaHMEM HaUMOHA/IbHOTO perfamMeHTa, [AaHHblil AOKYMEHT npefoCcTaBuT Takke PYKOBOACTBO
Mo BbIMOMHEHUIO Baydauun. Pasgen 3 gaHHOro OOKYMEHTa MPUMEHUM K YUYpPeXOEHMAM 34paBOOXpaHeHus, a
pasgen 4 NpUMEeHNM K MpPOMbILNIEHHOCTU. [JOMNO/THUTENIbHOE PYKOBOACTBO AaeTCcs B MPUIOXKeHUsax A— S, KoTo-
pble MOXHO NPYMEHUTb, KaK yKa3aHo, K yupexaeHnsmM 34paBooxXpaHeHns u/mnmn npoMbILLIEHHOCTH.

B EBpone MC011607-1 ob6neryaetr M3roToBUTENISIM NPOBEAEHMNE OLEHKM COOTBETCTBMSA U NpefHasHayeH
N UCNO/Mb3YeTCA KaK WHCTPYMEHT AN AEeMOHCTpauMuM COOTBETCTBUS CYLUECTBEHHbIM TPebOBaHMAM AMPEKTUBbI
no MeauUMHCKNM n3genusaM. CooTBeTCTBME CTaHAapTy BCcerga ABAseTcs A406POBOSIbHbIM.

Ha momeHT ny6nukaummn gaHHOro AOKyMeHTa Ha rosiocoBaHune bl NocTaB/ieHbl U3MEHEHNSA K

1MC011607-1 n NCO 11607-2. JaHHOE PyKOBOACTBO YXX€ YYMUTbLIBAET NEPECMOTPEHHbIE BEPCUM, MOHUMAS, YTO
HyMepauust KOHKPETHbIX CCbIIOK MOXET ObiTb n3MeHeHa. MNpunoxeHne B MCO 11607-1 Ha MeTOAbI UCNbITaHWI
NPOLUIO TEXHUYECKUI MepecMoTp M AO/MKHO YUUTbIBATLCA NO Mepe roTOBHOCTHU.
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FOCT P 58162—2018
(ISOfTS 16775:2014)

HALIMOHA/IbHBIA CTAHOAPT POCCUNCKOWN ®EQEPALIN

YIMAKOBKA ANA MEAVLIMHCKUX U3AENVIA.
MOANEXALLVX GUHWULLIHON CTEPUANSALIAN
PykoBoacTso no npumeHeHuio CO 11607*1 n UCO 11607*2

Packaging for terminally sterilized medical devices.
Guidance on the application of ISO 11607-1 and ISO 11607-2

Aata BBegeHns — 2019—01—01

1 O6nacTb NpUMeHeHUs

[JaHHble TexHuyeckme YCnoBwUs MNPeACcTaB/sloT PYKOBOACTBO MO MpPUMEHeHUo TpeboBaHWil cTaHAapToB
NCO 11607-1 n NCO 11607-2. [aHHbliA AOKYMEHT HE OOMOMHSET M HE W3MEHSIET KakMM-Nnbo MHbIM 06pasoMm
TpeboBaHus ctaHgaptoB WCO 11607-1 w/wnun NCO 11607-2. 3TOT AOKYMEHT SBASIETCA CNpaBO4YHbIM, a He
HopMaTVBHbIM. OH He BK/lOYaeT TpeboBaHWs, KOTOpble Heob6XoAMMO 6paTb 3a OCHOBY MpPW OCYLLECTBEHUN
KOHTPO/IA PErympyoLMm opraHoM Uav Npy aTTecTauMoHHOL OLEHKe.

OTO PYKOBOACTBO MOXHO WCMONbL30BaTb A1 /yylwlero noHumaHus TpebosaHuin MICO 11607-1 w/vnn
MCO 11607-2. oHO Takke WNNICTPUPYET pAL METOA0B M NOAXOAOB, MCMOMb3YIOLWMXCA ANSA YA0BNETBOPEHUSA
TpeboBaHuin 3aTUX cTaHZapToB. MpW 3TOM AaHHbI AOKYMEHT He TpebyeTcs Mcnosb3oBaTb A1 AEMOHCTpauuu
cooTBeTcTBUA cTaHgaptam MICO 11607-1 n NCO 11607-2.

PykoBogslme ykaszaHus [aloTca A8 OUEeHMBaHWs, Bblbopa M UCMNO/b30BaHWA YNakoBOYHbLIX MaTepua-
N0B. npeaBapuTesnisHo ChOpMUPOBaHHLIX 6GapbepHbIX CUCTEM ANA CcTepuau3auun, GapbepHbIX CUCTEM AN
cTEpWIM3aLUMN N YNAaKOBOYHbLIX CUCTEM. Takke AaeTcs PYyKOBOACTBO MO TpebGoBaHWAM Basmgauuv npoLeccos
(hopMMpOBaHUs, CKIenBaHNS 1 COOPKN.

HacTosilupne TexHuyeckne YC/A0BUS MNPefoCcTaBnsioT MHOPMAaUMIo AN YUYpexaeHWul 34paBooXpaHeHus
{cM. pa3gen 3) 1 Npon3BOACTBa MEANUMHCKUX U3aenunii (M. pasgen 4).

B [OKymMeHTe OTCYTCTBYIOT yKa3aHus Mo NPYMEHEHMUIO YNaKOBOYHBLIX MarepuanoB U 6apbepHbIX CUCTEM
ansa crepunusauny. Ha npuMeHeHve YnakOoBbiBaHUS O WHbIX Leneld, TakMx Kak «CTepuibHoe Mose» Wan
TpaHCnopTUMpOBaHMe 3arpsa3HeHHbIX U3aenuii, paspabarbiBaloTcsa Apyrve ctaHaapTbl.

2 TepMuHbl U onpeaeneHus

B HacToswem cTtaHgapte npumeHeHbl TepMuHbl no MCO 11607-1 n UCO 11607-2. a Takxke cnepyiouime
TEPMWHbI C COOTBETCTBYHOLLVMY OnpeaeeHnsIMu:
2.1 ynakoBoyHas cuctema (packaging system): CodeTaHne GapbepHbIX CUCTEM AN CTepum3auum
{cucTemsl 3aLnTbl CTEPUABHOCTI) 1 3ALUUTHONM YNaKOBKU.

MpumeuyaHne — YNaKoBOYHas CUCTEMA BK/OUaeT GapbepHyl CUCTEMY A/A CTepuIv3auun UM 3aWuTHYO yna-
KOBKY. B TO e Bpemsi, ecniu 6apbepHad cuctema A/ CTepuiIvMsauuu 3awuuiaeTr MeavLMHCKoe uspaenuve, obneryaet acen-
TUYECKoe M3B/ieYeHue (COAEepPXMMOro) U AOCTATOYHO HaAeXHa, UTo6Gbl He TpeGoBaTb AOMOMHUTE/ILHON 3aWUTHOI ynakoB-
KU. 3Ta cUCTEMa TaKXe BbIMNOJIHAET TPeGOBaHUS YMNaKOBOYHOW CUCTEeMbl. 3aliuTHas ynakoBKa MHorga He Tpe6yercs, B TO
e BpeMsi BO BCEX C/lyyasix He0o6Xxo4UMo o6ecneunTb acenTUUECKMii cnoco6 BCKpbITusa/uzenedeHus (usgenus).

2.2 3awuTHas ynakoBka (protective packaging): Kom6uHauus mMatepuasnioB, npefHasHauyeHHas Assi
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npenoTBpaLLeHNs NOBpeXAeHNs 6apbepHOli CUCTEMbI A1 CTEPUIN3aLNM U ee COAEPXKMMOro, B cbope
bo

MOMEHTa NCNos1b30BaHUA.

MNpumeuanme 1 — HauuvoHanbHbie WM pPervuoHaslbHbie perfnaMeHTbl MOryT TpeGoBaTb MWCMONb30BaHUA 3a-
IUTHOW YNaKOBKMW, UYTOGbl U36eXaTb NOTEHLUMaNbHON KOHTaMMHaALUM OKpyXailouleil cpeAbl B XUPYpruv. 3TU pernameHTbl
MOTyT Takke noTpe6oBaTb yAasieHUsl 3alyMTHO YNaKoBKU nepep BBOAOM 6GapbepHoll cUCTeMbl AnA CTepuansauumM B Xu-
pypruueckoe none.

MpumeuaHne 2 — 3awuUTHas YNakoBKa 3awulaeT 6Gapbep CTEPUNbLHOCTU U cofepxumoe. [pumMepbl BKIO-
YaloT Nbl/Ie3aWUTHYIO 060/10UKY, KOPOGKY, NIOTOK A/ TPAHCNOPTUPOBAHMUS.

2.3 b6apbepHasi cuctema ana crepwamdauum (CBC) cucTembl 3awmTbl CTepuabHoOCTU  (sterile
barrier system SBS): MwuHMManbHas YynakoBka, KOTopas 3awuwaer OoT  MPOHUKHOBEHUS
MWKPOOPraH1M3mMoB "
NO3BO/ISET M3B/eYb NPOAYKT acenTuyeckum cnoco6oM B MOMEHT NCNO/b30BaHUS.

2.4 npegBapuTenbHO c)opMupoBaHHasA 6GapbepHasa cucTtema Aansa  crepunusaumm  (preformed
sterile barrier system}: bapbepHas cuctema Ans CTepuaM3auumun, KoTopas nocTaBnseTcs YacTUYHO
cobpaHHoi

[N HANOMHEHMS N OKOHYATENbHOTO 3aKPbITUS UIN CKIeNBaHUS.

Mpumep — Cawe, GyMaxHble nakemsl, OMKPbIMbIe KOHMeliHepbl MHO20KPaAamHO20 UCIO0/Ib30B8aHUSI.

MpumeuaHne — [peaBapuTeNnbHO chOpMUPOBaHHble 6GapbepHbie CUCTEMbl A/ CTEPUMM3aUUM  CYLLEeCTBYIOT
B 60/1bWIOM pa3HooGpasuu chopm. MprMepbl, NpUBeAEHHbIE Bbille, He MPETEeHAYIOT Ha NOJTHOTY.

3 PyKOBOACTBO A/11 06BHEKTOB 34paBOOXPaHeHUs

BHAMAHWE! W3rotoButeNb YNakoBOYHOTO Marepuvana wunm  MeguumHCKOro  msgenus  OOSIKeH
npeacTaBnTb B MUCbMEHHOW )opMe WHCTPYKUMU MO MNPUMEHEHUID C pPEeKoOMeHJauusMu no  crepunnsa-
LMK 1 nocneayowemy nogaepmKaHuio CTEPUIbHOCTM 6apbepHO CUCTEMBI A1 CTEPUN3ALUN.

3.1 MeToabl UcnbITaHUA

PykoBoacTBO Mo TpeboBaHWsAM, NpeAbsaBAseMbiM K MEeToAaM UCMbITaHuii, onucaHHbiM B MCO 11607-1 n
MCO 11607-2. npencTas/ieHo B NPUNOXKEHNUAX AaHHOTO JOKYMEHTA.

3.2 PyKOBOACTBO N0 COOTBETCTBUIO TpebosaHMAM MICO 11607-1

3.2.1 O6uee pykoBOACTBO NO Marepuanam, npeasaputenibHO cQOPMUPOBaHHBLIM B 6apbepHYHo
cucTemMy Ansi cTepunmsauum, u 6apbepHbIM cucTeMam /18 CTepunnsaumm

3.21.1 MpeaBapuTenibHO CHOPMUPOBaHHbLIE GapbepHble CUCTEMbI AN CTepuaM3aumm,
cnegyet oLeHu-
BaTb [0 TMOKYNKA W UCMNOMAb30BaHWA. [103TOMY MOCTaBLWKY CrefyeT pacCcMOTpeTb
npeacrasneHve 3aaBneHuns
0 COOTBETCTBUW NpUMeEHMMbIM pasgenam VMCO 11607-1 gna npuobpetaembix MaTepuasnos w/
nnm npeaBsa-

puTenbHO cHOPMUPOBAHHBLIX GapbepHbIX CUCTEM AN cTepunusaumun. Npexae Yyem BBOAUTH
Heobxognmble
KOMMOHEHTbl  (Hanpumep, ApAblKWA,  NIeHTbl, MNOAJIOKKM  JSIOTKOB} B NPOM3BOACTBO

nosib30BaTesisim, cnepyet noa-
TBEPAWTb. UTO 3TW KOMMOHEHTbI MPWUroAHbl AS1I UCMOMb30BaHWSA B AaHHbIX KOHKPETHbIX
cnyyanx " YCNOBUAX
NpYMeHeHUs!.
3.2.1.2 OCHOBHblE KOHLEeNuuu, npyMeHsieMble KO BCEM YMNAKOBOYHbIM Matepuanam u
KOMMOHEHTaM,
BK/THOYAIOT criefytoLlee:

a) OHW [0/KHbI ObITb M3rOTOBMEHbI U3 U3BECTHbIX U MPOC/IEXMBAEMbIX MaTEPUASIOB C MOMOLLbIO

TEXHO/10-
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rMiA. COOTBETCTBYOLWMX TpeboBaHuAaM CO 11607-1 (cm. MCO 11607-1:2006. nognyHKTbl 5.1.3—5.1.5);

b) OHW [,0/MKHbI ObITb HETOKCUMYHBIMUK, CM. NMOAPO6HO NpunoxeHne A. A.3.3 (MCO 11607-1:2006, nos-

nyHKT 5.1.6).

MpumevaHne 1 — Ecnu GapbepHas cucTemMa ANA CTepuiusauuyM WAU OTHOCAWMECS K Helk KOMMOHEHTbI CO-

AepXaT HaTypa/ibHblii NlaTekc, To 6apbepHasA cuctema /s CTepunM3auum AO/MKHA CHaGXaTbCs 3TUKETKOMW, yKasbiBatoujeit
Ha cogepXaHue HaTypasibHOro flaTeKca;

c) OO/HKHO MMETbCA AOKYMEHTa/IbHOe CBUAETE/IbCTBO, NOATBEPXAAOLLEE, YTO OHM NpefoTBpaLLaloT
NPOHMKHOBEHNE MUKPOOOB, C AEMOHCTpaUME B YC/IOBUSIX UCTIbITAHNS, YYMTbIBas NpoLecc cTepuaMsanmu,
obpalleHune, pacnpegeneHvne, TpaHcNopTMpoBaHue 1 xpaHeHue (cm. MCO 11607-1:2006. nognyHKT 5.1.6 n

NYHKT 5.2);

d) OHW AO/DKHbI 06/1aaTh NPOAEMOHCTPMPOBAHHOW CNOCOBHOCTLI0 COOTBETCTBOBATL TPEOYOLWMMCS
hm3nMyecknm CBOMCTBaM A1 MaTepuasioB 1 3akpbiTuii (HanpuMmep, Macca W COpT, WWMPUHa U NPOYHOCTb
Knee-

BOrO COEAUHEHWs), YCTOMYMBOCTBIO K paspbiBaM M MpoKonaM, ob6ecneuntb MaaBHOE WM paBHOMEpPHOE
BCKpbITUE

NN CHATNE 060/104KM 6e3 oTanpaHusa cnoes (cM. MCO 11607-1:2006. nognyHkTel 5.1.7 n 5.1.9);

e) OHW A0/DKHbI BbITb COBMECTUMbI C MpeanonaraeMbiM NPOLLEecCOM CTepuansauum n napameTpamu,
obecneunBarOLLMN U3FOTOB/IEHNE CTEPUNBHOIO MeguuuHcKoro nsgenusa (cm. NCO 11607-1:2006, nyHKT
5.3);

f) OHW [O/MKHbI BbITb COBMECTUMbI C CUCTEMOW 3TUKETMPOBAHWS, €C/IM TakoBasi UCMOSb3YyeTcs; Ha
aTUn-

KeTKe [O0/MKHA MCNo/Mb30BaTbCA CBETOCTOVKAs NpoyHas Tunorpadckas kpacka, kotopas He pas/naraeTcs,
He

obecLBeunBaeTcs, U TEKCT He TepsieT YEeTKOCTM MOoc/ne BO3AeNCTBUA MpenonaraeMoro npouecca
cTepuniusa-

uun (cm. NCO 11607-1:2006. nyHKT 5.4);
[) OHW [OMKHbI ObITb 3alULLEHbl OT B/AUSHUS YCNOBWIA OKpyxXatowel cpeapl (Hanpymep, OTHOCUTENb-
HOI BN@XHOCTW, NPSAMOr0 CO/SIHEYHOTO CBeTa WU (p/lyopecLeHTHOro CBeTa, Temnepartypbl) BO BpeMsi XpaHe-
Hus (cm. MCO 11607-1:2006. nyHKT 5.5 1 pasgen 7).

MNpumeyaHme 2 — T[peanaraemble YC/NOBUSA XPaHEHUSI U CPOK XPaHEHUs [AOMKHblI GbiTb YKasaHbl W3roTOBUTE-
NeM yNakoBOYHOIO MaTepuana Wav npeaBapuTesibHO CHOPMUPOBaHHOW GapbepHoii cucTembl Ans crepunusauuu. Ecnu
npegnonaraeMblie UM PakTMUECKMe YC/IOBUS XPaHEHUsl He COOTBETCTBYIOT NpeAbsBsAeMbIM TPeGoBaHUSM, HeOGXOAMMO
NPOKOHCYNILTUPOBATLCS C U3TOTOBUTENEM:

h) OHWN OO0/DKHbI NO3BOJIATL U3BJ1IEHEHNE COAEPXMMOT0 aCcenTnYeCKMm crnoco6om.

MpumeyaHne 3 — WIHCTPYKUUM MO acenTMYECKOMY W3B/IEYEHUIO [AO/MKEH MNpefocTaBUTb WU3roTtoBuUTeNb  Meau-
LUWHCKOro nsaenuvsa vlvnn yﬂaKOBOqHOﬁ CUCTEMDbI.

MpumeuvaHne 4 — VHTepHeT SABNAETCA MNONE3HbIM MHCTPYMEHTOM fAs Nnoucka WHcgopmauyum no marepuanam
(cm. npunoxeHue N).

3.2.2  PyKoBOACTBO Mo paspaboTke M KOHCTPYKLMM YNakoBoYHbIX cuctem (MCO 11607-1:2006,
NyHKTbI 6.1 1 6.2)
3.221 Kputepuun Boibopa
Ecnn megnumHCKoe ydpexaeHue onpeaenset, Kakyl YnakoBOYHYK CUCTEMY WCNOMbL30BaTb, TO Creay-
€T paccMOTpeTb PYKOBOACTBO MO pa3paboTke M KOHCTPYKUMWM YNakoBOYHbIX cuctem (cm. MCO 11607-1:2006.
NyHKT 6.1 1 6.2). ECM mMeguumHcKoe yupexaeHue nosb3yeTcs No [0roBopy ycnyramy U3rotosutens (nocrtas-
LLMKa) YNakoBKM WK cTepunmnsaTopa, NoTpebyroTcs JoMNoHUTeNbHbIe TpeboBaHUA (CM. npunoxeHve P).
BbibpaHHble matepuasibl U CUCTEMbI JOSIKHbI.

a) npefHasHauaTbCa A8 MPYMEHeHWs B KayecTBe MEAMLMHCKON yNakoBKW, Kak 3asiBfeHo
N3roToBUTE-

nem:

b) noaAepXnBaTbCA TEXHNYECKOW MHGDOpMaLIMEld OT M3roTOBUTENSA, NOATBEPXKAAIOLLEN COOTBETCTBME
TpeboBaHuam MCO 11607-1. kacalowmmMcs MaTtepuasios:

c) obecneunBatb afeKBaTHYIO 3alnUTy A1 MEAULMHCKUX U3fenuii B TedeHne 3a4aHHoro nepvoga B

YCNIOBUAX XPaHeHUs1 U TpaHcnopTupoBaHua [iu Mecta NCNoNb30BaHUs;
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d) jonyckaTtb U UMETb COBMECTMMOCTb C npejnosiaraemMbiM NPOLIeCCOM CTepum3annm, a Takxe cro-

CO6HOCTb BblAEPXMBATL YC/TOBUS BLIGPAHHOTO NpoLiecca:

MNpumeuaHme — He Bce MaTepuanbl MOAXOAAT ANA Mpouecca cTepunusauuu. WHdpopmauus o COBMECTUMOCTU
C AaHHbIM MPOLIECCOM CTepUNM3auMn 06bIYHO NPEefOCTaB/seTCs U3rOTOBUTENIEM MeAULMHCKOro usgenus uiunu ynakoBou-
HOli cucTembl. [lONONHUTENbHOE MOSICHEHUE OTHOCUTENbHO BblGopa O6GLIYHO UCMO/b3yeMbIX MPOLIECCOB CTepunausauuv

CM. B NpunoxeHun B.

e) nopaepxvBaTb LiefIoCTHOCTL 6apbepa CTEPUNBHOCTU 40 MOMEHTA UCMONb30BaHUS:

0 obecneunBaTb acenTUYeckuii Cnocob BCKPbITUS B MOMEHT UCMOMb30BaHUS;

[) ponyckatb MeTOZ 3aKpbITUS, KOTOPLIA 06ecnevymBaeT KOHTPO/Ib NEPBOro BCKPbITUS;

h) [aBaTb BO3MOXHOCTb SIErKON naeHTUNKauny CoaepXXMMOoro.

Monb3oBaTesniio yNakoBOYHbIX MaTepuanioB criefyeT 06ecrneynTb COOTBETCTBME YNAKOBOYHOW CUCTEMbI
nvnn GapbepHoW cucTemMbl Ans cTepuam3auyun TpeboaHusm MCO 11607-1. yto6bl cobniogannce Tpebosa-
HUS. Kacallmecss COBMECTMMOCTM MNPOAYKUMM M 4TOGbl MPOLECCHI YNakoBblBaHWSA, CTEpUM3aLIMKN, XpaHeHus
U pacnpeeneHns NpoxXoanay Bannaaumo 1 KOHTPOb.

3.2.2.2 Mpo6nembl BoIGOpa

Mpouecc BbiGOpa B MeAWLMHCKOM YupeXxAeHUun AO0/MKEH BKIoYaTb OLEHVBaHWe Cnoco6HOCTU 6apbep-
HO cucTembl ANA CTepuams3aumyi U 3aluUTHON YnakoBku (ecnn TpebyeTtcs), Mcnosb3yemol Ans nogaepxaHus
LeNoCTHOCTN 6apbepHoli cUCTeMbl ANA CTepuam3auuy A0 MOMEHTa UCMOMb30BaHUS COAEPXMMOro, Y Crnocob-
HOCTV 06ecneunTb acenTUYecKoe U3BeYeHNe CoOAEPKMMOro B MOMEHT UCMO/Ib30BaHUS.

Bbl6Op KOMMOHEHTOB YMaKoBKA OyAeT 3aBUCETb OT pPUCKA, CBSI3AHHOTO C  MEAULMHCKUM  U34eu-
€M. YC/T0BUWI ero UCnosb30BaHus, TpeboBaHWi K XpPaHEHWNIO U TPAHCMOPTUPOBAHMWIO U MEAULIMHCKUX YCIYT.

npefocTaB/IsieMbIX B pacCMaTpvBaeMOM yupexaeHun. MeauuMHCKOMY YUpEeXAEHU CcneayeT npoaHann3upo-
BaTb 9TV PUCKM 1 pa3paboTarb NpoLenypbl MO UX CHMKEMUIO/KOHTPOO (CM. npuioxeHune K).

UT06bI BbibpaTb Hambonee nogxogswmii marepuan Ansi CTepubHOW 6apbepHOl CUCTEMbI W/MAM ynako-
BOYHOW CUCTEMBI, C/IeAYeT YUNTbIBATb:

a) UTO MPOAO/HKUTENTLHOCTb M YC/TOBUS XPaHEHUst MOTYT MOB/UATL Ha TWN TpebytoLeiica 6apbepHoii
CUCTEMbI 4151 CTEPUNN3ALMN. HEKOTOPbLIE U3AENNSI MOXHO XPaHWTb B TEUEHWE OMPELENEHHOIO BPEMEHU
no

1CMNoMb30BaHWs, U MOXET NoTpe6oBaThesl 6oMee HafexHas 6apbepHas cucteMa ans ctepuamsauum unnm
fo6aBneHve 3alyTHOM YNakoBkU. Yem Gofblie TporaloT 6apbepHylo CUCTEMY A CTEPUIM3aLmUn Uam

ynako-
BOYHYHO cuUCTEMY, TeM 6O0/bllie BEPOATHOCTb MOABAEHUS TPEeLMH, AediopMauun KpbILWKW, NOBPEeXAeHUs
npo-

KNafoK, HaapbIBOB, AbIP UKW OTAENEHUS MaTepuaa:

b) pasmep, mMaccy u hopMmy CTepuInsyemoro msgenusi. Hekotopble u3genus notpebyroT Gosnee
NPOYHOI

nnn 6onee rmMbkon GapbepHOt CUCTEMbI A1 CTEPUAIN3ALMK, YEM APYTMe:

c) npu UCMNOMb30BaHUN MHOXECTBa TUMOB KOMMOHEHTOB BaXHO MOATBEPAUTb UX COBMECTMMOCTb
Apyr c
APYyrom, a TaKke 0 cogepXxawmmMca BHYTPU NPOAYKTOM 1 npegnonaraemMbiM NpPoLeccom cTrepunsauun;
d) cnepyeTt yuuTbiBaTb CpPeAcTBa M YCNOBMS TpaHCNOPTUPOBaHUSA. Torga Kak B psge cnydvaes
MapLUpyThl

nepeMeLLeHnst OrpaHMYMBaOTCS UCK/THOUYNTENIbHO NOMELLEHUSMW BHYTPU OAHOTO 3aHWsl, B APYTMX Cay4asix
OHW MOTYT BbIXOAWTb 3@ pPaMKU O4HOTO 34aHWs 1 NponeraTe MeXay HeCKONbKMU yupexaeHusmu. Bosgei-
CTBME Ha YNakoBOYHblE CUCTEMbI HEKOHTPOMPYEMbIX YC/TOBUA OKpYXatoLlei cpefbl YBeNnYnBarT pPUCKy
no-
Tepw LEeN0CTHOCTM YNakoBKU, HapYLLEHWS acenTUYECKOro BCKPbITUS MW KOHTaAMUHALLMU COAEPXUMOTO.
3.2.2.3 Mpo6nembl c60pkun (hopMUPOBAHNS)
CnepyerT y4yecTb Takme acrnekTbl:

a) MeAUUMHCKME WU3OeNUst  [O/MKHbl ObiTb OPWEHTVMPOBaHbl Ha O6MerYyeHVe acenTUYecKoro
N3B/EYEHUS;
b) OCTpble YacTV U3AENWiA crefyeT 3aWnUTUTb TakuM 06pa3oM, UTOGbI Mosb30BaTe b He MopaHucs
"
npy 3TOM He 6blJI0 MPUYMHEHO MOBPEXAEHWI GapbepHoil cucTeMe NSt CTepuamsauum U CO6CTBEHHO
mMeau-

1
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LWHCKOMY MU30enunto;

c) CONyTCTBYOLME KOMMNOHEHTbI MOXHO UCMO/b30BaTh BHYTPW 6apbepHO CUCTEMbI A1 CTepun3a-

UuKn. 4tobObl 06/M1ErUnTL OpraHM3aumio npouecca, CyLKy WM acenTuyeckoe WusB/ieveHne (Hanpumep,

BHYTPEH-

HAA YynakoBKa, /0TOK AONA YKaAdkn WHCTPYMEHTOB, noAknaaknm B JIOTKN UNn I'IpI/ICI'IOCOGJ'IeHI/Ie ansa

BKnapgblBa-

HUS MeAVLMHCKOTO U3Lenus);

d) npenoxpaHnTesibHble YCTPOMCTBA MM CONYTCTBYOLNE KOMMOHEHTbI JO/MKHbI:

1) ObITb HETOKCUYHbIMU, NpeaHa3Ha4YeHHbIMW A4 NpUMEeHeHnA B MeUUMHCKUX YynakKoBKaxX, 3a-

ABJ/IEHHOIoO U3rotoBuUTes1IeM.

2) obecneumBatb 3alUTYy MeOMUMHCKOrO m3genvsa (usgenuii) Bo BPeMsi XpPaHEHWS U TpaHCMOpTU-

PoBaHNA B MECTO NCMNOJ/Ib30BaHUA;

3) obecneunTtb COBMECTUMOCTb C npeanosaraeMmbiM npoueccom crtepunmsaummn n CMOCO6HOCTb

BblAEPXMBATb YCNOBUS BbIGBPAHHOMO NpoLecca;

MNpumeuawne 1 — He Bce MaTepuanbl NOAXOAAT ANs NOGOro npouecca crepunusayuu. UHdopmaumio o co-
BMECTMMOCTM C AaHHbIM MPOLECCOM CTEpUM3auMn OG6bIYHO NPefOCTaBMAEeT U3roTOBUTENb. [ONONHUTENbHbIE CBeAeHUs
0 BapuaHTax BbIGopa 06bI4HbIX NPOLECCOB CTEPUANU3ALMNA CM. B NPUNOXEHUN B.

4) He MoABepratbCst XMMUYECKUM WK (PU3NYECKUM M3MEHEHWSIM B TaKO CTEMEHMW, YTO yXyALaTcs
cBolicTBa UM 6e30MacHOCTb WM 3TO HEraTMBHO OTPa3WUTCs HA caMoM MeAMLMHCKOM U3Lenuu, C KOTo-
pbIM OHU conpuKacaloTcs,

5) He HapylaTb acenTnYeckunii cnocob U3BIeYEHUS:

6) co3aaBaTrb BO3MOXHOCTb JIETKO naeHTUdUKaLmm cogepxmmoro;

7) cogepXaTbCa B KOHTPONIMPYEMbIX YC/IOBUAX, UYTOObI MOAAEPXKMBATL UUCTOTY W NPUroAHOCTb K
MCMNOMNb30BaHWIO;

e) Macca ynakoBO4YHOl CMCTEMbI U ee COAEPKMMOro He JO/MKHA BbIXOAWTb 3a paMku TpeboBaHuin Ha-

LVNOHaJTIbHbIX per/iaMeHTOB B OTHOLLUEHUN PYYHOTO OGCI’Iy)KVIBaHVIFI.

MpumeuaHue 2 — [eiicTBylOUWME HaUMOHa/IbHbIE perslaMeHTbl OrpaHUUUBaAlOT Maccy pAJI8 PY4HHOro 0GCyXu-
BaHuA ot 5 ao 11.4 kr.

3.224 Mpob6nembl 3STUKETUPOBAHMSA
YacTb npouecca BbiGOpa [O/KHA BK/IYaTb BOMNPOC, Kak Mpou3BOAMTL 3TMKETUpoBaHue. [lpouedypa
3TUKETUPOBAHNA MEAMLMHCKMM YyypexaeHnem 6apbepHOil cucTeMbl AN CTepuamsaumMnm Uiy ynakoBOYHOW Ccu-
CTeMbl [O/DKHA BK/IOYATb.
a) ec/im NAeHTUUKaLMIO BbINOHAET CaMO MeAULMHCKOE YUpexaeHve:
. ANA NaKkeTOB U PY/IOHOB 3TUKETKY crefyeT NUMbILATb Ha NJIEHKY, €CNIu NPUMEHSeTCA [0 CTe«
punusaumn. UM Ha N6y CTOPOHY, €C/IM MPUMEHSAETCA Noc/e CTepun3aumun; 3TUKETKA He [0/HKHAa
CKpbIBaTb U3aenve;
. ONA MaKeTOB M PY/IOHOB NeyaTb WAW Hagnucu criegyeT pacnosiaratb BHE Y4acTKOB, orpaHuuyeH*
HbIX HAPY)XXHbIMW pa3Mepamu KNeeBbIX COeaUHEHNI;
> Npy NPUKPENIEHNM 3TUKETOK K HAarosiIHEHHbIM GapbepHbIM cucteMam A8 cTepunuvsauun cnepy*
€T co6/1104aTb OCTOPOXHOCTb, YTOObI HE NOBPEANTL YNakoBOYHbIE MaTepuasibl UM CoaepXumoe:

b) HagnMcu Ha YNakoBOYHON 06epTKe CcfieAyeT HaHOCUTb Ha YNakOBOYHYH JIEHTY, a He
HenocpeacTBeH-

HO Ha 06epTKy;

c) MOXHO Haanucatb crneumasibHble 3TUKETKWU, NpefHa3HavyeHHble A5 KOHKPETHbIX NpOLeccoB cTe-

punnzaumm. ECnn ncnosnb3ytoTcs TakMe 3TUKETKW, OHW He AOJ/DKHbl 3aTpyAHATb npouecc crepunmnsauun
(T. €. He JO/MKHbI 6/10KMPOBaTh NPOHMLAEMbIE YYACTKN YNAKOBKM);

d) STUKETKW AOMHKHbI OCTaBaTbCS NPUKPEnieHHbIMU K 6apbepHoii cuctemMe Ans cTepuamsauyum B npo-
Liecce CTepunusaLmn U XpaHeHust BNoTb 0 MOMEHTa UCMO/Ib30BaHUS COAEPXKMMOTO;

e) 3TUKETKMA WM YNaKOBOUHbIE NIEHTbI, UCMO/b3yeMble KaK 3TUKETKW, U CUCTEMbI UX NPUKIENBAHUS
He [O/MKHbI 6bITb TOKCUYHBIMMU;

f) cnefyeT WCMOMb30BaTb TOMIbKO HETOKCUMUHYH TUMOrpadpckyio  Kpacky, noaxofsilylo Ans
ncnosbL3oBa-

HUs C BbIGPaHHbLIM MPOLIECCOM CTEPUIN3ALMN:
) He crefyeT MoMb30BaThCs LIAPWKOBLIMU pydkamy WM NoGbIM NULWYLIMM  YCTPOWCTBOM, KOTOpble


http://WWW.BREMAN.RU/

MocTaBKa U PEMOHT MeAULMHCKOro 060pyA0BaHUSA

@@ «MEOVNAHA» OO0, [ WWW.BREMAN.RU]
RDEC AA / CaHkT-TNeTepbypr, yn. Maplana TyxadeBckoro 22
medical equipment +7 (812) 336-54-66)C8-B561933-08189
MOTYT NPOTKHYTb UM NPOKONOTbL BapbePHY0 CUCTEMY ANsi CTEPUN3aLMN.
3.2.25 TpeboBaHuA pernameHToB

MOryT NpUMEHATLCSA KOHKPETHble TPeboBaHWA HaUMOHA/IbHbIX WM PEervoHaslbHbIX pPerfiaMeHToB. 3Tu
TpeboBaHus cnenyeT yumTbiBaTb MpU BblGOpe 6GapbepHOi CUCTEMbl AN CTepuan3aumn Wunn ynakoBOYHOW
CUCTEMBI.

3.2.2.6 TpaAnUMOHHbI BbIGOP 6apbepPHbIX CUCTEM A/18 CTepuM3aunm
3.2.2.6.1 O6Lme NonoxeHus

bapbepHble cucTembl 419 CTepunnsaumy MoryT Npou3BOAUTLCA C WUCMNO/b30BaHWEM (B OCHOBHOM, HO
3TUM HE OrpaHNYNBasChb) CeaYHLMX KOHLEMLMIA:

- ckiienBaeMble NakeTbl U PY/IOHbI; N/Mn
- cTepun3aumoHHas obepTka; nnnu
- KOHTeHep MHOroKpaTHOro NpMMeHeHus (MHOropasoBast ynakoBka).
Mpw ncnonb3oBaHMN 3TUX CUCTEM HEOOXOAMMO PACCMOTPETL CeayloLne acnekTbl.
3.2.26.2 CknevBaeMble NakeTbl N pynoHbl (MpeaBapuTenbHO COOPMMPOBaHHbIE
6apbepHbie CUCTEMBI
ONsA cTepumsauunn)

CknienBaeMble nakeTbl U py/I0HbI 06bIYHO 3aKynakT B ABYX hopMax:

- PY/IOH Ha KaTyLuke unn 6061He npeacTaBaseT cO60 HAMOTaHHY ABOWMHYIO NEHTY, Kpas KOTOpPOo
ckfieeHbl. PynoH pasmarbiBaloT M OTpe3atoT KYCOK HYXHOW AMHbI. MeguumHCcKoe u3genve nomMeLuarot
mMexay

[BYyX CfoeB, a 06a KOoHLa 3aK/1enBator;

- nakeT CcHavyasia Bblpe3atoT HY)XHOTO pasMepa U 3ak/emBaloT C Tpex CTOPOH. MepmumHcKoe
nsgenve

MomewaloT BHYTPb NakeTa U 3aK/1ienBaloT YETBEPTYHO CTOPOHY.

Heobxoaymo paccMOTpeTb cneaytolme acnekTbl:

a) pasMep naketa W NPOYHOCTb YMNaKOBOYHbLIX MaTepuasioB 6epyT K3 pacyeta MeguuUMHCKOro
nsgenus,

KOTopoe TpebyeTcsa ynakoBaTb. 34enns CrMLWKOM KPynHble ANAs YNakoBKWM WK C OCTPbIMU Kpasvu 6yayT
OKa3sblBaTb AOMOSIHUTE/IbHOE AaB/ieHVe Ha K/leeBoe COoefiMHeHNEe 1 Ha MaTeprasibl. OTO MOXET NPUBECTYU K
paspbiBy. 1717 BbINOSIHEHNS KNEEBOr0 COeAVHEHUS AO/MKHO 6bITb AOCTATOYHO CBOGOAHOIO NPOCTPaHCTBA.
CNVLWKOM MHOIO MeSIKMX U34enuii B OAHON 6apbepHol cucteme ANs CTEpUnu3aumy MOXeT NpPUBECTU K

nepe-

MELLEHUAM 3TUX W34eNWil BHYTPW YMakoBKW, paspbiBy K/eeBOro coefvHeHus, nepdopaunm vepes
ynakoBoY-

Hble MaTepuanbl WA UX UCTUPaHUKO. TOHKUME WAW XPYNKUe Martepuanibl MOXHO MOBpeauTb npu
MaHUMyNALUSIX.

|[paHcnopTupoBaHK 1 pacnpegeneHuu;

b) €C/IN U3roTOBUTE b HE AAaeT UHbIX YKa3aHWuiA, NpeaBapuTesibHO CROPMUPOBaHHYO 6apbepHYHO Cu-
cTemMy A8 cTepuaM3aumm cnepyeTt 3anofiHATb He 6osiee yeM Ha 75 % nnowagun BHYTPEHHEro
npocTpaHcTBa

NopucToli CTOpPOHbI. HeobxoauMo Takke crefuTb, YTOObl PacCTOsIHME OT K/EEeBbIX COEAMHEHWIA ANs
n3aenuii

60/1bLLIEN BbICOTbI ObI1I0 YBE/IMYEHO;

c) €C/IM WCNOMb3YITCHA [fABa NakeTa, BHYTPEHHWA [O/MKEH ABUraTbCA BHYTPU HapyXHOro. 3T0
no3BosisieT

crepunusyrowiemy cpepctey [poHukatb Mexay naketramu. lpeporsBpawjaer cnvnaHue naketos B
MNpouecce

cTepunusauumn. CnegyeT usberatb 3armbaHusi CKNagok Ha BHYTPEHHEM NakeTe, YTOGbl OH MOMECTUICS B Ha-
PYXHbIA. WM HA Hapy>XHOM MakeTe, YTo6bl NMPEeAOTBPATUTL CO3A4AHME HaMPSHKEHWIA UM NOBPeXAeHune npeasa-
puTesnibHO CcHOpPMUPOBaHHO GapbepHoli cCUcTEMbI ANA cTepunu3auun. [nsa KOMGUHMPOBAHUS ABYX MaKeToB,
M3rOTOB/IEHHbIX U3 M/IEHKM U MOPUCTOrO MaTtepuasia, BaxHO, Y4TO6bl MAEHKa CTblKkOBasiaCb C MMEHKOM, a mnopu-
CTbIli MaTepuan C MOPUCTLIM MaTepuasioM Asi WAEHTUUKALUN COLEPKMMOTO U MPOHUKHOBEHUSI CTEPUN3Y-
IOLLETO CPEACTBa;

d) BCE K/EEeBble COEAVHEHUS MakeTa, BK/OYas KNeeBoe COeAMHEeHWE 3aKpbITWs, AO/MKHbI GbiTb

rnagKu-

MU. T. €. 6e3 CKNaA0K, Ny3biPbKOB U/IN MOPLLVH;
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e) nakeTbl-CaMOKNeNKM UN C KNEeKoi eHTO MOryT 06ecneynTb MEHbLLYIO 3almTy, Yem NakeTbl C

3a-

nasHHbIMK WBamu. lMpoueaypa ckienBaHUa OUKTYET, YTOObl B MECTax C/IOKEHUA U 3aKpbiTUA He Oblsio

nepe-

KOCOB. NpY 3TOM HeOobXxoAMMO cneamuTb, YTOObl 06a yrna 6biIM XOPOLLO NPOK/EeeHbl, YTO6bl obecnednTb

non-

HOe 3aKpbITe N0 BCeMy Kpato. MpaBubHOE PacnooXeHWe NEeHTbl ABMASETCA KPUTUYECKUM MOMEHTOM AJ15
o6ecneyeHnss MNOSIHOTO 3aKpbITUA W. TakuM 06pasoM, LENOCTHOCTM 6apbepHoil cucTembl  ANns
cTepuansaymu.

Ocob60oe BHUMaHUe cnepyeT yaenuTb HagexallemMy crocoby 3akpbiTusi, YTOObl 06ecnevnTb LEenoCcTHOCTb
YMaKOBKM;

0 ycTpoicTBa [ CKIEeMBaHWS [O/MKHbl KOHTPO/MMPOBaTb U OCYLLECTBATb MOHUTOPUHT  KPUTUYECKMX
napaMeTpoB npouecca (Hanpumep, TemnepaTtypbl, [AaBNEeHUs, BblAEPXKKU/CKOPOCTN CKIeWBaHWs) B COOTBET-
CTBUM C KpUTEpMAMW Banufaumun (Hanpumep, CUTHas1, cCUCTEMA MpeaynpexaeHns WUAn OCTaHOBKa MalluvHbl B
c/lydyae OTK/IOHEHMS Kakoro-imbo KpuTMYeckoro napameTpa npouecca). Onepatopam He cnefyer U3MEHsTb
KaKoli-nmbo M3 KpPUTUYECKMX NapameTpoB MpoLecca, eC/iM OHW He MMEIKT COOTBETCTBYHLLEN NOATOTOBKW, €Cn
U3MEHeHVe MOSIHOCTbI He COr/lacyeTcsl C COOTBETCTBYHOLMMU pabouvMu NPOLEesypaMu U BbIXOAMT 3a pamKu
npouecca Bamgauun. Annapat gas CKAenBaHUsA [O/HKEH 06ecneunTb COOMAEHUE YC0BWIA CKIenBaHus,
NpenioKeHHbIX U3roToBUTENEM 6GapbepHoii cucteMbl AN cTepunusauun. PekomeHayeTcsi Mno/sib30BaTbCs
yCTpOliCTBaMu, CrneuuasibHO W3roTOB/IEHHBIMU [/ CK/EWBaHWA MpefBapuTesibHO CcOPMUPOBaHHON Gapbep-
HOI CUCTEMbI A1 CTepUAn3aumu;

[) BcrniomoratesibHble MNpUCMOCOBNEeHNs, KOTOpPble CAABMMBAOT YNAKoBKYy WAW MeAWLUHCKOe u3aenuve
Npu 3akpbiTUK, NPUMEHATb He [onyckaeTcs (Hanpumep, BEpeBKW, MPYXMHbl, 3M1aCTUYHbIE MOSI0ChI, CKPEemnKu
4ns éymaru, ckpenku ansa ctennepau 1. n.);

h) MeaVLMHCKOe n3genve crnefyet noMellarb B NakeT Tak. 4YToObl M3B/eYb ero 13 nakera MOXHO
oblN0,

He Hapywas acenTuku. Hanpvmep, PyKOsSTKY MeAUUMHCKOrO u3genus cnegyetr pacnonaratb B
HanpasfeHun

OTKpbIBawLwerocs kpas. Cnegyer OTMETUTb, 4YTO KIEeBble Y4YacTKM MOC/e BCKPbITUS cuMTatoTCA
HecTepusbHbI-

mu (108];

i)nakeT cnepyeT OTKpbIBaTb MO WMHCTPYKUMSAM W3rOTOBUTENS: €CAN CYLLeCTBYET onpefesieHHas OpueH-
Tauus. YTobbl NPeoTBPaTUTL PacC/I0EeHE BOMOKOH NPU BCKPLITUK, HEOBX0AMMO CObnogaTb 3Ty OpueHTa-
umo. CchopMmpoBaHHast ynakoBka [O/DKHa MO CBOEl KOHCTPYKUMM MOKasbiBaTb, B KAKOM HarpaB/ieHum
[OmK-

Ha OTKpbIBaTbCA ynakoBka (Hanpumep, 3Hak CTpesiku, hopma K/ieeBoro coegnHeHuns);

)] PY/IOHBI (KaTyLLUKM) NCNONb3YIT ANA YNaKoBbIBAHUSA MEANLMHCKAX U34ENNIA pa3/IMYHbIX pasmMepos,
KOTOpble M/I0X0 MOAXOAAT K pa3mMepam MakeToB B CTaHAAPTHOM WCMOMHEHUW. BBuAy TOro, 4To ynakoBka
cKne-

MBAaETCSH C ABYX CTOPOH, Yron Ck/ienBaHus (LUeBPOH) OTCYTCTBYET. 8 OTCYTCTBUE LLEBPOHA HanpaBneHne oT-
CcrnavBaHus ANs PYy/IOHOB [O/KHO OblTb YKa3aHO M3rotoButenemM. Kpome TOro, pekoMeHAyeTcs UMETb

6onbLue
npOCTpaHCTBa Hag KneeBblM coeguHEeHMneM, KOTopoe npeaHasHadyaetTca A1 BCKPbITUA B COOTBETCTBUU
c yKa-

3aHnem nsrotoesutens.

MpumeyaHne — B GONbWIMHCTBE CTpaH Mupa onpepeneHHble 6GapbepHble CUCTEMbl ANA CTepunusauyum, Ko-
TOpble HEBO3MOXHO MPOCTO OTKPbITb, a TpeGyeTcs paspes3aTb AJis MOJSyYeHUs JOCTYNna K MOMELEeHHOMY BHYTPU U3AeNuio,
MCNOTH3YIOTCS BMECTO JIETKO OTKPbIBAOWMXCA NpeABapuUTesibHO CchoOpMUPOBaHHbIX GapbepHbIX CUCTEM ANA CTepunu-
3ayuu: Hanpumep, HeKoTopble GapbepHble CUCTEMbI A/ cTepununsauuu, copMUpPOBaHHbIE C MOMOLYbIO NaKeToB A/A
cTepunusauum, NakeToB, 3aneyaTaHHbIX C MOMOLbIO 3ITUMKETKW, 3arubatoweiicAa nomnonamM, WM NakeToB, MOJYYEHHbIX U3
PY/JIOHHOTO MaTepuana, CKOHCTPYUPOBAHHOTO U3 OAHOIO MOPUCTOTO C/I0Sl U OJHOrO C/I0A NJIACTUKOBOW MJIEHKU, CK/IeeHHbIX
BMecTe Mo napaifiefibHbiM CTOPOHaM. B Takux BapuaHTax BeJ/IMK PUCK KOHTaKTa U3feNnusi C HeCcTepusibHOW HapyHoli no-
BEPXHOCTbIO GapbepHoii cucTeMbl ANA CTEPUNU3aLUM U HEOGXOAUMO YAENATb AONONMHUTE/IbHOE BHUMaHWE acenTUYecKo-
My CrnocoGy W3BNe4YeHUA. DTO JOCTUraeTcs cpesaHMeM BepxHeli YacTU ynakoBKM, fMepeBopayuuBaHWEM €€ BHU3 pa3pesom,
4YTOGbI AaTb U3AE/NI0 BbINACTb HA NOAXOASLLYI0 NOBEPXHOCTb, HE KacasiCb HapyXXHbIX CTOPOH.

3.2.2.6.3 O6epTKa Ans ctepunansauum
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O6epTka AN CTepunusaumMu nocTynaeT B MNPOAaXy € MHOXECTBE pa3MepoB M COPTOB ANS1 LUMPOKOro
AvanasoHa npuMeHeHuii. OHa Takke BbiMyCKaeTcs B (DOPME OAHOKPATHOTO MM MHOTFOKPATHOTO MPUMEHEHWS.
Oco60oe BHMMaHWe crefyeT yaensiTs 3aBOpayuMBaeMoMy U3LENNI0 U UCMOMb3YEMOIT TEXHUKE 06EPTbIBaHMS.

O6epTKy ANs CTEPUNN3ALMM MOXHO WCMO/Mb30BaTh A/l 06GEepTbIBaHUS UHAMBUAYAIbHBLIX MEAULMHCKUX n3ae-
JWIA NN MeANLUMHCKUX U3aenuii B KOPOOKax A4/ MHCTPYMEHTOB, KacceTax Wy opraHaiisepax.
CnepyeT yyecTb criefytolime acnekTbl:

a) COpPT 06epTkM A1 CTepunnsaumn cnefyet BblbpaTb B COOTBETCTBUM C pasMepoM, hOpMoit u
maccoi

3aBOpaYMBaEMbIX MEeOMUMHCKUX U3genuiAi WM UCXoAA M3 PYKOBOASALWMX — yKasaHuMin  0GbekTa
34paBoOXpaHeHus

N peKkoMeHaaunii M3rotoBUTeNs 06epTKn No MPUMEHEHNIO:

b) pasmep 06epTkM cnegyeT BbloMpaTth 418 Hagnexallero yKpbiTust ynakoBblBaEMOro nsgenus. Bax-
HO. YT06bI U3aEe/Me ObIIO 3aBEPHYTO 6e3 06pa3oBaHUst 3a30P0B, BOJIH U BO3AYLUHLIX KapMaHoB. 3genve
He

cnepyeT 3aBepTbiBaTb CAMULWIKOM M/I0THO, MOCKOJIbKY 3TO MOXET MPUBECTU K 06pa30BaHui0 OTBEPCTUIA U
pas-

pbIBOB Ha 06epTKe. Takke HeobxoAnMo, YTObbl 06epTKa Obla [OCTAaTO4HO 60NbLUOK, YTOBbLI 06ecneunTb
ee

nepemeLleHe BO BPeMS UMKIa cTepununsauumn 6e3 paspbiBOB 1 OTPbIBOB. [py BbIGOPE MCTOB OGEPTKM
ans

cTepunmsaymm Heo6xoAMMO YUnTbIBaTb, YTO pasMep 06epTKM JO/HKEH OblTb J0CTATOYHbIM, YTOObI YKPbITh
Mme-

OVUMHCKOe u3fenMe, HO He HacTOMbKO 60/MblNM, 4YTOObl OGEPHYTb €€ HECKOSIbKO pa3 BOKpYr
MeAMLMHCKOro

nsgenus, yxyawas MNpoHuKaHue cTepuamayroLero cpeacTsa:

c) 60NbLIOE 3HAYEHE UMEET Haaexalwas TexXHNKa 06epTbiBaHNs, YTOObI 06ecneyYnTb U3BUINCTbIN

nyTb, NPENATCTBYOLWMIA MArPaLMM MUKPOGOB € GapbepHyH cucTemy s cTepunmnsaumm. TeXHUKy o6epThbl-
BaHWsI MOXHO WCMO/b30BaTh, €C/IN W3TOTOBUTE/b NPOAEMOHCTPUPOBA 3PEKTVBHOCTL 3TOW TEXHUKU U

pe-

KomMeHaoyeT ee pansa  npumeHeHuss (cMm. 3.2.2.1). BbibpaHHbIli  MeToh o0bepTbiBaHWA  AO/MKEH
npegycmarpusarb

acenTnyecKkoe Mn3B/eYEHNE CTEPWUSIbHOTO MEAULMHCKOro usgenus. MeguuuvHCKOe yUpexaeHue [OSKHO
npo-

BECTU Bepumnkaumio 1 BasMaaumio 3ToN TEXHUKM CBOMMU CPeacTBamMy Ha COOTBETCTBME HaLMOHASIbHbIM
nnn

pernoHasibHbIM pernameHTamM. MoryT CyLecTBOBaTb HaUMOHa/bHbIE CTaHAapPTbl UK NPOJECCUOHASIbHbIE
py-

KOBOZCTBA Mo croco6am o6epTbiBaHus. MNpuMepsl NpuBeAeHbl B NPUIOXeHNUN C:
<3) TexHuka 06epTbiBaHWS NS CTepuaM3auuy LO/HKHA NpesycMaTpuBaTb BO3MOXHOCTL COpachbiBaHUA
OTKPbITO 06EPTKM CO CTEPUSILHOTO NONS:

e) naowaas NoBepPXHOCTU COOpKM AN 06epTbiBaHMA A0/MKHA ObiTb M/IOCKOW, rNafKoii, afeKBaTHOro
pasmMepa, XOpPOLIO OCBELLEHHONM N YNCTOIA:

f) obepHyTasi ynakoBka A0/MKHa 6bITb chopMMpoBaHa TakMm 06pa3om, UTOGbl BCE KPOMKWM Oblfiv
3awm-

LLEHbl N HE JlonaJin B CTEPUJIbBHOE NoJie BO BpeMSA aCenTnyeckoro nsssievyeHnd meguunHCKoro n3aenma:
,q) CUCTEMBbI 3aKpbITUA OO/DKHbI obecneuntb 04eBNAHOCTb NOBPEeXAeHUA, Nopyn, BCKPbITUA!

h) ONA 3aKpbITUA 06epHYTLIX YNakoBOK Hanbosiee LWNMPOKO UCMNO/b3YEeTCH UHANKATOPHAs /leHTa, KOTo-
poil CyllecTByeT MHOXECTBO B 3aBWCMMOCTM OT MeToda cTepunusauun. CylecTBYyeT MHOXECTBO JIEHT,
KoTO-
pble MCMONb3yTCA AN TKaHbIX M HETKaHbIX 06epTok. BcnomoratesnbHble npUcnocobneHnsi, KoTopble
cfasnu-
BalOT YMaKOBKY WAN MeAWLMHCKOE u3genne npu 3akpbiTuv, NPUMEHATb He AonyckaeTcs (Hanpumep,
BEPEBKU,
NPYXWHbI, 3NacCTUYHbIE NOOCKI, CKPenku Ans ymaru, CKpenku gns ctennepa u 1. n.);
i) B C/lyyae MCMNoONb30BaHWA B KauyecTBe 06epTkM ANS CTepunm3auum TKaHW MHOToKpaTHOro
npumeHe-

1
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HWSA CYLLECTBYIOT AONONHUTENbHbIE TPEOOBAHUS, YTOObI 06eCneYnTb NPUroAHOCTL 06EPTKU Nepes KaxkabiM
ncnons3osaHvem (cm. NCO 11607-1:2006. noanyHkTb! 5.1.11 1 5.1.12).
3.2264 KoHTeliHepbl MHOTOKPATHOro NCMoJ1b30BaHMS
YKecTkuil KOHTeHep MHOrOKpPaTHOrO WCMO/Ib30BaHUSI CKOHCTPYMPOBAH AN MOMELLEHUS MEeAMLMHCKMX
n3genuii N NpUHaANEeXHOCTEN 1 cTepununiyetcss 6e3 06epTbiBaHMA CHapyXu. Takoi KOHTelHep OO6bIYHO BK/O-
yaeT AHO WU OCHOBaHME C pyyvyKkamu [Jisi MEPEHOCKM M KPbILWKY, KOTOpasi KPENUTCS K OCHOBAHUIO C MOMOLLbIO
OUKCMPYIOLLEro YCTPOICTBA. 8 KOHTEMHepe MOXEeT HaxoAWTbCHA KOp3WHKa WA NOTOK AN MOMELLeHUs meau-
UMHCKMX M3fenuit. B koHTeliHepe MMeKTCs cpefcTBa A1 OTKayku BO3gyXa M nojayun CTepunmnsyrolero cpen-
CcTBa. B pervoHanbHbIX MAWM ApyrMx CTaHfapTax 3TW KOHTEAHepbl MOTYT Ha3blBATbCA <«OKECTKUA KOHTelHep»
WM «KOHTEHeP MHOTOKPaTHOrO UCMO/Ib30BaHNS».
®yTnapbl 4Ns Habopa WMHCTPYMEHTOB, KacCeTbl WMAW opraHai3epbl SBASKTCA cpeacTBamy A1 BMeLle-
HWS, HO He GapbepHbIMM cucTeMamun Ans crepunmsaumi. OHW OO/MKHbI camy NMOMeLLaTbCst B H6apbepHble cu-
CTEMbI 47181 CTEPUAN3ALIMN.
MpM MCNoOMb30BaHMM XECTKUX KOHTEMHEPOB HEobxoaMMo ydecTb cnegywoulee (cm. MCO 11607-1:2006.
noanyHkT 5.1.10):
a) cnefyet NCnosb30BaThb TOMLKO Te (PUALTPbI, KOTOPbIE COBMECTUMbI C KOHKPETHBIM KOHTEMHEPOM,
KOHKPETHbIM MNPOLECCOM CTepunmsauum 1 NOAAEPXMBAIOT CTEPUNbHOCTL. M3rotoButens unsTpoB
[OMmKeH
npeacTaBnTb AOKYMEHTMPOBAHHOE CBUAETENLCTBO, AEMOHCTPUPYoLLee BO3MOXHOCTU (OUNLTPOB:
b) KOHTeliHepbl cneayet NPoBePATb Y FOTOBUTbL B COOTBETCTBMUN C MHCTPYKLUMAMU U3TOTOBUTENS;
c) WHAVKATOPbl MOBPEXAEHWSl, HECAHKLMOHMPOBAHHOTO BCKPbITUS  (BO3MOXHOTO  HapyLUeHus
cTepw/b-
HOCTW). COBMECTVMMble C MPOLECCOM CTepwnsauuu, [AO/MKHbl MNPUKPENAsSTbCA B COOTBETCTBUM C
VHCTPYKUMAMUA
U3roTOBUTENS KOHTEHepa 1 nokasbiBaTb, YTO 6apbepHas cuctema Ans crepuamsaumm He bbiia HamMmepeH-
HO UAW cfiyyaiiHO BCKpbITA M MO3TOMY COAEPXUMOE He MOABEpr/iock MOTEHLUaIbHOW KOHTamMuHaumm

nepeg

npeanosiaraeMbiM UCMOSb30BAHUEM;

d) Ha KaXJOM KOHTeliHepe B 30He BWAMMOCTM [O/KKA HAXoAUTbCsl  STUMKETKa  W/umn
nHpopMaLMoHHas

Tabnnuka, ecnv To/bKO KOHTEMHEP He MpeAHasHauyeH A/ CTepUIn3auy B Ype3BbIYaiHbIX CUTYauusx 1
ucnorsb-

3yeTca A8 9TOW uenu. JTUKeTka wnam Tabnuuka |ID  fgo/mkHa GbiTb COBMECTMMAa € NPOLECCOM
cTepunusauum;

e) MOBEPXHOCTN CK/IEMBaHWSI OCHOBAHMUSI W KPbILLKY C/iefyeT NPOBEPSiTb Ha MOBPEXAEHUe KaxAblii
pas

nepea, Ucrnonb30BaHNEM, YToObl 06ecnednTb NI0THOE 3aKynopuBaHue.

f) pasMepbl opraHaisepa Ans MeAVUMHCKUX W3Aenunii AO/MKHbI NOAXOAMTb ANsi KOHKPETHOrOo
KOHTeliHe-

pa v metofa cTepuivsauuu;

0) [OO/MKHbI WUMETLCA WHCTPYKUMU MO TEXHOMNOTMWM OYUCTKW, Ae3VHeKuMn U TexXHU4eckomy o6cny-
XMBAHWIO KOHTEWHEpPOB MOC/le KakAoro MNPUMMEHEHWs. 3TW TEeXHONOTMW [OSHKHbI NPONTWM Banmpauuo. Ko-
TeiHepbl He [JonyckaeTcs WCMNONb30BaTb MOC/AEe YyKasaHHOW W3roToBuMTENeM [JaTbl OKOHYaHUSA Ccpoka rog-
HocTM (cMm. MCO 11607-1:2006. noanyHkT 5.1.12). [o/mkHbl [elicTBOBaTb MNpoueaypbl, obecneunsaroLine
npekpawleHne MCcnosb30BaHUS KOHTEMHEPOB MO MCTEYEHUM CPoKa WX FOAHOCTM, YKa3aHHOIO W3roToBUTENEM
(cm. NCO 11607-1:2006. noanyHKT 5.1.12):

h) B nto6oit 6apbepHoli cucTeMe ANs CTepumsaummn, 4tobbl 06ecneynTb acenTMYeckoe WU3B/IeYEHUE CO-
[EepX1MMOro. HapyXHasi CTOpOHa KOHTelHepa U COefVHEHNe MeXAy BEpXHel W HWKHEeW CTOpoHaMW He OO/MKHbI
cornpukacarbCa CO CTePUSIbHLIM COAEPXKUMbBIM.

3.2.2.7 3awmTHasa ynakoBska

[ns 3awmtbl MK NPOANEHNS CPOKa XpaHeHUs Hagnexalimm obpas3oM ynakoBaHHbIX U CTepPUIN30BaHHbIX
MEAVLMHCKMX W3LENNA, KOTOpble MOryT MoABepraTbCs BO3AENCTBUIO OKpyXawLleli cpefbl AW MHOFOKpaTHbIM
MaHUNyNAUMAM, MOXHO WCMOMb30BaTb 3alUMTHYH0 YNakoBKYy. TpaHCMoOpTUpOBaHWE WAW nepemelleHve 6apbep-
HOI cuCTeMbl A471a cTepunmsauum, B 4acTHOCTM, MOXET MoTpeboBaTb MPUMEHEHUS 3alUTHON YynakoBKW, YTOObI
nepeBo3ka W MaHUNynAUuMM He MOBAUSAAM Ha 6apbepHylo cucTemy [ans crepuau3daumn. CTepunnsoBaHHble
YMaKoBKM CrnefyeT Kak MOXHO MeHblue TporaTb. HapylleHue LenocTHOCTM GapbepHol CUCTEMbl Ans CTepu-
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nM3aumm cyMTaeTcs CBA3aHHbIM C COObITMEM, a He CO BPEMEHEM, MO3TOMY TaK BaXKHO 3aliMTUTb CTEPUSIbHYIO
6apbepHyto CUCTEMY OT NOBPEXAECHUS.

Mpy “cnonb30oBaHWM 3alUUTHON YMakoBKM GapbepHasi cucTtemMa A1 CTepunnsaumm Ao/mkHa ObiTb YeTKo
ngeHtTupnuympyema. 3almTHas ynakoBka KOHCTpyupyeTcs O1S AONOHUTENbHOW 3aliuTbl OT MOBPEXAEHUA ©
BHELLHUX 3/1EMEHTOB. Ecnun nocne crepwivsauun napoM Heo6XO4MMO MCNO/b30BaTb 3alUMTHYIO YNakoBKy, ee
NPUMEHSIIOT NOC/Ie TLLATEbHON CYLLIKN N OXNTaXAEHNS U3LENNIA.

HauuoHanbHble UMW pernoHasibHble periaMeHTbl MoryT notpeboBaTb NPUMMEHEHUS 3alUWMTHOM YMnakoBKK
C Uenblo m3bexarb NOTEHLMAIbHOW KOHTaMMHALUMU OKpYXatoLein cpefbl B XMpyprun. 3Tu Xe pernameHTbl Mo-
ryT notpeboBaTtb yAasieHWs 3alyuTHON ynakoBKWM Mepep BBeAeHMEM 6GapbepHOil cucTembl AN ctepunusauunu
B XMpYypruyeckoe none.

3.2.3  JKcnnyaTauuoHHbIE UCMbITAHUS ynakoBo4yHoW cuctembl (MCO 11607-1:2006, nyH-
KTbl 5.3—5.5, 6.3)

Mpexae 4yem MCNOMb30BaTb YMNaKOBOUHYHD CUCTEMY B YUpeXAeHuW B MepBblii pa3. cnefyeT uchnbiTaTb
ee XapaKTepuCTUKW. OKCnyaTaumoHHble WCMbITAaHUA A0/DKHbI NpefycMaTpyBaTth BepudmKaumio, HackKosbKo
Xopowo 6apbepHas cuctema A1 CTepuaM3auMnm UM ynakoBodHas cucTEMa BbiAEPXUBAET npednonaraembie
yCnoBusA o6palleHns, pacnpefeneHns 1 TpaHCNopTMpPOoBaHWA [0 M Nnocfne crepunu3aumn. bapbepHas cucte-
Ma Ana cTepunusauum AOo/MKHa NOALEPXMBAaTbCA B LIENOCTHOCTW, 6e3 OTBEepCTWUiA, HaApbiBOB WM pPa3pbiBOB
KNeeBoro cos/3akpbIT!s. MPUYMHON KOTOPbIX MOFYT CTaTb OCTATOYHbIE HAMPSHXKEHMS.

SKcnnyarauroHHble UCMbITaHWUA NpeanonaratoT:

a) OLEHKY B Xofe npeAnofiaraemblX NPOLECCOB CTepunausaumu, obpalleHusi, pacnpegeneHus u
XpaHe-

HVS BMJIOTb 10 MeCTa MCMNOoMb30BaHus;

b) OUEHKY [AN7 OXuAaeMblXx Hambosiee HebnaronpuaTHbIX cueHapueB. a8 3T0r0 Heo6xoaumo
paccmo-

TpeTb psAa dhakTopoB. Cioga BXOAUT (HO 3TUM He orpaHnyMBaeTCs):

1) cbopka OGapbepHbIX CUCTEM AN CTepunnsauumn, cofepxawimx MeAuUMHCKOe WU3fenne Takoi

KOHUrypaumm, Kotopasi nNpefcTaBiseT MakCuMasibHble Mpo6nembl s 6apbepHOil cucTeMbl (Hanpu-

Mep. Hambonee KpynHble, TSHKeNble, MOTHbIE M3AEeNUst € OCTpbIMM Kpasimu, cMm. MCO 11607-1:20086.

NyHKT 6.3.4);

2) npobbl Ansa Bepudmkaumm cnegyet roToBUTb Tak. YTOOblI AaTb BO3MOXHOCTb MOHUTOpPUHIa 3d-

(PEKTUBHOCTM NpoLecca CTepun3aln B 3aBUCMMOCTU OT HaUMOHasIbHBIX U pernMoHasibHbIX TpeboBaHwuii

K MOHUTOPUHIY 3dphekTUBHOCTU CTepunmnsanmun. NMpumepbl BKIKYAKOT (HO 3TUM HEe OrpaHn4MBatoTcs)
6ronornyeckne, XMMMYecKne WHAMKATOPbl UAKN YCTPOICTBa KOHTposns npouecca (PCD = Y KI) nocpea-
CTBOM W3MEpeHuns 1 3anucy pusnyeckmx napameTpoB, WCNOMb3ys TepMonapbl WAW YCTPOWCTBa peru-
cTpauum JaHHbiXx. OnpegeneHne nNpUrogHOCTY MOXHO OCYLIEeCTBUTb MapasnnenbHo C Banujauuein npo-
uecca (npoueccoB) cTepunusauun, KOTOpbI npegnonaraeTcs MCcnonb3oBaTb. MeauuuHCKMe wusgenus
cnefyeT ynakoBblBaTb W CTEPU/IM30BaTb COMMACHO WHCTPYKUUAM W3rOTOBUTENS MEeOUUMHCKOro u3genuns
1 npeaBapuTenibHO CChOPMMPOBAHHOW GapbepHO CUCTEMbI 4151 CTEPUIM3ALVN;

3) cTepunmsauuss 6apbepHOii CMCTEMbl C MOMOLLbK MpeanosiaraeMoro npouecca Crepuansauumn
C YYETOM CMELLEHHbIX Harpy30K UM B MOMHOCTbLIO 3arpy)XXeHHbIX CTEPUIN3ALMNOHHbIX Kamepax.
4) pacnpegeneHve/obpalleHne/xpaHeHne/BcKpbITMe 6apbepHO CUCTEMbI A5 CTEPUIN3ALN.

CnepyeT pacCMOTPETb OKPY>XXaoLLYH0 cpeqy W Apyrue ycrioBusi, B KOTOpbIX ByaeT xpaHuTbcs 6a-

pbepHas cuctema AN cTepunv3auuMM UK ynakoBoyHas cuctema. Vsgenve, nnoTHO 3axaToe B €MKO-

CTAX N MecCTax XpaHeHWsi, UMeeT GONbLUMIA LaHC NPOopbIBa YMakoBKM MPU ABWMKEHWW APYT OTHOCUTENbHO

Apyra gByx KOMMJIEKTOB YNakKOBaHHbIX MEAMLMHCKAX W3LEMIA N MOXET OKa3aTbCs MOBPEXAEHHbIM Ye-

pe3 NpoKosibl U paspbiBbl.

Oco06eHHO BaXHO Yy4yecTb BCE YCMOBUSA XPaHeHWs W pacnpefeneHusl, MocKosbKy 60MbLUMHCTBO MeCT
cTepunn3auumn pacrosioXeHo BAasIM OT MecTa UCMOo/ib30BaHuS.

Mocne akcnayaTauMoHHbIX UCMbITAHW MEAVMUUHCKME YUYPEXAEHNS OO0/MKHbI BU3yaslbHO NMPOBEPUTHL 06pas-
Ubl 6apbepHbIX CUCTEM ANS CTepuaM3auMm Ha LefI0CTHOCTb YMakoBKM (OTCYTCTBME Ablp W pa3pbiBOB) U LENOCT-
HOCTb K/1€EBbIX COEAMHEHNI, a TakKe NOATBEPANUTL NPOBEAEHNE CTepUIM3aLMmM NPK 3adaHHbIX NapameTpax.

Ecnn xenatenbHO MpoBecT 6onee TwartesbHble UCMbITAHUSI, MOXHO HalTW asbTepHaTuBHble MeToAb! B
MCO 11607-1:2006. npuioxeHue B.

Ecnn GapbepHas cuctemMa gnsa crepunmsaumu npegycmarpuBaeTr MHOIOKpaTtHoe MCMofib3oBaHue U yXya-
LeHne 3KCn/yaTauuoHHbIX XapakKTepuCTUK CNpPOrHo3uposaHo wusrotosutenem (cm. MCO 11607-1:2006. nopa-
nyHKTbl 5.1.11 n 5.1.12), ncnonb3yemasi cuctema MOHMTOPUHIa WAW KOHTPOASA AO0/MKHA YETKO maeHTudumumpo-
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BaTb OOCTWXEHME OKOHYaHUSA CcpoKa rogHOCTU, onpeaeneHHOro N3roToBUTesneM.
3.24 OueHKka CTabunbHOCTM 6GapbepHO CcUCTEMbl Af8 cTepumnsaumn (CpoK XpaHeHus)
(NCO 11607-1:2006, NyHKT 6.4)

OueHKy CcnocobHOCTM MaTtepuanioB 6GapbepHoOl cucTtembl A1 CTepunusaumm wau  npefsapuTenbHO
CHOpMMPOBAHHON 6GapbepHOil cUcTeMbl AN CTepunM3aumM noaaepXmBarb CBOW 3KCMyaTalMOHHble Xapak-
TEPUCTVKA W LEMNOCTHOCTb K/EEBOT0 COEAUHEHWS C TEeYEHUEM BPEMEHU OObIYHO BbIMOSHAET W3rOTOBUTENb
npegBapuTenibHO COPMUPOBAHHON GapbepHO cucTeMbl AN ctepunmsaumm (cm. Takke MCO 11607-1:2006.
NOANYHKT 6.4.7).

B TO Xe Bpemsa fgaxe B cnyyae, Korja Martepuasibl COXPaHST CBOMCTBA MNPUEMIEMOro MWKPOGHOro
6apbepa, MeAULVHCKOE yupexaeHue AO0/MKHO MNPOAEMOHCTPMPOBATh, YTO 6GapbepHas cuctema Ans CTepuiu-
3auMM UM ynakoBo4yHasi cucTemMa B cOope MOXEeT MoAAepXMBaTb LENIOCTHOCTb B NpeanosiaraeMbiX YC/10BUSX
OKpyXatoLLeli cpefibl O MOMEHTa UCMOIb30BaHMSI.

CunTaetcs, 4YTO MOTeps LENOCTHOCTU 6GapbepHOil cuctemol Ans cTepunu3auum cBsidaHa C COObITMEM,
a He CO BpPeEMEHeM, U 3aBUCUT OT MWCMOSHEHWS GapbepHOl cucTeMbl A1 CTEPUAN3ALMN UKW YNAaKOBOYHO
CUCTEMbI, a Takke OT BO3MOXHOr0 B3aVMOAENCTBUS MeXAy MefUUMHCKUM U3nenvem u BblbpaHHOl 6Gapbep-
HOIi cuCTEMOW ANs cTepunusaunn, YCNOBUIA XpaHEHWs, YCIOBWUIA MpU NEpPeBO3KE M KOMYECTBA MaHUMNYNSUMIA.
Moaxoaswas cpefa O/ XpaHeHUs BK/OYAET LUMPOKWIA CNekTp npobnem, T. e. MpefoTBpalleHue MNoBpex-
OEHWA. nogaepxaHue onpefeneHHol Temnepatrypbl M CTabWAbHOM BAXHOCTU, OfpPaHU4YeHVe BO3AENCTBMSA
MbIIN U NPSIMOr0 COMIHEYHOrO CBETA, YAepXMBaHue 3alUTHON ynakoBKM Ha OOHOM MecCTe, CBOAA K MUHUMYMY
nepemMeLLeHuns, manyeckoe pasfesieHne YACTbIX U 3arps3HEHHbIX U3AeNuii U T. 4.

Ha makcvMasibHble ycunms no noaAepXaHuio LIeNOCTHOCTM YNakoBKM MyTeM OrpaHWYeHnst pucka mno-
BpexaeHuss GapbepHO cuCTeEMbl A1 CTepunusauuy 3HaumTeNlbHOe BAWSHWE MOTyT OKasaTb afekBaTHoe
yrnpaBneHne CKIafCKUM X03aMCTBOM U CUCTEMA MEHEeIKMEHTA.

MpumeyaHne — HauuoHanbHOE WAU pervMoHalbHOe PYKOBOACTBO MOXET fAaTb AONOMHUTENIbHYI UWHgopMa-
LUMI0 0 Tpe6oBaHMAX K XPaHEHUI0, HanpuMep paccTosiHue A0 Nona M A0 NOTONKa, OGHOBNEeHWe 3anacoB, YGOpKa CKMafCKMX
rnomeLyeHuii, 60/1ee KOHKPETHbIE OrpaHUYEHUs O/1A TeMnepaTypbl U BAXKHOCTU, TUM PAcCTAHOBKU 8 CreyuasibHOM ras3oHe-
NPOHMLLAEMOM 3aKPbITOM NOMELLEHUUN, BO3JYyX006MeHe B BEHTUIALUM U KauecTBe BO3AyXa, YacTULLaX B BO3AyXe.

3.25 [okymeHTauus
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MeauunHcKoe yuypexaeHne [AO/MKHO cnefoBaTb nnaHaMm WM KpUTEPUSM OLEHKM Bblbopa 6GapbepHbIX
cucTeM Ans crepunusaumn. PesynbraTbl UCMbITAHWA cnedyeT CpaBHWTL C KpUTepusamyu npuemnemoctun. Pe-
3yNbTaTbl OLEHKU cnefyeT 3a[0KyMeHTMpoBaTb.[JOKYMEHTbl O Ba/iMpauum u cobpaHHble AaHHble Heobxo4nmo
BECTU B COOTBETCTBUMU o NOMUTUKO Me-
AMuMHCKoro yupexgenms. MICO 11607-1:2006. nyHkT 7.1. TpebyeT, 4yTOObl AOKYMEHTMpPOBaHHasA WHopMaums
BK/IlOYaNa MAeHTUbmKaumio Tuna, pasmepa WM copta U HoMepa napTum UCMbITaHHbIX MaTtepuasios, npouec*
COB CTepununsauum, BCe W3BECTHble AaTbl UCTEYEHMA CPOKa TOAHOCTU WM Npejjiaraemble YC/IOBUSA XpaHeHus,
BCE W3BECTHble OrpaHMyeHns Ha obpalleHVe WAn UCMofb3oBaHue, CBeAEeHUA, Kacalwwuecs marepuasios no*
BTOPHOrO UCMOMNb30BaHWSA, AONYCTUMYIO YACTOTY U XapakTep TEXHUYECKOro 06CayXnBaHUS.

3.3 PykoBoacTBo no cootBeTcTBUI0 MCO 11607*2. TpebosaHusi sasudayuu rnpoyeccos
hopmupoBaHusi, cK/ieusaHusi U cbopku

3.3.1 O6wme NnonoxeHus

MCO 11607*2 onucbiBaeT TpeboBaHWSA K BanugaumyM BCEX MPOLECCOB ynakoBbiBaHWs. Ciofa BK/IHOYEHbI

cbopka unn HanosiHeHWe 1 cneayroLme NpoLecchbl:
. npouecc cknemBaHns: OpMUPOBaHNE U CKNENBAHUE PY/IOHA UNN NaKeTa,;
. npouecc 0bepTbiBaHWSA: CKNaJblBaHNE U 3aKpbITME CTEPUNIN3ALMOHHON 06epTKM:

> MPOLECC C KOHTEMHepamMu: 3aKpbITMe MHOTOKPATHO MCNO/Ib3YeMOro KOHTeliHepa.

Banmpgauus npoueccoB MOXET COOTHOCUTLCS C AaTtoil npegblayuiein atrectaumm moHTaxka (IQ) m arte-
ctaumein akcnnyataumn (OQ). 3T faHHble MOXHO MCNOMb30BaTb 415 ONpefeneHns A0MyCcKoB A1A Kputude-
CKUX NapameTpoB.

[JeATenbHOCTb B paMKax npoLecca YnakoBblBaHWA [O/HKHA OCYLLECTBAATLCA B pamkax OogvLuaibHOW
CUCTEMbl MeHeMKMeHTa KayecTBa. [1OCKOMbKY WMEIOTCA pernoHalibHble pas3nnyuus B CUCTEMax KayecTsBa
30paBOOXpaHeHNsi, OCHOBHbIE 3f1IEMEHTbI BK/OYalOT (HO 3TWM He orpaHnymMBatoTcsl) 3WPEKTUBHYO CUCTEMY
KOHTPOMA [OKyMeHTauuu, npouecc nonyvyeHns obpasoBaHWs B y4yebHOM 3aBefeHWM, KOHTPOSIb/MOHUTOPUHT
NPOLLECCOB M CUCTEMY KOPPEKTUPYIOLWMX AEACTBUA M NpohnunakTvki A0 nogaepxaHvst {u MOoCTOSAHHOrO Yriy4-
LIeHWA) pe3yibTaTUBHOCTU NPOLECCOB YNakoBbIBaHUS.

Bce onpegeneHunsa 1Q. OQ u attectauum akcnayatupyemoro obopygosanusa (PQ) B MCO 11607*2 oTHO-
CATCA K 060py[0BaHWIo, UCNOb3YEeMOMY A/ NPOLECCOB CKMeMBaHUA WU 3aKkpbiTUs. B To e Bpems Bce npo-
ueccbl (hOpMMUPOBAHUS, CKIEMBAHWA WM COHOPKM TPeGylT py4uHbiX onepauuwii. CnepoBaTesibHO, BCce hyHKLuN,
BbINO/IHAEMble paboTHMKaMK, cneayeT BKIUUTb Kak YacTb Basimgaumm.

O6bI4YHO NpY yCTaHOBKe 060pyAOBaHWA BbINOMHAIOT TONbKO HO. ANbTepHATMBHO A1 Npouecca, KOTOopbIi
BK/IlOYAET TOMbKO Mtofdeli U MCMONHEHWE UMW 3agady, pa3paboTka TUMNOoBbIX padounx MHCTpykuuin (SOP) n 06-
yYyeHVe Mo HUM MOXET paccMaTpuBaTbCA HEKOTOPbIMW yupexaeHusamMu kak Q. ObyuyeHne KOHKPEeTHbIX onepa-
TOPOB. HAHATBLIX A4/151 NpoBeAeHus atTecTaumin OQ n PO. cnegyet AOKYMEHTMPOBATb B OTHETAX.

3.3.2 Metopg Banngaumu
3.3.21 O6Lme NonoxeHus

Mo cyTu, JO/MKEH CyLlecTBOBaTb [AOKYMEHTMPOBaHHbI METOA Ba/Mgauun UM CTaHOapTHbI MeTon Ba-
nngaunn.

JaHHblli [OKYMEHTUPOBAHHBIA METOL, COCTOUT B CeAytoLLeM:

a) paspaboTka nnaHa Banugauun (cMm. 3.3.2.2);
b) BbINoNIHeHMe Basingaumm (cm. 3.3.2.3):

1) 1Q (cm. MCO 11607-2:2006, NyHKT 5.2);

2) 0OQ (cm. NCO 11607-2:2006, NyHKT 5.3);

3) PQ (cm. MCO 11607-2:2006. NyHKT 5.4);

c) HeobxoamMMas npoleaypa 06paboTku O0TKasa U KOPPEKTUPYIOLLEe AeNCTBUE.
d) yTBEPXAEHMEe Baymaaumm (cm. 3.3.2.4);
e) KOHTPO/Ib Npouecca 1 TEKYLLMIA MOHUTOPUHT (cM. 3.3.2.5);
f) 13meHeHna npoueccal/ynakoBbiBaHUS U NOBTOPHasA Banvaauus (pesanmpaums) (cm. 3.3.2.6).
3.3.2.2 Pa3paboTka niaHa Bavgaunm
Kak MUHMMYM MnaH BaiMgaunm A0/MKEH BKIOYATb CNeayoLLyo NHgopMauumio:
a) OTBETCTBEHHOCTb (T. €. yupexaeHve, MectononoxeHune, ®./.0. 0TBETCTBEHHOIO 3a Ba/Maumio n
ncnosnHuTens);
b) onucaHve npouepyp CcknevBaHus U 3akpbiTUA/SOP (Hanpumep, TepMOCK/IeMBakue nakeTos,
06epTbl-
BaHWe 1 3aKpbITue 6apbepHOii cMCTEMbI A5 CTEpUAM3aLUK, 3arpy3ka 1 3akpbiTne KOHTeliHepa);
)] onucaHne bapbepHbIX CUCTEM [/1A CTepUAU3aUmMn U. ecnu Tpebyetcs, HeobA3aTelbHOM 3aLUTHOM

YNakoBKW (Hanpumep, onvMcaHne UsroToBuTess);
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onucaHne COAEPXMMOro WCMOSb3yeMblX OGapbepHbIX cucTeM A8 cTepunmusaumn. bapbepHble cucTte-
Mbl A1 cTepunusaumm cobuparoT, Kak ga1s 06blYHOro Mcnonb3oBaHus, cm. 3.2.2.3.3.2.2.4.3.2.2.6 n 3.2.2.7;
tOe) onucaHwe npouecca cTepuIM3aumn [Hanpumep, cTepunsauus BAaXHbIM Napom npu Temnepary-
pe 134 n 121 'C. atuneHokcugom (EQ), rasoBoil nnasmMoii, HM3KoTemneparypHasi napodiopMasibaerngHas
(LTSF)]. Bkntovast napamMeTpbl NpoLecca v UCNob3yeMyo KOHUrypaLuio Harpysku:
0 onucaHwe TpaHCNOPTUPOBAHWSA, pacnpefeneHus U XpaHeHUs COOTBETCTBYIOLMX OGapbepHbIX CUCTEM
ANs cTepunusaumu;
A) atanbl artectayum {IQ, OO u PQ) {cm. MCO 11607*2:2006. nyHKTbl 5.2—5.4) ANa AONOMAHUTENbHbIX
MOSICHEHWI MO Kaxxgomy npoueccy cM. 3.3.2.7—3.3.2.9:
h) 00beM BbIGOPKM C YYETOM TOrO, 4YTO YMCNO WUCMbITYEMbIX efuHuL 6epeTcs Ha OCHoBe
CTaTucTU4ecku
[OCTOBEPHOro 060CHOBaHMSA {CM. NpuioxeHue L).

MNpumeuyaHne — Pa3vep BbIGOPKM 3aMeTHO BNUSIET Ha [AOBepUTEsIbHbIi YPOBEHb U HAAEXHOCTb. WHCTpymeH-
Tbl ANA onpeAeneHusa pasmepa BbIGOPKM MOXHO Jlerko nogo6parb MOMCKOM a WHTepHeTe, UCMONb3ys K/loueBble CroBa
«BbIGOPKa», «pasmep», <KaIbKYNATOP»;

i)KpUTEPUU NPUEMKM C YYETOM TOro, YTO MO/bL30BATENO CriedyeT onpefennTb, Kakme atpubyTbl npeano-
naraeTcsl oUueHuBaTb, METOZ, OLEHKM U pe3ysbTaTbl, KOTopble ByAyT cUMTaTbCs npuemaeMbiMu;
j)yTBEPXAEHME BaNudaLun.

MOXHO nosb30BaTbCA 6GaHKOM MaHa Banugauuun, npeactaBneHHbIM B npunoxenun D. D.2—O0.4. Ons
pa3nMyHbIX KOMOGWHAUMA mpouecc cTtepunmnaauun/6apbepHas cuctema Ans cTepunvsauum W/unm ynakoBouvHas
cuctema {usrotoBuTeNb, TMN WUT. A.) CNeAyeT WCMO/b30BaTb OTAENbHLIA MnaH Banngauun. Tabnuuy D.1. npeg-
CTaBMEHHYI0 B NpunoxeHny O. MOXHO NCNO/b30BaTb A1 OPraHN3aUMOHHbIX Lenei.

3.3.23 BbinosHeHne Basinpgaunm

Mocne pas3paboTkM nnaHa BasMAauUMU MPUCTYNAKT K COOCTBEHHO Banufauun no 3ToMy nnady. Ansa py-
KOBOZCTBa KOHKPETHO MO KaxAoMy M3 Tpex npoueccos, onucaHHbix B 3.3.1. cMm. crepylowme nogpasgens:
npouecc cknemBanus (3.3.2.7), npouecc 06epTbiBaHns (3.3.2.8) 1 Npouecc NoMeLLeHNs B KOHTeHep {3.3.2.9).

3324 YTBEpXAeHWe Banugaumm

[ OKYMEHTMPOBaHHbI N OUEHEHHbI OTYET O BasiMjauum A0/HKEH obGecneunTb MPOCNeXMBAeMOCTb U yT-
BEpPXAaTbCA OTBETCTBEHHbLIM JIMLOM B COOTBETCTBMU C YTBEPXKAEHHbIM MaHOM Basmgaumm (CM. Mpuioxe-
Hue O. D.2—D.4).

OTK/IOHEHUA cnegyeT 06CyauTb U YTBEPAUTL A0 YTBEPXKAEHUA oTyeTa O Banupaumun. Cneayet OUEHUTb
B/IMSIHWE OTK/IOHEHVA Ha Ba/IMaUMOHHOE uccrefoBaHue, 4Tobbl MOHATL, TpebyeTca N NOBTOPUTbL UCCNeno-
BaHue.

Otyer no artectaumn 1Q cnegyer yTBepAuTb A0 Hayana artectaumm OQ. AHaNOMMYyHO OTYeT No arTe-
ctauumn OQ cnegyert yTBepAuTb A0 Havasla attectauumn PO.

Mocne kaxaoro arana Heob6XxoAMMO W3Y4UTb OTK/IOHEHWUA WM OTKasbl, 4YTOObl ONpefesiMTb OCHOBHYIO
NPUYUHY W BbIMOSIHUTL KOPPEKTUpYyKoLee AelicTBME A0 Hayana cnegylowero atana sanugjauun. Cnegyet oue-
HUTb HEOO6XOAUMOCTb MOSIHOMO WM YaCTUYHOTO MOBTOPEHWs npedblayliero atana Banupaumun. Koppektupy-
IOWMMN 1N NPEBEHTUBHbLIMW AEWCTBUAMU YNPAaBASAIOT C NOMOLLbI YCTAaHOB/IEHHOW CUCTEMblI MEHeMKMEeHTa, a
pe3y/bTaTMBHOCTb 3TUX AECTBUIA OLEHNBAIOT U AOKYMEHTUPYHOT.

3.3.25 KoHTpo/b npouecca n TeKYLLMn MOHUTOPUHT

Heobxogumo paspaboTaTb npoueaypbl, obecneumsaioLliye KOHTPOMb Mpouecca ynakoBblBaHWUSA U ycTa-
HOB/IEHHbIX NapaMeTpoB NpoLecca BO BPEMS HOPMasIbHON paboThl.

Kputnueckune napameTpbl npoLlecca Nogexar TeKyLEeMYy KOHTPOSIO U AOKYMEHTUPOBAHMIO.

3.3.2.6 Vi3ameHeHnst npoueccal/ynakoBk/ 1 NOBTOpHAasA BasMgaums

3.3.26.1 Mpoueccbl nognexar MOBTOPHOA BaMgauuMn, €csm  nNpou3oLn
N3MeHeHus B obopypoBa-
HAW. NPOAYKUMMW, YNaKOBOYHbIX Marepuasnax WM npouecce YnakoBblBaHUS, KOTOPble
MoryT cBecTtu Ha HeT
nepBoHavyasibHyl0 Banujauuio WM MOB/UATL Ha CTEPWIbHOCTb, 6e30MacHOCTb  Wn
aflekBaTHOCTb CTEPW/IbHBIX
MEeAVLUMHCKMX  u3genuin. [Ons noATBEpXAeHUs Takoro  3akfdeHuss  Tpebyetcs
[OKYMEHTMPOBaHHOe 060CHO-
BaHue.

MpumeuaHne — Hwxe cnegyer nepeyeHb W3MEHEHUW, KOTOpble MOryT MNOB/UATL Ha cTaryc npouecca Baiu-

1
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Jauuu 1 TpeGyoT MOBTOPHOI BaMgauuu:
- M3MeHeHUs MaTepuasioB 6apbepHoii CUCTEMbI A/ISi CTEPUNIU3ALUN:

. HOBOe 06opyaoBaHue:

- nepeHoc npoueccos nivnn oﬁopy,qoaauvm U3 O4HOrOo yypexaeHusa unm mecta B Apyroe;

. M3MeHeHUs npoLiecca cTepunmsauum;

- aHaIN3  XanoG KOHEYHOoro nonb3oBartens uwnun HecooTBeTCTByoLWasn TpeﬁOBaHMﬂM npoaykuus,

oTpuuatenbHas aon-

HaMUKa MHAUKaToOpPOB KOHTPO/IA KayecTBa u npouecca:

. M3MEeHEeHNEe COAEPXUMOro GapbepHOi/ cucCTeMbl AN CTepunvsauuM, BbiXoAslliee 3a paMK/A paHee

OLLeHEeHHbIX

napameTpoB HauXypALlero cny4vas:

. M3MeHeHWe cpeAcTB TPAHCNOPTUPOBAHUA WM MaplipyTa (Hanpumep, OF nepemelleHUil TONbKO BHYTpU

3aaHunA K

nepemMeLleHU0 mMexay sgaHuaMu, 4ro MoXxet NpuBecTU K 3Ha4UTe/IbHOMY U3BMEHEHUIO BbIGMpaeMOﬁ ynaKOBKM).
3.3.2.6.2 MoTpe6bHOCTL B MOBTOPHOW Ba/MpauuMnm Cc/reayetr  OueHUTb "
3aJ0KyMEHTMpOBaThb. Ecnu n3»
MeHeHne He TpebyeT MNOBTOPEHWS BCEX acnekToB MepBOHa4asibHOW Basmpauuu, TO
noBTOpHas BaUMgaums
He ao/kHa ObITb Takol pa3BepHYTOW, Kak nepBoHadvanbHas, npuyem A1 NOBTOPHOWN
BaMgaumm TpebyeTtcs
[OKYMeHTMpoBaHHOe 060CHOBaHue.
3.3.2.6.3 [lokymeHTMpoBaHHOE O6OCHOBaHME MULYT ANAS MPUEMKUA W3MEHEHWIA,
KoTopble He TpebytoT
MOBTOPHO Banujauun (Hanpumep, M3MEHeHWe MaTepuana WM CMeHa nocTaBLUyKa
Martepuana, ecnu no*
CTaBLIMK NpPeacTaBuUT  CBUAETENLCTBO O TOM, UTO Marepuasibl  NpakTUyecku
SKBUBA/IEHTHbI).
3.3.264 PekomeHpyeTcs paccMoTpeTb BO3MOXHOCTb nepuognveckn
noBTopsieMol Bangaumm, BEpU-
dvkaumy WA aHanu3a, MOCKOJbKY HakanuBaHWe MHOXeCTBa MeNKUX WU3MEeHeHWl B
cymme MOXeT NoBNUATb

Ha cTatyc Basmalun npowecca.
MoBTOpHbIE Ba/IMAALUMM MOXHO Takke WCMOoNb30BaTb A/ AEMOHCTpauuy TPeOyloWMXCa 3HaHWi n yme-
HWii pabOoTHUKOB A1 3PPEKTUBHOIO OCYLLECTB/IEHMSA MNPOLECCOB, a Takke A1 nepekBasmdmkaumm nepcoHa-
N1a 1N yCoBepLUEHCTBOBAHMNSA NPAKTUKN,
3.3.2.7 Banmpgaumsa npouecca  cknevBaHus  (TEPMOCK/IEMBaHUSA,  TepMOCBapKK)
(cbopmupoBaHue n ckne-
MBaHVWe pynoHa Wau naketa) npegBapuTesibHO CHOPMUPOBaHHBIX GapbepHbIX CUCTEM O/15
cTepuamsaumm.
MpumeuaHne — W3rotoBuTENb MNpeaBapuTenbHO C(OPMUPOBaHHOW OGapbepHoii cucTembl ANs cTepunusauuu

npegocraensiet VIHCbOpMaU,VIIO O Ba/ivgaumu npouecca cKnemBaHUA H3 BbIMOJ/IHEHHbLIX K/ieeBbIX COeANHEeHUAX: TakKasa Ba-
nngayna Kacaetca KneeBoro coeguHeHus 3akpbiTusa, BbINO/IHAEMOro Ha mMmecte, B MeAULUMHCKOM yupexaeHuu.

3.3.2.7.1 ATTecTaums MoHTaxa (ycTaHoBOYHas ksanudurkaums 1Q)

OTO 0O3HayaeT, 4To YCTPOWCTBO (annapar) ANns TepMOCKIeMBaHWs (TEPMOCBAPKM) [AO/MKHO ObiTb CO-
BMECTMMbIM W MNPaBWIbLHO YCTaHOBMEHHbIM. O6OpyAOBaHWe O/19 TepPMOCX/IEMBAHUA [O/MKHO MOCTaBMATLCA
C 3aBoja C npeaBapuTesibHON KasiMbpoBKOW M cepTUdUKaToM, a MeAULMHCKOe YYpexaeHne [AO/MKHO WMMETb
nporpaMMmy TeKyLUMX MPOBEpPOK, 4YTOObl 0becneunTb Haanexaiime napameTpbl TEPMOCKIenBaHua Ans coeau-
HSeMbIX MOBEPXHOCTEN. Kpome TOro, nosb3oBaTesib AO/MKEH NPOWTU MOAFOTOBKY, Kak NpaBwubHO paboTtatb C
YCTPOICTBOM [i/11 CBap1BaHUS.

Cnepyolime acnekTbl atTectaumu 1Q yumTbIBAIOT YCMOBUSI OKpYXalolleid cpefbl, Takme Kak uuctora no-
MeLLeHNs. TemnepaTtypa, BaXHOCTb; [AOKYMEHTMPOBaHHble/AelCcTByOWMe MEeTOAMKM O0ByyYeHWs; ChpaBOYHUKM
N MHCTPYKLMK MO 3KCnayaTaumm.

Heobxoaumo paccMOTpeTh cneayroLue Bonpochl;

a) OnpegeneHbl NN KpUTUYECKME MapamMeTpbl npouecca (Hanpumep, Takue Kak Temnepartypa,
KOHTaKT-
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HOe AaBfneHve 1 BpeMs TepMockieneaHus/naysbl)?
MpumeuaHne 1 — [Mpu MCNOMBb30BaHMM pPOTALMOHHOIO TEPMOCBapO4YHOrO OGOpYyAOBaHUA Bpems nay3bl 0O6bIY-
HO BbIpaXaeTCA uYepe3 CKOPOCTb cBapuBaHus (T. €. METPOB B MUHYTY). Ecrbl ncnonb3syerca repmocBapoyHoe oGopyaoBa-
HUe 4YesIloCTHOro Tuna, To BpemMsa nay3bl — 3TO BpeMs, B Te4eHne XOTOporo Harpetblieé 3/IeMeHTbI (qemocm) HaxogAaTca B

COMKHYTOM COCTOSAHUM B KOHTaKTe CO cCBapuBaeMbliM MaTepuasiom.

b) OcHoBaHa N1 Temneparypa CBapuBaHWs Ha peKoMeHOauuax W3roToBUTENs npeaBapuTesibHO
cchop-

MUPOBaHHOW 6apbepHOl CUCTEMbI A4/18 CTepunmMsaunm?

C) OcHalleH M cBapouyHbIA annapatr CcuUcTeEMamMy KOHTPONS W MOHUTOPWMHIA  KPUTUYECKUX
napameTpoB

npouecca?

d) OcHalleH M CBapo4Hblii amnapar cucTemMamy CUrHanusauumv, npeaynpexaeHus  wuam

BblK/ltoHaTENEM
annapara Ha cny4aii npeBbIEeHMSA NPeaenoB KpMTUYECKMMU NapamMmeTpamm?
e) N3BECTHbI NN M NOHATHbI I TEXHUYEecKne TpeboBaHMs K CO34aBaeMblM COeAMHeHMAM (T. €.
LWwMpuHa
KOHKPETHOrO CBApOYHOrO LWBa. EC/IN 3TOT NapameTp perympyeTca HaLMoHaIbHbIMKW cTaHdapTamm)?
f) JocTynHbl M Ans nonb3oBaTtesieil  AOKYMEHTUPOBAHHbIE M1aHbl MO  NPOQINIAKTUYECKOMY
o6Cnyxn-
BaHWIO N O4NCTKE?
0) Bce nv nonb3oBateny NpoxogAaT NOArOTOBKY MO 3KCM/jlyaTtauun CBapO4YHOro o6opyaoBaHus u odhopMm-
NseTcs N1 370 AOKYMEHTaIbHO?
[ns BbInonHeHns aTTectauum 1Q pekomeHAyeTcs UCNo/1b30BaTb KOHTPOSIbHbIE JIACTHI.

MpumeuaHne 2 — KOHTpONbHbIe NUCTbI aTTecTauyuu iQ B npunoxeHun E. E.1. MOXHO wucnonb3oBaTb AnNA
[OKYMeHTaLumu.

3.3.2.7.2 ATTecTaums skcnayatauum (onepaymoHHas ksanmdukaums 0OQ)

OnanasoH Temneparyp cBapku, KOTOpble MpegnonaraeT WUCNonb3oBaTb MeAMLMHCKOEe y4ypexaeHue,
onpedensieT camo y4ypexgaeHue, nosb3yscb WHOpMaumeli, NpeaoCTaB/IEHHON W3rotoenTesneM 6GapbepHoi
CUCTEMbI A/18 CTepunM3aunm n n3rotoButeniemMm o60pyaoBaHus Ans TepmMocBapku.

M3roToButens npeaBapuTenibHO COPMUPOBAHHON 6GapbepHOW cuUCTeMbl ANns  cTepuaM3aunm  06bIYHO
[aeT BEPXHIOK N HWXHIOK rpaHuLy AnanasoHa, npy onpeaeneHHoM AaBieHun U BpeMeHU naysbl.

M3rotoBuTeNb CBapO4YHOrO 060pYy[OBaHUA OObIMHO nNpefocTaBNsAeT WH(oOpMaUMI0 O MOHUTOPUHIE Kpu-
1uuecknx napamMmeTpoB.

KoHTakTHOe gaBreHne un BpeMsi cBapku/may3bl 00bIYHO MpeAcTaBfieHbl B ONPeAesieHHOM AuanasoHe WK3-
rotoBuTenem 060pygoBaHUsS Ansi TEPMOCBapPKW. U BaXXHO 06ecneunTb BO3MOXHOCTb [OCTMXKEHUS annapaTom
npenenoB, PeKOMEeHAOBaHHbIX W3roToBMTENEM NpeABapuTe/bHO CHOPMUPOBAHHON 6GapbepHoit cUCTeMbl Ans
cTepunusaumn. B ycnoBusix akcnayatauum pasnnyHble 6apbepHbie CUCTEMbl MOTyT noTpeboBaTb pPasUyHbIX
Temneparyp cBapuBaHus.

C nomoLbio MpefocTaB/IEHHON WHGOPMaUUM MoMb3oBaTe/lb CBapuUBaeT OapbepHble CUCTEMbI ANA
cTepunnszauumn rnpu BEPXHEM W HWXKHEM nNpefefbHbIX 3Ha4YeHUsX auanasoHa U OLeHUBAET KayecTBO MOJy-
YEHHbIX coeguHeHwnit. [epen NpPMMEHEHUEM creayeT MpoBEpPUTb Ha/iMuMe KasmbpoBKM CBapovyHOro 060-
pyAoBaHus.

Onepartopbl A0/MKHbI MPOWTX NOATOTOBKY M NPOBEPKY 3HAHMA NpoLecca TepMOCBapKy.

YnakoBKy cnefyetr cobupaTtb B COOTBETCTBUM C AOKYMEHTUPOBAHHLIMW WHCTPYKUMAMKU. Mpu cbopke yna-
KOBKM CriefyeT yumTbiBaTb C/yyali Hauxyalwei KoHdurypaumm (cm. npunoxeHue H).

Heobxogumo ckienTb 06pasubl MpU KaXAOM BEPXHEM U HWKHEM NpPeAesibHOM 3HavyeHun puanasoHa
KpUTMYECKOro napameTpa W OUueHWUTb pesynbral. Ons Toro 4tobbl yTBEpPAMTL A8 paccMaTpyvBaemoro napa-
MeTpa npefenbHoe 3HadeHune, Heobxoaumo, 4TOObl Bce 06pasubl, CKNEEeHHble MNPy 3TOM 3Ha4YeHUW, MPOoLLIn
KpuTepumn npuemkn. Kputepum npuemMkmn ans CKNeeHHbIX 6apbepHbIX CUCTEM AN CTEPUNN3aLNM BKNKOYAOT:

a) LenbHOe K/1eeBoe CoeguHeHNe YCTaHOBNEHHOM LWNPUHbI:

b) OTCYTCTBME KaHa/10B W/ OTKPbITbIX LUBOB.

c) OTCYTCTBWE MPOKOJSIOB U HAAPbIBOB:

d) OTCYTCTBME MOPLLMH 1 CKNaAoK nonepek Lisa:

e) nocsne npeaycMOTPEHHOro npoLecca cTepumsanmmn oTCyTCTBUE pacC/oeHuss Matepuasna unm pas-

PbiBa BOJIOKOH MPW BCKPbITUN YNMakoBKN C oTcnamBaemo NOBEPXHOCTbID MOXET nomMellaTtb acenTnyeckomy
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Ecnv pons oueHnBaHWA KIeeBbIX COEAMHEHWI MCMOMb3YHTCA paspylualolime KCnbiTaHus, To Heobxoau-
MO NOATOTOBUTL HECKOMBbKO CEPUIA yNakoBaHHbIX U3Aennii Ha NnapaMeTp CKenBaHus.

UT06bl BbINOHUTL NPUBEAEHHbIE Bbille KPUTEPUM MNOC/e CTepuaM3aunv, MOXET noTpeboBaTbCs MUHK-
MasibHasi NPOYHOCTb K/ieeBOro coeauHeHus (Hanpumep. EH 868-5 ykasbiBaeT MWHMMasIbHOE OMOPHOE 3Ha-
yeHne 1.5 H Ha 15 MM Ana npoueccoB NapoBoi ctepunm3aumm n 1.2 H Ha 15 MM ana gpyrux npoueccos
cTepwamsaumun). Ecnn namepeHne MNpoYHOCTM KIEEeBOr0 COeAMHEHUs He npoBogutcs B xofde OQ. cyuwecTByeT
MOBLILLIEHHbIA PUCK HECOOTBETCTBUS MPUEMOYHBLIM KpuTepuam B Xxode PQ. uTo notpebyeT 3aHOBO BbIMOMHUTL
artectaymio OQ.

KauyecTBeHHble CBOWCTBa MPOBEPSIOT HA COOTBETCTBYIOLLENW cucTeme (Hanpumep, B Npojaxe UMeTcH
Habopbl NS UCNbITAHWUA Ha MPOHWKHOBEHWE KpacuTesns WAWM APYroro UHAMKaTopa LeloCTHOCTM K/1eeBoro co-
eQUHEHNs: cM. npunoxeHne A. A.7.3). PesynbTarbl JOKYMEHTUPYIOT.

MpumeyaHne 1 — WHAMKATOP LIE/IOCTHOCTU K/1€eBOTO COeAVHEHMs [AO/MKEH COCTOATb W3 TaKoro e matepua-
na. 4To M MOPUCTbI MaTepuan B nakete wunu pynoHe (Hanpumep. EH 888-3). Ecnn napameTpbl KayecTBa fOCTUraloTCA Npu
BEPXHEM N HWXKeM npefesibHbIX 3HAYEHWAX AuanasoHa, TO YCTAHOBOYHOE 3HayeHWe OGbLIYHO NeXUT nocepefuHe Mexay
ABYMA 3TUMW 3HavyeHuMAMU (Hanpumep, ecnnm HWKHee npegenbHoe 3HauyeHue = 170 *C. a BepxHee = 190 'C. To Temnepa-
Typa TepMockiienBaHus coctasut 180 'C).

MpumeuaHne 2 — KoOHTponbHbIA nuct OO 8 npunoxeHun E. E.1. MOXHO ucnonb3oBaTb ANl OnpepesieHus
Temnepatypbl TEPMOCK/IeMBaHUA.

3.3.2.7.3 ATTecTaums akcnsyatupyemoro o6opygoBaHusa  (akcnsyaTauMoHHas
KBasimdukauma PQ)
AtTtecTtauns PQ nokasbIBaeT, YTo Nnpouecc, BkIoyYas u 06opynosaHune, 1 oneparopa, nocsefosarTesibHO
Npou3BoaUT NpuemsieMble 6apbepHble CUCTEMBI /19 CTEPUIU3ALNM B 3aaHHbIX pabounx yCnoBusx.
Heobxogumo yyecTb cnegytoLlee:
a) oueHuBaHMe GapbepHON CUCTEMbI ANA CTepUIu3auuMv MNpoBOAAT MOC/E €ee CK/euBaHUst U CTepuu-
3auuu;

b) [OKYMeHTaumsa Ha napTuu, UCNoMb30BaHHble e XO4e BannAaumMOHHbIX uccnefoBaHuii, obpasyert
yacTb 3anuceii 0 Bamgaumn. iaeHtudpukaums naptum AomkHa BKIoYaTbh (HO 3TUM He OrpaHMuMBaTbCs)
ene*

Jytowee.

1) oneparopa;

2) Bpems 1 garty:

3) npouecc cTtepunnsauun, napameTpbl U YAC/IO LMKIIOB;

4) MCMOMb30BaHHbIE MaTepuasibl 6apbepHOoi cUCTEMbI A5 CTepUAn3aLmu;

5) coaepxnmoe 6apbepHOi CUCTEMbI A1 CTEPUNN3ALIUN;

6) 1cnonb3oBaHHOe 06opyaoBaHue 4515 TeEPMOCX/IeNBaHUS;

c) KasIMBPOBKY MCNbITaTebHOrO 060pyAOBaHMsA U annapaToB A4S TePMOCKIENBaHMUA NPOBEPSIOT C
no*

MOLLbIO MeToAa, PEKOMEHA0BAaHHOIO U3rotoBuTesieM. NpoBepKy OCYLLECTBAAIOT A0 Havana CKlenBaHus:
d) CKMenBaloT M oOueHMBalT 06pasupl. Bce o06pasubl AO/MKHbI COOTBETCTBOBATL MPUEMOYHbIM
KpuTepu-

AaMm. NHpopmaumio no o6bemy Bbl6opku cMm. B 3.3.2.2, nepeuuncneHune h).

UTO6bl BbINOSIHUTL NPUEMOYHbIE KPUTEPUM MNOC/e CcTepunusauum, MOXeT noTpeboBaTbCs MUHUMasbHas
NMPOYHOCTb KNEeBOro coeamHeHus (Hanpumep. EH 868-5 ykasblBaeT MMHUMMas/ibHOE OnopHoe 3HayeHune 1.5 H
Ha 15 MM Ans npoueccoB napoBoii ctepunusauun 1 1,2 H Ha 15 Mm ans gpyrmx npoueccoB cTepumsaumm).

Ecnn gns oueHMBaHUS KNEEBbIX COEAMHEHWIA UCMOMb3YKTCS paspyllalolimMe MUCMbiTaHus, TO Heobxoam-
MO MOAFOTOBUTb HECKO/IbKO CEPWil yNakoBaHHbIX 34N Ha NapameTp CKIenBaHus:

e) cnepyeT NOAroTOBUTL TPU NapTUM WA CEPUUN CKIEEHHbIX BapbepHbIX CUCTEM A1S CTepuUM3aumm;,
3TK

napTun BKAKOYHAKT MNOTEHUUWA/IbHO 3HAYMMble NUCTOYHUKU U3IMEHYUBOCTU, TaKMe KakK oneparop, Bpems
CYTOK,

mMatepuan (pasMep, WCTOYHWUK, KOHTpO/AMpyemas napTusi), COAEPXMMOe 6apbepHbIX CUcTeM A/
cTepunusa-

umn. CrnefyeTt Takke BK/IHOUUTb COAEPXMMOE YNakoBKW, KOTOpOe NpeAcTaBsieT Haubo/bLuyo npobnemy
(Han-
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Xyawmii cnyyai);

f)o6pasupl GapbepHOil cucTeMbl 4151 CTEPUIN3ALMKN CTEPUIM3YIOT, UCMOMb3ys MPOLECC CTepuamsaumu,

3apaHee onpefenieHHblil kak noaxoaawmii Ans AEeMOHCTpauMn NPUrogHoCT GapbepHoi cucTemsl A1s

cTepu-

nusauun. Tpyu naptum 06pasLoB nogsepratoT OAHOMY M TOMY e npoueccy crepunusauum Tpemst

oTAe/bHbIMU

LyKnamm, 4tobbl NPOLEMOHCTPMPOBATL BOCMNPOU3BOANMOCTb;

) 6apbepHble cucTeMbl A1 CTepuan3auMn OLeHMBAaOT Mocne crepunusauum u nocne Hauvbosee He-

6naronpusaTHOrO BapuaHTa YCnoBuii ObpalleHus, pacnpefeneHuss U XpaHeHusl, UCNoMb3ys KPUTEPUIA NpUEMKU
n3 arrectaumm OQ. Pe3ynstaTbl JOKyMeHTUPYOT. CM. Takke 3.2.3 n MCO 11607-1:2006, nyHKT 6.3.

MpumeuaHne — 18 JOKYMEHTaLUN MOXHO UCNONb30BaTb KOHTPOJIbHLIM NUCT ana PQ ns npunoxexus G, G.1.

33274 Camo3ak/ienBalowmecs nakeTbl WM 3ak/ieuBarowmecs C NOMOLLbH
NeHTHI
MpUTOMYTO HE peKoMeHAYeTCs MCNo/b30BaTb CaMo3ak/ienBatlolnecs Win 3ak/ienBarowmecs ¢ NoMoOLLbHo
NIeHTbl NakeTbl, ec/in nmeeTcsa obopyfoBaHue ANs Tepmo3ak/ieMBaHWs MNakeToB, COopka U 3akpbiTMe NakeToB
nognexar sanmgaumn, ecnu 3Tu npoueccbl npoucxogar (cMm. MCO 11607*2:2006. nognyHkT 5.1.1). Paccma-
TPMBalOT BCe COOTBETCTBYIOLIME 3/IEMEHTbLI U 3Tanbl Baaugauun, nogpobHo onucaHHble e NCO 11607-2:2006.
pa3gen 5.

3.3.2.8 Banmpgaums npouecca o6epTbiBaHUA (CKnadblBaHMe U 3akpbiTe 06epTkn AN
cTepunusaumm)
3.3.281 ATTecTauua MoHTaxa (ycTaHoBo4YHas kBanvdvkaums 10)

XoTa npouecc obepTbiBaHUA — 3TO B OCHOBHOM py4yHas paboTa, paccmarpvBaloT criefytolime acnekTbl
IQ: ycnoBusi OKpyxatoLleil cpefpl, HanpMMep YUCTOTY MOMELLEHWsl, TeMnepaTypy, BaXHOCTb; AOKYMEHTMPO-
BaHHOe/NpoBeAeHHOe 06yYeHNEe; MHCTPYKLMM UK CIPABOYHYIK MO 3KCMayaTaumu,

3.3.2.8.2 ATTecTauus akcnayaraumm (onepaumoHHas ksamgmnkaums OC)
JomkeH NMeTbCA AOKYMEHTUPOBaHHbI cNocob cOOPKM YNakoBOK. ITOT METOA, AO/MKEH YUUTbIBATb
3.2.2.3 1 3.2.2.6.3. PykoBoACTBO N0 COOpKE W 3aKpbITUIO OBEPTOUHLIX YNaKOBOK MOXHO MNOMYyYUTb Yy
N3roToBK-
Tens o6epTku.

Onepartopbl NPOXoAAT 06yUYEeHUE U UCTIbITAHUSA HA KOMMNETEHUMIO.

Cnocobbl cknagblBaHUSA BKOYAOT B €ebs NosyyeHve W3BUAUCTOTO NyTW ANS NPEnsATCTBUA MNPOXoxae-
HUA MUKPOOPraHn3moB (cM. npunoxexue C).

YnakoBkn cobupaloT B COOTBETCTBUM C [OKYMEHTUPOBAHHOIW npoleaypoil. HeobxoaMMO BKIKOUATL Hau-
6onee HebnaronpuATHbIA cnyyail KoHdwurypauum msgenus (cMm. npunoxeHve H). O6pasubl 3akpblBaroT/3akne-
MBalT W OLeHVBalT. Bce obpasubl JOMKHbI NPOATU KPUTEPUM NPUEMKU. PYKOBOACTBO MO 06GbEMY BblGOPKM
cm. B 3.3.2.2. nepeuncrnienne h). n npunoxenun L.

B 3aBMCMMOCTM OT METOAOB, WCMOMb3yeMbIX A1 OLEHKU 3aKpbITWUSA, TFOTOBAT HECKOSIbkO HabopoB Ha
napTuio.

BapbepHble CUCTEMbI A/1A CTEpPUNN3auMM OLEHMBAKT Ha LEMOCTHOCTb M Hag/iexallee 3akpbitne. Kpu*
Tepuu NpUemkM BK/IOHatoT {HO 3TUM HE OrpaHUYMBAaIOTCA) CreayloLLee:

a) HenpepbIBHOCTb U LIe/IOCTHOCTb KNEEBOro COeANHEHNS:

b) OTCYTCTBME KAHA/IOB U/IN OTKPbITLIX LLIBOB 1 3230p0B:

c) OTCYTCTBME NPOKO/IOB U HAAPbLIBOB:

d) OTCYTCTBUME PaCC/MOEHNs MaTepuaia unu pasaeneHnst npy BCKPbITUK:

e) pasBepTbiBAHNE WM BCKPbITUE [O/HKHO MPOAEMOHCTPUPOBATHL, UYTO GapbepHas cuctema asns
cTepu-

nmsauum cnoco6Ha obecneynTb acenTUUECKOE U3B/IeYEHNE COAEPXKUMOTO:
0 JoCTKEeHWE napaMeTpoB CTEPUIN3ALNN;
[) [OCTUXEHVE NapamMeTpOoB CYLLKMU.
KpoMe oueHVBaHUA 3aKpbITbIX GapbepHbIX CUCTEM [l CTepUIu3auynm HeobXOAMMO OTKPbITb YMaKOBKY
1 OLEHUTb Ha COOTBETCTBME AOKYMEHTUPOBAHHO NpoLeaype COopKU.

MpumMeyaHne — MOXHO UCNONb30€eWbKOHTPOLHBLIN NUcT OQ, NpuBeAEeHHbI B npunoxeHuu E. E.2.

3.3.2.8.3 ATTecTauus aKcnayarauum obopygoBaHuns (kBanudpmkaums
akcnnyarauum PQ)
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AtTecTtaums PQ nokasbiBaeT, 4To npouecc ob6epTbiBaHWS MOC/MefoBaTe/lbHO MPOU3BOAMT NpUemMsIeMble
6apbepHbIe CUCTEMbI /11 CTEPUIN3ALIMN B YCTAHOB/IEHHBLIX PaboUMX YCNOBUSIX:

a) OLleHVBaHVe 6apbepHOl cUCTEMbI 4151 CTEPUIM3ALMM NPOBOAAT NOc/e TOro, Kak OHa 3akpbiTa U
cTe-
pvn3oBaHa,;
b) [OKyMEHTaUMs Ha napTuun, UCNOMb30BaHHbIe B XOA4e BaNnAaLMOHHbIX UCCnefoBaHuli, obpasyet
yacTb 3anucein o Banugauun. MaeHTudukaumsa naptum Ao/mkHa BKAYaTh (HO 3TUM He OrpaHMy/BaTbCS)
cne-
aylouee.
1) oneparopa,;
2) Bpewms 1 aary;
3) npoLecc cTepuansaumm, napameTpbl U YNCO LMKIIOB,;
4) MCMNOMb30BaHHbIE MaTepuasibl 6apbepHoli cucTeMbl 415 CTepun3anmu;
5) MCMO/Ib30BaHHYIO JIEHTY A/151 CKIEMBAHUS;
6) coaepxvnmoe 6apbepHOl CUCTEMbI A1 CTEPUIN3ALIUN;
c) Tpy NapTum 06pasLoB CTEPUIN3YIOT C NOMOLLIbIO OAHOTO M TOrO Xe npouecca TpeMs oTAeNbHbIMU
LyKNamm, 4Tobbl NPOAEMOHCTPMPOBAaTL BOCNPOU3BOANMOCTb;
d) cnepyet cobpatb TPW NapTuUmM Uan Habopa 3aKpbITbIX GapbepPHbIX CUCTEM A5 CTEPUIM3aLMKN B CO-
OTBETCTBMU C [OKYMEHTUPOBAHHbLIMW MpouedypaMu MeOMUMHCKOro yuYpexaeHus. ITW Tpu naptum
BK/IOUAKOT
NOTEHLUMA/IbHO 3HA4YVMble WCTOYHMKM WM3MEHUYMBOCTW, TakMe Kak onepaTtop, BpPEMsS CYTOK, marepuasl
(paswvep,
WCTOYHWK, KOHTPONMpyemas napTtusi), CoAepxumoe GapbepHbiXx cCUCTEM Ansa ctepunmusaumun. Cnegyet
Takxe
BK/TIOUUTb COAEPXUMOE YNakoBKU, KOTOPOe NpeacTaBnseT Hanmbonbluyo npobnemy (Hanmxyawnii cnyyai).
Ecnn 6apbepHyto cuctemy Ans CTepuInsaumm MHOTOKPaTHOrO MPUMEHEHUSI NMOABEPralT cTepunmsauum

pas-

HbIMW MpoLEeccaMn WM MHOFOKPAaTHOM CTepunmusaummn, 4yTobbl AOCTUYL (PUHWLLHOW CTepuamsauuu,
Ba/Mgauus

[IO/XHa OXBaTblBaTb BCE MPOLECCHI B MOPSiAKE BbINOSIHEHUS. MOBTOPHOE WUCMOMb30BaHWE 6GapbepHbIX
cucTem

4Ns cTepunusaumn, npefHasHaveHHbIX AN OAHOKPATHOrO UCMO/b30BaHNUS HeAoNYyCTUMO;
e) obpasubl 2aknenBaloT/3aKpbiBaAOT M OLEeHUBaOT. Bce o6pasubl A0/MKHbI COOTBETCTBOBATb KPUTEPUAM
npvemMkun. PykoBOACTBO MO pasmepy BbI6opkn cM. B 3.3.2.2. nepeyncnexue h);
f) B 3aBMCMMOCTW OT METOA0B, UCMO/Ib3YEMbIX /15 OLLeHUBAHWS 3aKpbITUS, CleayeT NoAroToBUTb He-
CKOJTbKO HAbOpOB Ha NapTuio;
) 6apbepHble cucTembl A9 CTepuiusauuy OLEHMBAIOT Mnocfe cTepunusaumnm n nocne oxuaaembix
HavMeHee 6/1aronpuATHLIX YCM0BUI ObpalleHus, pacnpefeneHns U xXpaHeHus 40 MecTa WMCNoNb3oBaHus, UC-
nonb3ysa kputepun npuemkn n3 OQ. Pe3ynsrarbl JOKYMEHTUPYIOT.

MpumeuaHue — s AOKYyMEHTaLUN MOXHO UCMONb30BaTb KOHTPOJIbHBIM NUcT ans PO 13 npunoxeHus G, G.2.

3.3.29 Bannpaums npouecca nNOMeELWEHUSs B KOHTeHep (HamnonHeHve W 3akpbiTue
KOHTeliHepoB MHOro-
KpaTHOro npvMeHeHus)

NCO 11607-2 u paHHOe pPYKOBOACTBO paccMaTpuBaloT HamnoO/HEHWE W 3aKpbiTWe KOHTEeHepOoB MHOro-
KpaTHOro MCnonb30BaHWs; B TO Xe BPeMs He paccMaTprBaeTcs ouMcTka WavM obes3apaxuBaHue 3TUX KOHTew-
HepoB nepes MNOBTOPHbIM WCMOMb30BaHMEM. B peasibHOM 6GOMBHUYHOW CUTyauuW KOHTEliHEepbl MHOTOKpPaTHOro
MCMo/b30BaHMSA MNOABEpralT YCTAHOB/IEHHLIM W Ba/IMAMPOBAHHBLIM  MpoLieccam  ouncTku/obessapaxusaHns
nepej, HarosiHeHNeM 1 3aKpbITUEM.

Mpn BbINONHEHUM BaMJaLUMM MPOLECCOB, WCMNOMb3YIOLMX KOHTEiHEPbl MHOrMOKPaTHOro ucnosnb3oaa*
HUA. BaXHO Y6eAWUTbCA, UYTO WHCTPYKUMM W3rOTOBUTENSA BbINOMHAKOTCA U [JOKYMEHTUPYIOTCA O/15 KaXaoro
KOHTeiiHepa, WCMo/b30BaHHOMO B Banugauum {Hanpumep, COCTOSIHUE KOP3UHKW-BKNaApllla, Camoro KOHTe-
Hepau T 4.).

3.3.29.1 ATTecTtaumsa MoHTaxa
XOTA HanonHeHWe W 3aKkpbiTMe KOHTEMHEepOB — 3TO TUMMYHO pyyHas paboTa, paccMarTpuBaloT Takue
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acnekTbl 1Q: ycnoBua okpyxatolleli cpefbl, TakMe Kak 4yMcToTa MoMeLLeHWs, Temneparypa U BNaXHOCTb; AOKY-
MEHTUPOBaHHOE/BbLINOIHAEMOE 00y4deHue; pabouve WHCTPYKUMM WK CNpaBoYvHUKW. Ecnm ucnonb3yercs 060-
pynosaHue, 1o IO cnefyet BbINONHATL B cooTBeTcTBUM € MICO 11607-2:2006. nyHKT 5.2.

3.3.29.2 ATTecTauma akcnayarauumu

JomkHbl 6bITb paspaboTaHbl M AOKYMEHTa/IbHO OGIOPM/EHbI MpOoUeaypbl OLEHUBAHWUA NOBPEXAEHUN,
Hamnos/IHEHNS1 N 3aKpPbITUA KOHTENHepPOB. OTW MNpoueaypbl A0/MKHbI yunTbiBaTb 3.2.2.3 1 3.2.2.6.4. MNogpobHoe
onvcaHue cnepyet NosyyYnTb OT U3rOTOBUTENS.

OnepaTtopbl A0/MKHbI MPOATM MNOAFOTOBKY WM OLEHKY KomneTeHuun. SOP [o/KHbl ObiTb YTBEPXKAEHbI B
NMCbMEHHON hopme 40 Havasia aTTecTaunu.

KoHTeliHepbl NPOMbLIBAIOT M MPOBEPSIOT, 3arpyXaloT W 3aKpbiBalOT C MOMOLLbI0 CUCTEMbI KOHTPOSIS
BCKPbITUS B COOTBETCTBUM C MHCTPYKUUSMW W3rOTOBUTENS U AOKYMEHTMPOBAHHOW MpoLeaypoii MeauumMHCKOro
yupexgeHus. Mpu onpefeneHnn Wan BblbOpe COAEPXKMMOr0 3TUX KOHTEMHEepOB criefyeT BKUUTbL Hauxyn-
LWINA BapuaHT KoHcurypaumu, T. e. KOHTeliHep 3arpyxaloT B COOTBETCTBUM C Maccoli, 06bemMOM W maTtepua-
nom. Takke cnefyeT BKIOUUTL OGapbepHble CUCTEMbl ANS CTepunuMsauun, B KOTOPbIX NpoBefeHa 06blyHas
perynmpoBka, Hanpumep 3ameHa (OULTPOB OnepaTopoMm, Bce o6pasubl A0/MKHbI COOTBETCTBOBATb KPUTEPUSAM
npvemkn. Ona pykoBoAcTBa no ob6bemy Bbl6opkn cm. 3.3.2.2, nepeuncnenne h). Ana artectaumm OQ o6pasubl
MOXHO cO6vpaTb Ha OAHOKPATHYK OLEHKY WM NPOM3BOAMTL HECKOJSIbKO 3arpy30K B OAMH U TOT X€ KOHTeiHep,
B 3aBMCMMOCTU OT YC/IOBWIA WMCMO/Mb30BaHUS,, B 3aBWCMMOCTU OT UCMO/b3YEMbIX /11 OLEHKM 3aKpbITUS METo-
[0B VCMbITaHWA cnefyeT NoAroTOBUTL NO HECKO/IbKY HAOOPOB Ha NapTuko.

BapbepHble cuctemMbl ANs cTtepunusauun B cbope criefyeT OUeHMBaTb Ha LEeNOCTHOCTb CUCTEMbl U Haf-
nexallee 3akpbiTue. NpreMoYHble KPUTEPUU [O/DKHbI BK/IKOYATb, HO HE OrpaHMuMBaTbCs 3TMM, NPOBEPKY Crle-

aywoulero:
a) conpuKacatwLmnxcs MOBEPXHOCTEN KIEeBOr0 COeAMHEHWS WU KPOMOK CUCTEMbl KOHTEiHep —
KpbILLKa,
4TO6bI 06€CNEUNTL OTCYTCTBUE BMSATWH U CKOJIOB;
b) 4yTO6bl MexaHu3Mbl oukcaumm OUNLTPOB U KPenexHble MPUCrnocobneHns, Takue Kak BUHTbI Y
3aknen-
Kn. Ob11M 6e30nacHbl, 6e3 NEPEKOCOB N 3ayCeHLIEB;
c) 4TOObI NPeaoxXpaHNTeNIbHblE MeXaHN3Mbl (DYHKLIMOHMPOBaN HaAiexallym 06pasom;
d) YTO6bI He Obl/la HapyLleHa LeNoCTHOCTb ONILTPOBA/IbHON Cpesbl:
e) YTO6bI MPOKNAZKM BbININ TMOKMMU, HALEXHO 3aKpenieHHbIMK, 6e3 pa3pbIBOB 1 pa3pesos;

0 yTo6bI KNanaHbl paboTanu cBo6OAHO;
[) LEeNOCTHOCTM N HEMPEepPbIBHOCTU 3aKpbITUS;
h) OTCYTCTBMS MOBPEXAEHUA (DUNLTPOB, MEXAHWYECKMX 3SMEMEHTOB K/lanaHOB WAM HapyLUeHWUiA
nogauu
CTEpUNM3yIoLLEro cpeacTaa:
i) BO3MOXXHOCTW BCKPbITUS KOHTENHepa 6e3 NoBPeXaeHNst CO4EPXKMMOro:
j) UTOGbLI KOHTEHEP MOXHO 6bI10 BCKPbITb U U3B/EUYb COAEPXUMOE, He HapyLlas acenTuku:
k) Le/IOCTHOCTU 1 3(PhEKTUBHOCTM MEXAHU3MA KOHTPO/IS BCKPbITUS:
[)uTO6bLI NapameTpbl CTEpPUAN3aLMN BblN LOCTUTHYTHI;
T) UTO6bI NapamMeTpbl CYLLKM OblN 4OCTUMHYTHI.
B pgonosiHeHWe K OUeHWBaHWI0 6GapbepHbIX CUCTEM A1 CTepuIM3auMu PeKoOMeHAYeTCs OTKPbITb KOH-
TeliHepbl U OUEHUTb Ha COOTBETCTBME [OKYMEHTa&/IbHO NOATBEPXAEHHON YacTu npoueaypbl COOPKU: OUMCTKW,
KOHTPO/IA 1 3arpy3Ku.

MNpumMeyaHme — MOXHO UCNO/b30BaTb KOHTPO/bHBIV NUcT OQ U3 npunoxexus F. F.3.

3.3.293 ATTecTauus akcnayartauum obopynosaHus
WN3rotoButenb KOHTelHepa AO/MKeH NpeAcTaBUTb [oKas3aTeNbCTBa COBMECTMMOCTM KOHTeWHepa C ycTa-
HOB/MIEHHbIM NPOLECCOM CTepuaM3auMm ¥ CrocobHOCTM CTepUIM30BaHHOrO KOHTelHepa noggepxusarb CTe-
PUNBHOCTL CBOEr0 CcoAaepXuMmoro. ATTecTaums PQ [AEeMOHCTpMpYeT, 4YTO MpoLecC 3arpy3ku, HarosIHEHUS U
3aKpbITUA B 00653aTe/IbHOM Mopsifke COo34acT npuemniemyto 6apbepHylo cuctemy Afns crepunusaumm B ycTta-
HOBJIEHHbIX YCMOBUSAX 3KCNyaTauum.
Mocne TOro Kak 6apbepHas cuctemMa O CTepuv3auMu 3akpbliTa U CTepunIn3oBaHa, pekoMeHayeTcs
NPOBECTMN ee OLEeHKY. Mpu 3TOM HEOBXOAMMO PacCcMOTPETL CreaytoLlee:
a) [OKyMEHTaUMs Ha NapTuio 418 NapTuid, MCNONb30BaHHbIX BO BPpEMS Ba/MAALMOHHBIX NCCea0Ba-
HWIA. JOo/mkHa OblTb BKAKOYEHA B 3anMcu O Banugauuun. VgeHTudmkauus naptum BkIYaeT (He

7


http://WWW.BREMAN.RU/

MocTaBKa U PEMOHT MeULUHCKOro 060pyaoBaHus

@ «MEAVNAHA» OO0, [ WWW.BREMAN.RU]
BREMAN CaHkT-INeTepobypr, yn. Mapwana Tyxa4eBCcKoro 22
medical equipment +7 (812) 336-54-66, 8-800-333-06-39

orpaH1M4nBasChb

3TUM) criegytoLiee:

1) noeHTUgUuKaLmio oneparopa;

2) Aaty v Bpemsi:

3) npoLecc crepunusauum, napameTpbl U YUCNO LUKIIOB;

4) MaTtepuasibl UICNOJSIb30BaHHOW 6GapbepPHOI CUCTEMBI AJ151 CTepUIn3aunm;

5) MCNOJIb3YEMYIO0 CUCTEMY KOHTPOJIS BCKPbITUS;

6) coAepXrmoe 6apbepHoit cUCTEMbI ANS CTepUIM3aLmu;

b) B COOTBETCTBUM C [JOKYMEHTMPOBAHHLIMU UHCTPYKUMAMU MEAMLMHCKOTO yupexaeHus cobuparot

Tp®

napTum U Habopa 3aKkpbITbiX 6apbEPHLIX CUCTEM ANt CTEPUAN3ALMN. DTW TPU NAPTUM AO/MKHbI BK/OUYATb
NOTEHUMaSIbHBI 3HAUYMMBbIA UCTOUHMK WM3MEHUYMBOCTW, TakKoW Kak onepatop, BpemMs CyToK, MaTtepua

(paswvep,

WCTOYHUK, KOHTPO/IbHAsA NapTusi), CoaepXxmnmoe 6apbepHoli cucTeMbl oS cTepunmsaumm. PekomeHayeTcs
nc-

nosb30oBaTb COAEPXUMOE, KOTOpOe MpeacTaBsieT Hambonblme npobnembl (Hanxyawwuii cnydai). Ecnm
ogHa

N Ta Xe bGapbepHas cuctema ANs cTepunusauuy npegnonaraetcs AAs UCMNONb30BaHWSA B Pas/ivyHbIX
npouec-

cax cTepumsaumu, kaxaas NoanexunT sasimaaunm.

C) BCe obpasLbl J0/MKHbI COOTBETCTBOBATL KPUTEPUAM MPUEMKU. B OTHOWEHUNM pa3mepa Bbl6OPKM
cm. 3.3.2.2. nepeuncnexue h):

d) 6apbepHble cUCTEMbl A1 CTepunusauun crefyeT OULEHUTb Toc/e NPOXOXAEHUA npouecca
cTepuiu-

3aumMM 1 nocne Hamxygllero BapuaHTa obpalleHus, pacnpefeneHus M ycroBuii XpaHeHus BhOTb [0
mMecTa

NCMosb30BaHusA, Mo Kputepuam npuvemkn n3 OQ. Kpome kputepumeB npuemkn n3 OQ copepxmmoe
oLeHuBaroT

nocne ctepunusaumu, 4tobbl o6ecneynTb AOCTATOUHYHO CYLLKY Noc/e npouecca napoBoi CTepunnsaumm:
e) Tpu napTum o6pasLoB NoABepralT O4UHAKOBOMY NPOLECCY CTepUnn3aumm B Tpex pasHbixX Uukiax,

4T06bI NPOAEMOHCTPUPOBATL BOCMPOV3BOAMMOCTD;
O Bce pe3y/bTaThl OLEHNBAHNS JOKYMEHTUPYIOT.

MpumMeyaHne — AnA AOKYMEHTMPOBAHUA MOXHO MCMO/Ib30BaTb KOHTPO/bHBLIA NUCT PQ 13 npunoxexus G. G.3:
4) B Cniyyae BbISIBNEHWUS HapylleHwWii B ynakoBKe cfieayeT MpoBecTU paccriefoBaHue ANs UAeHTUMKa-
LM OCHOBHOM NPUYMHbLI 3TOTO (CM. NpunoxeHue R).
3.4 CuncTtema KayecTBa

NCO 11607-1:2006. nyHKT 4.2, 1 NCO 11607-2:2006, nyHKT 4.2, TPebyloT BHeApeHus oduumanbHo
CUCTEeMbl Ka4ecTBa, HO He Aat0T AOMOHUTESbHBIX YKa3aHWi.

4 PykoBoacTBO A1 NPOMbILWIEHHOCTU

4.1 OO6Lee pyKoBOACTBO

41.1 Cucrtembl KavyecTBa

41.1.1 MpumeHeHne MCO 11607-1 cnepyeT OCYWECTBMATb B paMKkax OguUUMasibHON
CUCTEMbI (ob6ecne-
yeHus) kadectBa (MCO 11607-1:2006. nyHKT 4.2).

4.1.1.2 KpuTuyeckum 31eMeHTOM 3TOl  CUCTEMbl KauecTBa SBASETCS  KOHTPOsb
NPOEeKTNPOBaHMS. Mpo-
Luefypbl KOHTPONA MPOEKTUPOBaHWA MpefHasHavyeHbl [A719 0b6ecneyeHns COOTBETCTBUSA
KOHCTPYKLMM ynakoBouy-
HOM cuctembl U NOGbIX MOAWMKALMIA WM NEepecMOTPOB MpoekTa YCTaHOB/EHHbIM
TpeboBaHUAM K KOHCTPYK-

umm NCO 11607-1:2006. noanyHKT 6.2.1.
JononHuTenbHylo UWHGOpMaLmMio No pa3paboTke YCTAHOB/IEHHbIX TPebOBaHU K KOHCTPYMPOBAHWUIO
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CM. B 4.3 1 NpUIOXeHNM J O MPOEKTHbIX 3aJaHusiX.
4.1.1.3 ApX1B MPOEKTHOI AOKYMEHTaLMW 06bIYHO COAEPXUT AOKYMEHTaLMIO O npolecce
pa3paboTkm yna-
KOBOYHOI CMCTEMbI U BCEX MOcneaHmx mogudbmkaumini nnn nepecmotpos (MCO 11607-1:2006.
NYyHKT 4.5 " noga-
NyHKT 6.2.5).
41.1.4 dyHaameHTaNlbHbIM TpeboBaHMEM OO/bLUMHCTBA CUCTEM KayecTBa SBMSETCH
MeHePKMEHT
pvicka. MpoBoAAT odmuMasibHbI aHann3 pucka, 4To6bl onpeaennTb BO3MOXHbIE OTKasbl,
KoTOopble MoryT
NPoOM30oiTK B NpoLecce ynakoBbiBaHWs, U UX BAWAHUE Ha 6e30MacHOCTb U 3PdEKTUBHOCTbL
MeAWLIMHCKOro
n3genus. KnwoyesbiM TpeboBaHMEM SBAAETCA MNPOEKTUPOBaHWE YNakOBOYHON CUCTEMbI C
YyUYeTOM ceefe-
HUA K MMHMMYMY OMacHOCTW [/1A nauueHTa 1 nosb3oBaTens B npepnonaraemMbiX YCr0oBUaAX
MCMOo/b30BaHNA
(cm. MCO 11607-1:2006, nognyHkT 6.1.1). WNCO 14971 onucbiBaeT TpeboBaHus W
NPUMEHNMOCTb OLIEHKN
pucka B pamkax 06n1acTi NpUMEHEeHUs MeAWUMHCKUX u3aennii. VIHCTpyMeHTbl npoBedeHust
aHanusa pucka
onvcaHbl a npunoxexHun K.
41.1.5 [NnA ccbiNoK Ha periaMeHTHble OorpaHuyeHusi, KOHTPO/b MNPOEKTUPOBaHUA U
acnekTbl CUCTEMBI

KayecTtBa CM. npusioxeHune N.
4.1.2 MeTogpl UCNbITAHWI

NCO 11607-1 n NCO 11607*2 TpebyloT BanaMpoeaTb BCE METOAbl WCMbITaHWS, MCNOMb3ylolmMecs ANs
JEeMOHCTpauMm COOTBETCTBUSA HaCToALWEeMY cTaHAapTy (cm. npunoxeHue O). Ons pykoBoAcTBa Mo Tpebosa-
HUSAM K MeTogaM WCMbITaHWiA, onucaHHbiM B MCO 11607*1 n MCO 11607*2. cMm. npunoxeHue A gaHHoOro go*
KyMeHTa.

MeToapl UCMbITaHUA, KOTOPble MNOABEPININCE CUCTEMATUYECKMM  MeXNabopaTtopHbIM  UCC/Ief0BaHUAM,
ABMAIOTCA NPeAnoYTUTENbHBIMU, MNOCKOMNbKY oOnpedesieHbl UX MNOBTOPSAEMOCTb (CXOAMMOCTL), BOCMPOW3BOAN-
MOCTb U B HEKOTOPbIX C/yyasix YyBCTBUTENbHOCTb. [Mpu BHEAPEHUU TakMxX METOAO0B B KOHKPETHYK naboparto-
pui0 BaXXHO NPOAEMOHCTPUPOBATb, YTO TOYHOCTb M MOBTOPSEMOCTb MeTofa MO KpaiHei Mepe He Xyxe BOcC-
NpoV3BOAMMOCTM N3 MEXTabopPaTOPHbIX NCCEA0BaHWIA.

MOXHO MCNO/b30BaTb METOAbl MCMbITAHWIA, pa3paboTaHHble He3aBMCUMO WM MO Hay4yHOW nuTepatype.
B TO e Bpems BaxHO onpeaenuTb, HACKO/IbKO pa3paboTaHHbli MeToA YAOBNETBOPSET Tpebyemoli YyBCTBM-
TENbHOCTUW. & TOYHOCTb U MOBTOPAEMOCTb YA0BETBOPANN NPeABapuTe/lbHO onpesenieHHbIM KpUTepusim.

4.1.3 OTt60p npob

MnaHbl BbIGOPOYHOrO KOHTPONSA criefyeT MPUMEHATb K YNakoBOYHbIM CUCTEMaM, OTpadKalowMM pPUCKO-
YCTOMYMBOCTb, W OCHOBbIBATbCA Ha CTaTUCTMYECKM [OCTOBEPHOM 060CHOBaHuM (MCO 11607-1:2006.
NyHKT 4.3). Cm. 4.8.2 1 npunoxenue 1.1.4. ons AONOAHWUTENLHON MHopMaLmn.

4.2 TIpoekTHble 3aaHusa

Mepen Tem Kak paccMaTrpuBaTb MaTepuasnbl W/WAW KOHCTPYKUMIO YNaKOBOYHOW cCUCTEMbI, criegyeT pas-
paboTaTb KOMMAEKT MPOEKTHbIX 3agaHuin (MCO 11607-1:2006. noanyHKTbl 6.2.2 u 6.2.3). OHM GyayT MCMNO/b-
30BaHbI MpU OLEHNBAHMN MaTepuanoB U/MnU KOHCTPYKLMK.

MpoekTHble 3afaHua 6yayT OoTpaxarb MOTPEeOHOCTM Mnonb3oBaTens. dTa UHdopmauus B6yaeT noctynatb
OT nonb3oBaTenieil M KacaTbCA TEXHUYECKUX, NPOU3BOACTBEHHbIX, MAPKETUHIOBbIX, PEr/IaMEHTHbIX W APYrux
BOMPOCOB. HekoTopble npvMepbl MPOEKTHbIX 3afaHuii NPeacTaBNsAlT OCOBGEHHOCTU MEAULMHCKUX U3faenwi,
TpeboBaHUS K 3aluTe MeULMHCKUX W3LENuiA, KOHUIypauuio MNpoAaXHbIX efuHWL, MpoLecc cTepunmsauuu,
pacnpegenenue, obpauieHme n cpegy ucnosnb3osaHuns (MCO 11607*1:2006. nyHKTbI 6.1 1 6.2).

MpumeuaHme — PyKoBOACTBO MO pa3paboTKe NPOEKTHbIX 3afaHuii CM. B NMPUIOXEHUN J.

4.3 BbIbOp 1 OUeHMBaHNE MaTepuasios

MpumeyaHne — NHdopmMayuio nNo 3TMmM TeMaM MOXHO HaliT B NpuioxeHuu A

4.3.1 PykoBoacTBo no TpeboBaHusaM K ctepunusaumm (MCO 11607-1:2006, nognyHKT 5.1.6,
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yncnerwe f), n nyHkT 5.3]

Mpn oueHVBaHUN XapakTepuCTUK MaTtepuana, VMMewLWuX 3HavyeHve A8 MeOVLUHCKOro u3genus, npo-
Luecca M KOHEYHOrO WCNOMb30BaHWS, BaXHO MOMHUTb, YTO MaTepuas JO/KeH o06nafaTb XapakTepucTuKamu,
noaxoadawmMy Ana npouecca crepuavsaumm (Hanpumep, MOPUCTOCTBbIO AN CTepunmsauun rasom), a Takke
CNOCOGHOCTLIO BbIAEPXMBATL YCMOBMA Mpouecca crepuiusaumun. LonofHuTeNbHY WHGOopMauuio no crepu-
NM3aumm cM. B NPUIOXKEHNM 8.

4.3.2 PykoBoacTBO no TpeboBaHusM K 6e3onacHocTn (MC011607-1:2006. nognyHkTel 5.1.5 1
5.1.6)

Mpu BbIGOpe MaTepuanoB AN 6GapbepHO cucTeMbl ANS CTepuaM3aumy CyuwlecTByloT 6as3oBble Tpebo-
BaHMSA K 6e30MacHOCTW, KOTOpble [O/MKHbl BbINOMHATLCA. VICTOPUSA NPOUCXOXAEHUS U MPOCEXMBAEMOCTb
MaTepuasioB [O/KHbl OblTb W3BECTHbI M NcA KOHTponeM. CnefyeT OUEHWTb XMMUueckue cBolicTBa. Cioga
06bIYHO BXOAAT TOKCUYHOCTb M OLEHKa BO3MOXHbIX XMMWUYECKMX B3aUMOAENCTBUA MeXay maTepuasioMm u Me-
OVUMHCKUM u3genveM. YacTo crofa BK/IYaKT UCMbITAHWA Ha MNPUCYTCTBME TOKCUMYHBLIX TSXEsbIX MeTaslsioB.
JononHUTeNbHY0 NHAOPMaLUo CM. B MPUNIOXeHNN A.

4.3.3 PykoBoAcTBO Mo TpeboBaHuAM K 3awmTte (ctepunbHocTn) (MCO 11607-1:2006, nognyH-
KTbl 5.1.4 n 5.1.6)

TpeboBaHNS K 3aluTe CTEPUNBHOCTY MEAMUUMHCKOrO W3fenns U BblbpaHHbIA MeToh cTepuausauum no-
MOryT onpeaenuTb NoAxoAslwme marepuanbl A1 6apbepHoii M yNnakoBOYHOW cUCTeM. MOXHO MCNonb30BaThb
pas3nnyHble MeToAbl A/ OLEHKM XapakTepuCTMK MaTtepuasioB M 6Gapbepa WM YPOBHEW 3aluTtbl, TPebyeMbiX
ANna  3aWwnTbl (CTEPUBHOCTM) MEAMUMHCKOTO M3Aenus. HekoTopble paccMaTpuBaeMble CBOMCTBA BK/HOYAKOT
MOPUCTOCTb, MUKPOOHLIN Hapbep, BMaXHOCTb BO3gyxa (KMCNopoda), coaepxaHuwe Bnarvw, Temnepatrypy u cse-
TonponyckaHue. 3TV CBOMCTBA ONu1caHbl B pasgene no 6apbepam npunoxeHuns A.

4.3.4 PyKoBOACTBO N0 Tpe60BaHMAM K BO3MOXHOCTU BU3Ya/TIbHOTO KOHTPO/IA Y BHELUHEMY BUAY

TpeboBaHNSA K BOSMOXHOCTU BM3yaslbHOr0 KOHTPO/S U BHELLUHEMY BUAY, eC/v NPUMEHSoTCS, 6yayT
onpefenaTbCsA Xefaemol 3CTETUKOW (Hanpumep, GapbepHas cucTemMa ANns CTepunusauuy C SHUEeBOW wau
MaToBOl MNOBEPXHOCTbLIO), MOAXOAOM K 3TMKETMPOBaHWIO (Hanpumep, BCTaBMEHHAs BHYTPb 3TUKETKA MOXET
notpeboBaTb XOpOLLEA NPO3pPayYHOCTVM OGapbepHO CUCTEMBbI ANA CTEpUAMU3aUMU) W XenaHuem BuaeTb (Mnw.
HaobopOoT, CKPbITb) M3Aenue. PaccMaTpuBaloT 3aMyTHEHHOCTb, 6/1eCK, HEenpo3pavyHOCTb, MNPO3pPAYHOCTb. J[o»
NOSTHUTESbHYIO0 MHPOPMALLMIO CM. B NPUIOXEHUN A.

4.3.5 PykoBOoACTBO No TpeboBaHus K manyeckum ceoiicteam (MCO 11607*1:2006. NOANYHKTbI
5.1.6, nepeuncnenue c), 5.1.7, nepeuncneHue e), n 6.3.2]

BapbepHasa cuctema Ans crepunusauum JosbkHa obnafjatb CNOCOGHOCTbIO 3alumiliaTb CTepUsIbHOCTb
MeAVLMHCKOTO un3genuns, ero apdekTMBHOCTb W/MUNN (DYHKUMOHANBHOCTE [0 MOMEHTa MWCNO/b30BaHuA. Tpex
60aaHns K pm3nyeckum CBOMCTBaM 6GapbepHOil CUCTEMbI AN CTepuaMsauun WamM npegsapuTenibHo cdop-
MWpPOBaHHOI 6GapbepHOl CUCTeMbl ANS CTepunusaumm 6yayT 3aBMceTb OT MacChl M Npodhuns coaepXxumoro,
TUMNa 3alyTHON ynakoBkW (ecnn NpUMEHSIETCS), YC/I0BWIA XpaHeHUs U cuUCTeMbl pacnpegeneHuns. CylecTsyroT
hakTopbl, KOTOpPble BAWSIOT Ha XapaKTepucTuku Matepuana. lMpumepbl BKIOYAKT COMPOTUB/IEHWE MPOKOSY,
UCTUPaHUIO U paspbiBy, MPOYHOCTb HA U3rM6, TOLIMHY M OCHOBHYK Maccy. 3Tu (hakTopbl NOAPOOGHO OnucaHbl B
npunoxeHun A. MeToAbl OLEHMBaHWSA (DM3NYECKUX CBOWCTB XapakTepu3ylT MaTtepuas, HO Mpy 3TOM He MOryT
HanpsiMyt0 CMpOrHO3MpPOBaTh XapakTepUCTUKU TOTOBOW 6GapbepHOi cuUcCTeMbl ANS CTEPUIM3auuy, M 3a4acTylo
TpebyeTcs [OMNOSHUTENbHAA OLEHKa, Takas Kak fabopaTopHble WCMbITAHUS XapakTepucTWK Mogenu ynako-
BOYHOW CUCTEMbI, YTOObl OLEHUTb XapakTePUCTUKM MaTepuasioB 4151 6apbepHOil CUCTeEMbl OaA CTepuansaumu
Mna KOHKPETHOE MeAUUMHCKOE n3aenue.

4.3.6 PykoBoAcTBO Mno TpeboBaHusAM kK TepmocBapuBaemoctn (MCO 11607-1:2006, nognyH-
KTbl 5.1.6, nepeuncnenne d), n 5.1.8, nepeuncneHve e))

Kneesble coeiMHEHMA WCMbITLIBAIOT Ha NPOYHOCTb HA OTPbIB NPU PACTSHKEHWM U aHANIM3UPYIOT, HACKOSb-
KO nosyyeHHble pesynbTaTbl YAOB/ETBOPAIOT XenaTe/lbHOW MNPOYHOCTM K/IeeBOro coegvHeHus ans 6apbep-
HOli cucTembl ANs cTepunusauun. [pyrvne KpuTepum BKIOYAKT BO3MOXHOCTb BCKPbITUS MOCPEACTBOM CHATUSA
CNofA, BU3yasibHble KayecTBa K/1EeBOI0 COeAVHEeHVA W paspylleHue marepuana npu BCKpbITUW. KcnbitaHue
Ha pacTsKeHne K/1eeBOoro CoeAMHeHUs OObIYHO WUCMOSb3YIT Kak WHCTPYMEHT CKPWHUHIa (COPTUPOBKM), YTOObI
BblOpaTb COYETAHWs MaTepuasioB, a Takke A1 OLEHK/ TEepMOLUBOB [0 W nocne crepunmnsaumm. MOXHO uc-
nonb30BaTb pPsAf pas/IMuHbIX METOAO0B WCMbITaHWS Ha MPOYHOCTb KMeeBbiX coeduHeHuii. Cm. NCO 11607-1.
npunoxeHne 8. ASTM F86 onucbiBaeT psf 3TWX METOAOB W BK/IOYAET MHOPMAUMIO O BAUAHWW pasnnunii B
TEXHUKE WX UCNOJSTHEHNS.

4.3.7 PykoBoAcTBO No TpeboBaHuAM K o6bpaboTke (MCO 11607-1:2006, nognyHkTbl 5.1.2—
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MocKo/bKY ynakoBOYHble MaTepunasibl OLeHNBaT Ha COBMECTUMOCTb C 060pyA0BaHNEM U YC/TIOBUAMU
06paboTkn, HeObXO4UMO YAeNuTb BHUMaHWE npeaBapuTesibHO onpejeseHHbIM TpeboBaHuAM, KoTopble obe-
cneymBatoT nocsiefoBaTenibHoe U HafeXHoe MpoM3BOACTBO OapbepHbIX cucTeM AN cTepunusauun. O6wme
METOAbI, UCMOMb3YIOLLMECS A5 OUeHKM TpeboBaHuii K mpoueccy M YC/I0BUSM — 3TO U3MEpeHWe pasmMepos,
Koadpcpmuymenta TpebosaHus (COP), TepmocBapMBaeMoOCTM M MacCbl MOKPbITMA. Bonee nogpo6bHO OHU 06CYX-
JaloTca B NpUIoxeHnn A.

4.3.8 PykoBoAcCTBO Mo TpeboBaHuAM K neyatun (Mapkuposka) (MCO 11607-1:2006. nyHKT 5.4)

BaxHO MMeTb B B1AY 0COGEHHOCTM YNAKOBOYHbIX MaTeprasioB Npy NPOEKTMPOoBaHMKn nevatu. Pasmepsbl
CTUNN WPUPTOB MOryT He MOAXOAMTb K KOHKPETHbIM MaTepuanam, Takke crneayeT pacCMOTPeTb LBET Kpacku,
pacrnonoxeHve rpadukn 1 konvposaHue. py oueHMBaHMU HOBbLIX NOBEPXHOCTEN Mo MapKMpoBKYy Heobxoau-
MO y4MTblBaTb CMOCOBHOCTb K meyatn. CBONCTBa TMNOrpadpckoli Kpacky AOMKHbI rapaHTMpoBaTb (OU3NYECKYHO
N XUMWUYECKYI0 CTOWKOCTb K Pa3fOXEHWI0 U CoXpaHeHue (yHKLUUM HameyaTaHHbIX WHAMKATOPOB npouecca AN
npegnonaraeMoro BO3[eiCTBUA WM NpoLEeccoB cTepunusaumn. Cnegyet obaymarb, Korfa HaHOCUTbL rpadu-
yeckyl nedatb — A0 W/WMAM nocne PoOpMUPOBaHUA, YTOObI rapaHTUPOBaTb, YTO BHELUHWIA BUA rpaduvku cylle-
CTBEHHO He nocTpajaeT W HaHeceHHas WHAOpPMaLus He npeBpaTtuTCA B HeumTabesbHyt. [OoMoNHUTENbHYIO
MHOPMALMIO MO OLIEHVMBaHMIO MaTepunanoB A/151 KOHKPETHbIX TPeboBaHuli K neyatn M. B NPUIoXKeHumn A.

4.3.9 PykoBOACTBO MO TpebOBaHUSAM K YMCTOTE WM Ha/muuio TBepgablx uvactuy (MCO 11607-
1:2006,
noanyHkT 5.1.7, nepeuncnexve d)]

B 06blyHble TpeboBaHUS K YACTOTE BXOAMUT OTCYTCTBME IPA3U, MbUIM, CMa3Ku U Apyrux opm 3arpsisHe-
HMA. YacTuubl MOTYT ObITb CAUMNWUMUCA WAWN PbIXIBIMA, UHOPOAHLIMU WM OT OCHOBHOIO marepuana. [ononHu-
TENbHYI0 MHAOPMaLMI0 MO YacTMuam CM. B NPUIoKeHuu A. Tpuemnemblii ypoBeHb 4acTul, MPUCYTCTBYHOLLNX
Ha Mmarepuane, OyaeT 3aBuceTb OT BblIOpaHHOro Matepvana. Pa3mep 4acTuu, 4acTo OLEeHMBAaKT MO KapTe
oueHku 3arpasHeHns (TAPPI Dirt Estimation Chart).

4.3.10 BsaumogeicTBme ynakoBbIBAEMOrO U34eNNs C yNakoBKOWA

Ha wvcnonb3oBaHve MeAUUMHCKOTO W3A4eNns MOryT MOB/UATL KECTKOCTb, JIUNKOCTb, Ob6ecuBeyvBaHue
marepuana v apyrue ero kayecrsa.

KOMMOHeHTbl 6GapbepHoil cucTemMbl AA8 CTepuausauMnm MOryT MUIpUpoBaTb B MeAULMHCKOE wusgenve
(BbIMbIBaEMbIE BELLECTBA) M B3aUMOAENCTBOBATb C €r0 KOMMOHEHTaMW, YTO MNPUBOAMT K He6naronpusiTHbIM
nocneacTeuaM. Takmm e 06pasom KOMMOHEHTbl MaTepuasioB MeUUMHCKOro u3fgenus Moryt MurpuposaTb B
YNaKOBOYHYO CUCTEMY U MPUBOAUTL K HEGNaronpusATHbIM NOCNeacTBUsAM. Heob6XOAUMMO OLEHWUTb PUCK U W3Y-
4YMTb COBMECTUMOCTb MO 06CTOATENLCTBAM.

4.4 TpoeKTnpoBaHue 6apbepHOli CUCTEMbI 4151 CTEPUIM3ALMUN U 3ALLUTHOI YNaKoBKU
(pa3paboTka ynakoBOYHOIR cUCTEMDbI)

4.4.1  KnoyeBble 3/1EMEHTHLI MPOeKTa

[nsa npoekTupoBaHua U pa3paboTku 6apbepHOli CUCTEMbI AN1S CTEPUIU3ALMN N 3aLUMTHOW YnakoBKM MUC-
Nosb3yT AOKYMEHTUPOBaHHbIe npoueaypbl (MCO 11607-1:2006. nognyHKT 6.2.1).

KnoueBbiM KOMMOHEHTOM MNpoLecca MPOeKTUPOBaHNSA YMakOBOYHON CUCTEMbI ABSATCA CO60p M OLeHKa
NPOeKTHbIX 3agaHuii (MCO 11607-1:2006. noanyHKTbl 6.2.2 n 6.2.3). KOTOpble NpeABapuTenibHO OblAK onuca-
Hbl B 4.3 1 npuaoxeHun J.

®PyHKUMIO pa3paboTkn ynakoBKU crieflyeT BKIHOUUTb B MPOLECC WU CUCTEMY KOHTPOSA NPOEKTUPOBAaHMUSA.
lMpouecc nNpoeKTMpOBaHWA YNakoBOYHOM CUCTEMbI A1 MEOVUMHCKOTO u3fenus, nognexawiero uUHULLIHON
cTepunusauum, crnefyet HauvHaTb Ha camoil paHHel cTagun obliero uukna paspadboTok 418 MeauLMHCKOro
nsgenus. BaxHO yyacTBoBaTb B npouecce pa3paboTkM MefMUMHCKOro u3fgenns M 4YeTko NOHMMAaTb BCE. YTO
KacaeTrcsi 3TOro MeAVLMHCKOTO M3Aenus, BK/IYas COOTBETCTBYIOLUME TEXHUYECKME YCMIOBUS Ha MeAMLUHCKOe
n3genve, CTepunnsaumio n Npon3BoACTBO.

MpoekTupoBaHue 6GapbepHO CUCTEMbl ANS1 CTEPUIM3auUM U 3alUTHON ynakoBkyM (T. €. YMakOBOYHOWA
CMCTEMbI) MOXHO OCYLLECTBUTb COBMECTHO C YMNakOBOYHbLIM npeanpusatueM. PYKOBOACTBO MO UCMO/b30BaHWIO
YNakoBOYHbIX NPEeANPUATAL CM. B NPUIOXeHUn P.

4.4.2  3Tanbl NPOEKTMPOBaHWSA YNaKOBOYHOW CUCTEMBI

4421 MpoekTMpoBaHve 6apbepHOi cUCTeMbI 418 CTepuan3aLmm
44211 Llenbto npouecca nNpoekTMpOoBaHWsS YNakoBKW sBASAKTCA 6GapbepHas
cuctema ans cTepunusa-

LMK, KOTopasi MO3BOJISAET CTEPUIN30BATL W NOAAEPXKMBATL CTEPUSILHOCTL MEAMLIMHCKOTO

1
1
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n3genus o mMecTa
MCNOMb30BaHUA WM  [AaTbl OKOHYaHUA CpoKa roAHOCTW, a Takxe u3B/eyeHne
MeAWLMHCKOro nsgenus, He Ha-
pyLiasi acenTukn B Mecte ucnonb3osaHusa (MCO 11607-1:2006. nyHkTbl 6.1 1 6.2).
4.4.2.1.2 BblGupaloT TMn 6apbepHOli CUCTEMBbI A4S CTepUAM3aumMmM 1 MaTepuaibi
KOHCTPYKLMK Ha oc-
HOBe [JaHHbIX (MPOEKTHbIX 3ajaHuii), cobpaHHbIX B MpoLecce yyacTus B paspaboTke
MeaMLIMHCKOro n3genvs.
Hwke cnepyloT TpaAuUMOHHbIE TUMbl GapbepHbIX CUCTEM AN cTepunmsauum 1 Tunbl
npeasaputenibHO cdhop-
MUPOBaHHbIX 6apbePHbIX CUCTEM A1 CTepUIM3aLnm:

a) npeaBapuTeNbHO CHOPMUPOBAHHbLIA NT0TOK C Kpbiwkon (MCO 11607-1:2006. npunoxexve A.

NyHKT A.3.2):

b) npegBapuTesnibHO cpopMmpoBaHHbIi nakeT (MCO 11607-1:2006. npunoxeHune A, nyHKT A.3.3);

c) npegsapuTesnbHO chopMUpPOBaHHBbIi naket ansa ctepunusauum (MCO 11607-1:2006. npunoxeHune

A.

nyHKT A.3.4);

d) npegBapuTesnibHO ChOpPMMPOBAHHbBIN MaKeT, 3aneyaTbiBaeMblii 3TUKETKOW, MEepPerHyToi nononam

(NCO 11607-1:2006, npunoxeHue A. nyHKT A.3.5);

e) KOHTeliHepPbl MHOTOKPATHOro ncnosb3oBaHus (MCO 11607-1:2006, npunoxeHue A. nyHKT A.3.12);

f) N30/1MpOBaHHble CBEPTKN C 3akpblTUeM mnssunmncToro npodunsa (MCO 11607-1:2006. npunoxeHue

A

NyHKT A.3.11);
A) Tpebyowme W3IroToB/EHUS 6GapbepPHOl CUCTEMbI A1 CTEPUIM3aLUKM U BbIMOJIHEHUS BCEX Kie-

€BbIX COeAVMHEHW — dopMupoeaHne/HanonHeHe/ckneMaaHe W 3ak/eMBaHMe Mo YeTbipeM CTOpoHaMm
(NCO 11607-1:2006, npunoxeHue A. nyHkTbl A.3.6 1 A.3.7).
4.4.2.1.3 YcTaHaBnMBaT N [OKYMEHTUPYIOT MaTepuasibl, pa3mMepbl, L0MYyCKU,
reoMeTpuio n dusnye-
CKMe XapaKTepuUCTUKM 6GapbepHoli cucTeMbl AN CTepuaM3aummM B COOTBETCTBMM C
npoweaypamu, npeaycmo-
TPEHHbIMY CUCTEMOI KayecTBa.
MpumeuaHne — HeoGXxo4MMO YCTaHOBUTb [AONYCKU, peaslbHble C TOYKM 3PEHUss BO3MOXHOCTEW MocTaBLuKa WU
ucnorb3yemMoro o6opygoBsaHus.
4422 [MpoeKkTUpoBaHue 3aLMTHON YNakoBKu
3awpmTHas ynakoBka obecneunmBaeT (OU3MYECKYHD 3aliMTy GapbepHOil cucTembl AN cTepunausauumn m ee
CcoflepPXXMMoro.

YcTaHaBNMBaOT U [AOKYMEHTMPYIOT MaTtepuasnbl, pasMepbl, TEOMETPUI0 U U3NYEeCcKMe XapaKTEPUCTUKU B
COOTBETCTBUM C NpoLiedypamu, NpeaycMOTPEHHbIMI CUCTEMOI KauecTsa.

4.4.2.3 [MpoToTMN yNnakoBOYHOW CUCTEMbI
a) Ecnn oueHka npowna ycnewHo, NepexofsaT K MpoBepKe TeXHWYECKOon peasim3yeMocTy
(ocywecTBu-
MOCTM NPOEKTA);
b) Ecnn  npoTtoTMn  yNakOBOYHON  CUCTEMbI  Hempuemaem, BO3BpallaloTcsa Ha  cTaguio
NPOEKTUPOBaHUSA.
I'IpumeanMe —_ PyKOBO,qCTBO no WUCNbITaHUAM peasInu3yeMoCTu TMNpPoeKTUpoBaHMA YNakKOBOYHbIX CUCTEM CM. B

npunoxexHun S. S2.

4.42.4T1po6nembl 3TUKETUPOBAHNWS A/151 NPOEKTUPOBAHMS YAaKOBOUHbLIX CUCTEM

MpumeuyaHne — TlpoekTupoBaHue U rpa(bwquKan neyarb 3TUKETOK ABNAKTCA KPUTUYECKMM MOMEHTOM WU
pr,qOEMKOVI AeATe/IbHOCTbIO MNMpU U3roToB/IEHMU MeAULNHCKUX MSAEHMVI. BocnpoussoaMmocTb A1 3afaHUA cofiepxaHus
3TUKETKN OGbIYHO 3aBUCUT He TO/IbKO OT yI'IaKOBO‘-IHOVI 6eraAbl UM MecTta UcnosHeHus. MapaHTupoBaHue, YTO YNakoBOY-
HaA cuctema cHaGXeHa ,U,Oﬂ)KHOVI MapKMpOBKOﬁ, OObIYHO /IEXUT Ha OTBETCTBEHHOCTU yl'laKOBO‘-IHOI7I 6pv|ra,qb| uwnn mecrta
UCNOJIHEeHUA.

44241 rotoBas cuctema MapKMpPOBKM [OS/HKHA OCTaBaTbCA HETPOHYTON U yaobountaemoin
BM/10Tb o
MecTa WCNonb3oBaHua (MeJUUMHCKOTO u3genus), OblTb COBMECcTMMa CO BCEMW Martepuaniamv 1
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npoteccamu

N He MepeHoCUTbCA Ha MeduUMHCKOoe u3fenive, He BCTynarb B peakumio C MeAuUMHCKUM U3fenuvem,

HapyLa-

IOLLYYIO NPaKTMYecKoe 3HauYeHue ynakoBOYHOWN CUCTEMBI.

44242 Onpepenstot, 6yaeT BbINOMHATLCA MapKUMPOBKA MeyaTbid  HEnocpeacTBEHHO Ha

YMNaKkoBOYHbIX

MaTtepuasiax uim npukpeneHnem sTUKeTKM (BUpKn) K ynakoBOYHOM CUCTEME.

44243 Ecnn ucnonb3yotcs 6upkn, HEO6XOAMMO YCTaHOBUTL pa3mepbl BbIPpe3aeMoro LBETHOrO

no-

CKyTa Ans 6upku, MaTepuasbl, MOKPbITUSA U KNew.

4.4.2.4.4 Ecnu  wucnonb3ywotca  6upkn, onpegenslT, rae  OydaeT  npousBefeHa  nevarb:

npeasapuTenbHO

WNN B MECTe NPON3BOACTBA U3LENVS.

4.4.2.45 YcTaHaBiMBaKT TUM neyatu. Tunbl nedyarn BK/AKYaT (HO 3TMM HEe OrpaHuyMBalOTCS)

nasep-

HYI0 NneYatb, CTPYIHYIO NevyaTb U TepMonepeHoc.

4.4.2.4.6 Mpn Heob6XoAMMOCTM yCTaHaB/IMBAKOT CUCTEMY MNeyaTh MNEepPEMEHHbIX AaHHbIX Ha

3TUKETKAX

ONA MegUUMHCKUX mn3genuii. MNepemeHHble JaHHble BK/YalT (HO STUM He OrpaHuyvMBaloTCcs) HOMep

napTuu

WSIN CEPUIAHBIA HOMEp, AaTy U3rOTOB/IEHUS U AATy OKOHYaHWSA CPOKa roAHOCTY.
4 4.2.4.7 BkNoyaloT B NPOEKT YNaKOBOYHOW CUCTEMbI MHCTPYKUMIO NO npumeHeHuio (IFU) n cnvcok nu-
TepaTtypbl Ha MegULUHCKOE n3aenue.

4.5 OueHka peann3yemMocTu npouecca ynakoBblBaHUA

MpumeyaHne — PeanusyeMocTb He sABnsAeTca Tpe6oBaHuem WCO 11607-1 wnam WNCO 11607-2. 3ToT pasgen
MCNoTb3yeTcA ANA OLEeHKU peanim3yeMocTy YNakoBOUYHOW CUCTEMBI.

45.1 Tpouecc npon3BoAcTBa 6apbepHO cUCTeMbI ANs cTepuansauun
OnpegensioT npouecc NpoM3BOACTBa A/18 BblGpaHHOW GapbepHOi cucTembl Ans ctepunusaumn. Paspa-
6aTbIBalOT TEXHOMOMMYECKYIO KapTy WM 6/10K-CXeMy npouecca W3roToBneHus. [MoKasbiBaloT Kaxayl CTaguio
npoLecca W3roTOB/IEHWS, 3arpy3ku, CKIeMBaHUS U YMakoBbiBaHUS. Ha kakAol cTaauy aHanv3unpyloT NoTeHuu-
aNbHble PUCKM OTKasa GapbepHOli CUCTEMbI A1 CTepuaM3aunm UAN ynakoBOYHON CUCTEMbI, @ TakKe WCTOYHUK
M3MEHUYMBOCTUN, KOTOPbI MOXET MpPUBECTU K MpobaemaM KadyectBa. OLEHMBAKT PUCKU, MPUHMMAIOT peLleHune
O BO3MOXHOCTSIX KOHTPONS WM MOBTOPHOrO MNPOEKTMPOBaHMSA Mpouecca ynakoBblBaHUS COOTBETCTBEHHO (415
pykoBoacTBa CM. npunoxeHne K). YkasblBaloT Marepuas ynakoBOYHOW CUCTEMbl U ABMXEHUE MEeOMLIMHCKOro
n3genus. PyKoBOoACTBO MO MOAPOGHOMY aHasiM3y CM. B MPUIoXeHun S. PyKOBOACTBO MO OMpefeneHuio napa-
MEeTpOoB npovecca cMm. B npunoxeHun O.
452 PyKOBOACTBO MO arTecTtauum MOHTaxa 060pyaoBaHus
OnpepgenstoT TpeboBaHus 1Q o06opyaoBaHUs A8 KakAo KoMbuHauuu annapart/ctagus. onpegeneHHol Ha
TEXHOOTMYECKO KapTe nnn 6nok-cxeme. Cm. MCO011607-2:2006. nyHKT 5.2 ans obcyxaeHns 1Q. a Takke 4.8.

a) Mpn 1cnonb3oBaHUM CyLLECTBYIOLLEr0 060pyA0BaHNA ONpeaensior, 6yaeT UCnosib30BaHO HOBOE
nnu

yxe pa6oTatoLiee 060pyL0BaHME U COOTBETCTBEHHO OLEHMBAKT Q.

b) Mpu MCcnonb30BaHUK HOBOTO 060pPYA0BaHMS BbINOMHSAOT Q.

4.5.3VicnbiTaHns ONbITHLIX 06pa3LoB
[Nnsa HavanbHOro 3KCnayartauMoHHOIO WCMbITAHUSA PEeKOMEeHAYEeTCA W3rOTOBUTH OfbITHYKO YMNakoBKy, Mo*
CKOJIbKY 3TO CHWXAET PUCK OTKasa B X04e Ba/mAaLmm npoLecca ynakoBbiBaHUS.
OnbITHble 06pa3ubl H6apbepHbIX CUCTEM [NA CTepunusauuu crnegyet U3rotaBnAuBaTtb, UCNOMAb3ys napa-
MeTpbl Mpouecca, KoTopble O6yAyT WCNOAb30BaTbCA B 3KCM/yaTauMOHHbIX WUCMbITaHUSAX 6apbepHO cUCTEMbI
4Ns cTepunusauunn.

4.6 OueHka peannm3yeMOoCTU NPOeKTUPOBaHNS 6apbepHOl CUCTEMbBI 415 CTepUIM3aLmm

4.6.106wue npobnemsl
4.6.1.1 3T0 TexHMyeckas OLUEHKA, B XOA4e KOTOpOoW bapbepHas cuctema gns crepunmnsaunm (Mam TOMbKO
€e OnbITHbI 06paseL, Ha 3TOM 3Tane} noABepraeTcs UCNbITaHWAM. Pe3ynbraTbl UCTbITAHUIA ONPeaensitoT,
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CTO-

UT N1 3anyckKaTtb NPOeKT.
4.6.1.2 C NOMOLLbI TaKMX UCMbITAHUI 0ObIYHO OLEHMBAIOT:

a) 3awmwaetr nM 6apbepHas cucTemMa Af1s CTepunusauum copepxaileecs B Heil MefuuMHCKoe
nsgenve

OT PU3MYECKOTO NOBPEXAEHNS:

b) BO3MOXHble B3aumMoAeincTBus Mexay 6apbepHOi cucTemMoil [Ansa cTepunauvsauumn u - ee

COAEPKMUMbBIM.
4.6.1.3 Torga kak 3TOT 3Tan 3a4acTyl) He AB/SIETCSA MOSHOLEHHOM Banugauueid, nonesHble ykasaHus
MOXHO HaWiTU B NPUMIOXEHWN |. onucbiBaloLWEeM cocTaB/eHne NPOTOKoNa BaavgaumMn CTepunsaunoHHOM
yna-

KOBKM (KOHEYHOW YNaKOBOYHOM CUCTEMDI).

4.6.2MeTop ucnbiTaHUa 6apbepHOi CUCTEMBI 418 CTEPUU3ALIMN

4.6.2.1 Wcnonb3yT OOKYMEHTMPOBAHHbIA MNAaH WUCMbITAHWA, BK/IHYAKOWMIA Mpowelne Bangaumo
mMeToabl ucnbitTaHnii (MCO 11607-1:2006. nognyHKT 6.3.2). CM. npunoxeHne A gNns AONONHUTENbHOM
WHpop-

MaLumn no MeTogam UCnbITaHNS.

4.6.2.2 3ITOT NAaH A0/MKEH BK/IOYaTb KpUTEPUN «NPOgEeHO — He NpoiaeHo».

4.6.2.3 WcnblTaHWsa 6apbepHbIX CUCTEM 1A CTepUNMU3aumun credyet npoBoauTb Ha obpasLax, CKOHCTPY-
MPOBAaHHbIX C YYETOM 3/IEMEHTOB Hauxyguwero ciaydas, ngeHtuduumposaHHoro B 4.6.3 (MCO 11607-
1:2006.

noAnyHKT 6.3.4).

4.6.2.4 O6pasubl cnegyetr NOABEPrHYTb AMHAMUYECKMM WUCMbITAHUSM, KOTOpble UMUTUMPYHOT OXuaae-
Myto cpesly pacnpenenerusn (MCO 11607-1:2006. nognyHKT 6.3.5).

4.6.3Hanxyawmii BapuaHT yC/ioB1S peannsyemMocT

MNpumeyaHve — [ononHUTeNIbHOe PYKOBOACTBO MO HauxyALlieMy BapuaHTy CM. B NpuioxeHum H.

UTo6bl NpaBu/IbHO ONpefenuTb peasin3yemMocTb, ONpeaensioT Hauxydwue YCMoBus WAM TO. YTO B [AaH-

HOIi TOUKe Mmpouecca CUMTAETCA HauxXy4wum cryyaeM, Ans psga akTopos, CBA3aHHbLIX C YNaKoOBOYHONW cucTe-
Moii. Ctoga BXOAUT (HO 3TUM HE OrpaHuMyMBaETCS) creaytollee:
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a) NPOU3BOACTBO GapbePHO CUCTEMBI 418 cTepunusaunn (MapameTpbl CKIeMBaHnsa U T. 4.};

b) npouecc cTepuamsaumn (NapameTpbl, YMCAO UMKNOB M T. A.): 0N HavasbHbIX UCMbITaHWUi
peanusye-

MOCTU CTepunsaums 06pasLoB MOXET He NOTpeboBaTbCS:

c) KOHdUrypaums oTrnpaBku: TpebyeTcss MOHMMaHUe, KakuMm 06pa3oM MeauLMHCKoe u3genve 6yaet
oT-

npaBNsATbCA NOTPebUTENHo:

d) obopygoBaHue Ans pacnpegeneHusi: TpebyeTcsi MOHMMaHue, Kakum 06pas3oM MeauLMHCKoe
nsgenue

6yLeT oTnpaBnATbLCA NOTPebuTento:

e) UcnbITaHWe CpoKa rogHOCT 0ObIYHO He TpebyeTcs Ha 3TOM 3Tane, 04HaKo MOXHO MCMO/b30BaTb

YCKOpPEHHOEe cTapeHue. VcnbiTaHne Ha YCKOPeHHOe cTapeHne No3BOoSET MMUTMPOBATb B/IMSIHNE BPEMEHM
Ha YnakoBOYHYI CUCTeMy, nofBepras MOSHOCTbIO 06PabOTaHHYH 3aLUMTHYIO YNakOBOUYHYH CUCTEMY
BO3aeli-

CTBMIO BbLICOKMX Temreparyp € KOHTposvpyemol cpege. PeanbHoe BpeMsi 0ObIYHO OLIEHMBAIOT,
npegnonaras,

YTO pas3noXeHue YMNakoBOYHbLIX MaTepuasioB MNPOUCXOAUT B COOTBETCTBUM C KWHETMKOM, OMMUCaHHOM
3aKOHOM

AppeHuyca O 3aBUCMMOCTU CKOPOCTU XMMUYECKOW peakumMm OT Temnepatypbl. [JonosHuTensHoe
pyKOBOACTBO

cM. B MCO 11607-1:2006. npunoxeHve B.

4.6.4CTaTyc yNnakoBOYHOV CUCTEMbI «MPUr0AHA — HENPUroAHa»

4.6.4.1 Tlo 3aBepLUeHUN UCNbITaHWA ONpeaensoT, YAOBNETBOPSET NN yNakoBOYHas cuctema npuemod-
HbIM KPUTEPUAM UCNbITAHUN PeasIn3yeMOoCTMU.

4.6.4.2 YnakoBo4yHas cucTeEMa NPOXOLUT WCMbITAHWE OCYLLECTBMMOCTU, €C/in YAO0B/IETBOPHAET KpuUTepu-
SIM. YCTAHOB/IEHHbLIM M/1IAHOM UCMbITaHNSA. TakuM 06pa3om ybexaatoTcs, YTO NpoekTupyemMas KOHCTPYKUMS
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6ypeT paboTtarb. HaunHaloT NOAroTOBKY K Banvjaumy YNakOBOYHOW CUCTEMbl, O6bIYHO MPOBOAUMON Ha
npo-
weawem sannaaLmio npoLecce Npon3BoacTsa, Kak B 4.7.

4.6.4.3 ECnu ynakoBouyHasi CUCTeMa He COOTBETCTBYET BCEM YCTAHOB/IEHHbIM B NjiaHe UCMbITaHUii Kpu-
TepusiM. BUA, OTKasa crieayeT onpeaenuTb U paccrefoBatb. CneayeT NpeanpuHsATL KOPPEKTUpYioLmne aeii-
CTBMS B OTHOWeEHUM 0TKasoB. Ctofa MOTyT BXOAMTb MEPECMOTP KOHLEMUMU U MOBTOPHOE UCMbITaHue
peanu-

3yeMoCTu. PYKOBOZACTBO Mo OnpeaesieHnto Bua 0Tkasa Y COOTBETCTBYHOLLETO KOPPEKTVPYIOLWEro AeicTBus
CM. B npuoxeHun R.

4.7 Ba/IMaauma npoLecca npovsBoAcTBa 6apbepHOI CUCTEMbI A1 CTepuan3aumum

Banupauusi 6apbepHOii cuCTEMbl A1 CTEPUMIM3aLMM 4YacTO O3Ha4vaeT BK/IOYEHWE [OMNOSHUTE/bHbIX
OYHKLMOHANIbHBIX 3/1EMEHTOB W3rOTOBUTENEM MEAVMLMHCKAX W3Aenuii WA ynakoBOYHbIMU MNPeanpUsaTUSMM
N MnocTaBLUMKaMWN ynakoBkW. 1A npefBapuTesibHO CIOPMUPOBAHHBIX GapbepHbIX CUCTEM ANA CTepunansauum
npoLecc ynakoBblBaHUA MeEAULMHCKOIO M34esMs 4acTo OrpaHuymMBaeTcA BkKnagplBaHWUEM W TEPMETUYHbIM 3a-
KpbITEM GapbepHOil cuctemMbl Ans cTtepunmusauun. 8 AaHHOM cflyvyae NpUMeHsieTcs MeTos «hopMupoBaHne —
HanosiHeHWe (BkNafblBaHWe MEAMUMHCKOTO u3fgenuns) — 3akieuBaHve». OObIYHO YMNakOBOYHOE npeanpuatuie
BbIMOSIHAET Ba/MAaumio hOpMMpoBaHus GapbepHO CUCTEMbl ANs CTEPUIM3ALUM U 3aKpbITUS MOCNe BKNabl-
BaHNA MeJULMHCKOro n3genus. PEKoMeHayeTca aHasim3npoBarth AaHHOoe pyKoBoACTBO BmecTe ¢ MCO 11607-2.

4.7.1 MNoarotoBka NMCbMEHHOrO MNPOTOKOMA BaMaaLmm npolecca
4.7.1.1 TpoTokon Banuauum MOXET OblTb HanucaH gns cemeicTBa bGapbepHbIX CUCTEM ANS CTepu-
nmsaumn. O6GOCHOBaHME AN onpefernieHns CeMelcTB  OueHMBaeMblx 6GapbepHbIX cuctem A
cTepunusaumm
[OO/MKHO NOATBEPXAATLCA OKYMEHTa/IbHO.
4.7.1.2 Yacto umerTcs UCTOPUYECKME faHHble Ha KOHKPETHbIE KOMOMHaLMK maTtepuanos. CnegyeT oue-
HATb 3TW  [JdaHHble, 4TOObl OnpefennuTb WX MNPUIOAHOCTL  ANA  ucnosb3osaHusA. O6GocHoBaHVe
OOKYMEHTUPYIOT.
4.7.1.3 [eaTenbHocTb 1Q He0O6X0AMMO CniaHMpoBaTb U OOPMUTL JOKYMEHTaslbHO. Ecnu attectaums
IQ npeaBapuTenbHO BbINOMHEHA 719 paccMaTpvMBaemMoro 06opyfoBaHus, aTy paboTy cneayer OUeHUTb,
yTo-
6bl onpefennTb, HaCcKo/IbKO OHa YA0B/EeTBOPAET NOTPEOHOCTAM TEKYLLEro MEPONPUATUA N0 Ba/MgaLmm.
4.7.1.4 [esatencHocTb OQ Heob6XO0AMMO ChnaHUpoBaTb W OOPMUTL [AOKYMeHTaslbHO. Heobxoanmo
noapo6bHO onucatb KpuTepun npuemMkn. Takme 3apaHee onpefeneHHble TpeboBaHWsa BK/IOYAKT pasMepsl,
NPOYHOCTb KIEeBOr0 COeAUHEHNS, LLEe/IOCTHOCTb K/1eeBOr0 CoeAMHEeHNsi, 0COBEHHOCTN BCKPLITUS U LLeN1oCT-
HOCTb Martepvasa.
4.7.1.5 [fesatenbHocTb PQ Heobxoaumo chnnaHmpoBaTb U 0OpMUTL AOKYMeHTaslbHo. Heobxoanmo
nogpo6bHo onucatb KpuTepumn npuemMkn. Takue 3apaHee onpegeneHHble TpeboBaHWA BK/IOUAOT pasMepbl,
NMPOYHOCTb K/IEEBOI0 COeANHEHNS, LLEe/IOCTHOCTL K/1eeBOr0 COeAMHEeHNs, 0COBEHHOCTN BCKPLITUA U LLeNoCT-
HOCTb Martepvasa.
4.7.1.6 TpoTokon BanupaLum npolecca AO0/MKeH ObiTb NpoaHaIM3MpoBaH U YTBEPXKAEH COOTBETCTBYIO-
LWMMM paboTHMKaMU.
4.7.2 BbINosiHEHME MeponpusATUiA No BaNMaLMmM, ONUCaHHbIX B NPOTOKONe
4.7.2.1 ATTecTtaumsi MOHTaXxa (eCnn He YAOBNETBOPWIM pe3ynbTaTbl NpeABapuTeNbHON paboTbl no Q)
(NCO 11607-2:2006. NyHKT 5.2)

ATTecTauus 1Q MOXeT BK/ouaTh criegyowme aencTems:
a) pa3paboTka MapLUpyTHOI KapTbl MOHTaXa:
* 0COBEHHOCTU KOHCTPYKLMN 060pYA0BaHUS;
- YC/I0BUSA MOHTaXa,;

« acrnekTbl 6e3onacHocTy;

- JoKymeHTauusa nocTaBLyMKa, NeyaTb, YepTeXxun u CNPaBoOvYHUKM;
- nepeyeHb 3anacHbIX YacTel;
b) noaTeepxaeHne paboTbl 060pyA0BaHNS B COOTBETCTBUUN C pacyeTHbLIMU NapameTpamu;
C) BbINOJIHEHME Ba/IMAALMN KOMIMBHOTEPHbLIX NMPOrpamMm:

<3) ycTaHOB/MEHNE YC0BUIA OKpYXatoLLeit cpeapl;

e) paspaboTka 1 yTBepXAeHMe TMMNOBbIX pabounx MHCTpykuuin (SOP) pna skcnnyatauumn ob6opyaoBaHus


http://WWW.BREMAN.RU/

MocTaBKa U PEMOHT MeULUHCKOro 060pyaoBaHus

L «MEAVNAHA» OO0, [ WWW.BREMAN.RU]
BREMAN CaHkT-INeTepobypr, yn. Mapwana Tyxa4eBCcKoro 22
medical equipment +7 (812) 336-54-66, 8-800-333-06-39

1 AOKYMEHTMPOBaHMS NporpamMmmbl 06y4eHns onepaTopos:

0 noaTBEpPXAEHUE KOHTPOIS U MOHUTOPUHIA KPUTMYECKNX NapaMeTpoB npoLecca, Takmx Kak:
- Temneparypa;
. AaBfieHne uau gasnieHue No MaHoOMeTpy.

> nay3a (nepeg HOBbIM LMK/IOM);

[) paspaboTka nnaHoB 1 nNpoueayp KaimbpoBKY;

h) paspa6oTtka nnaHoB 1 npoueayp NPodnNaKTMYECKOro 06CyXnBaHNs N YACTKMN.
47.2.2 Attectayma akcnnyataumm (MCO 11607-2:2006. nyHKT 5.3)
47.2.2.1 BbINOMHAKT TEXHUYECKUe WCCnefoBaHnsa /15 co3haHmsa obnactn adpekTUBHbLIX PEXMMOB e
Hanbonee HebnaronpuATHOM criydae. O6bIYHO 3TO IKCTPEMYMbI 06/1aCTU IPDEKTUBHBIX PEXUMOB (Hanpu-
Mep. HaMMeHbLIas U HanbosbLlas Temneparypa, HaMeHbLIee U HanbosblUee AaBneHne, MUHUMabHasA n
MaKkCUMasibHasa naysa). JTy obnactb cnefyetr OUEHWUTb A8 NOATBEPXKAEHMWS, YTO OHAa COOTBETCTBYET
BO3MOX-
HOCTAM npouecca. CaenaHHble 3ak/I4eHNs JOKYMEHTUPYIOT.
47.2.2.206pa3ubl, NpousBefeHHble B YC/OBUSAX Hauxydllero BapuvaHTa, HeobXxoAMMO BKIUATL B
MPOTOKON 3KCM/IyaTaUMOHHbIX WCMbITAHUA, KOTOPbIA rapaHTupyeT Ba/njaumio BCEro TEXHOIOTMYECKOro

OKHa

(cm. NCO 11607-1:2006, nognyHkT 6.3.4 n npunoxeHve H). O6pasubl An8 NpoBeAeHUs aTTecTauuun
akenny-

aTalMOHHbIX XapaKTepUCTMK MOXHO CKOHCTpympoBaTb B xofe OO. ec/iM OHW NPOU3BOAATCA B YCNOBUSX,
nog-

TBEPXAEHHbIX B xoae PO.

MpumeyaHme — [ononHUTeIbHOe PYKOBOACTBO MO HauxyALleMy BapuaHTy yCc/1oBuii cM. npunoxeHue H.

47.2.2.3TpoBepstoT, YTOObl BCE KOHTPO/bHbIE MeEpbl, ONpefefieHHble B npouecce MeHemKMeHTa pu-
cka. 6b1m cornacosaHbl U paboTasiv aphekTUBHO.
47.2.2.4T1poBepsatoT, 4TOObI GapbepHast cuctema AN crepuavM3auuun, npov3BedeHHas Mpu  3KCTpe-
MaUTbHbIX MapameTpax npouecca, HafeXxHo YA0BETBOPANA KpUTEPUAM NPUEMKU, ONpeaesieHHbIM B NPOTO-
Kone.
47.2.3 ATTectaums akcnnyatnpyemoro o6opyaosarus (MCO 11607-2:2006. nyHKT 5.4)
OO6bIYHO NPOBOAAT arTecTaumMilo TPeX YCMeLHbIX MNPOMbIWAEHHbIX Ccepuil. 3TW cepuy NPOM3BOAATCA
B HOPMasibHbIX paboumx YCNoBMAX W MOFYT MpepbiBaTbCs APYrMMUM MPOU3BOACTBEHHbLIMK MNpoLeccamn Ha
paccmatpuBaeMoM 060pyfoBaHUW. B TO e BpeMs BCe TpW MPOMbILIEHHbIe cepun Ans PO AOMKHbI ObITb
ycnelHbl 6e3 0TKa30B B MPOMEXYTOYHbIX cepusix. HeobxoAMMO pacCMOTpeTb AOCTATOYHbIM Mepuos BpPEMEHU
N BAUSHWE nepexofja C pexvMa Ha pexuMm, NnepepbiBOB M MHOrOCMEHHOIO pexuma paboTbl. [oATBepXxaatorT,
4yTO npousBefeHHasA 6GapbepHasd cucTema ANnA CTepunusauun yOOB/ETBOPAET KPUTEPUAM NPUEMKW, onpege-
NleHHbIM B NPOTOKO/E.
47.3 OueHka pe3ynbraToB Basaaunm
OueHnBaloT pesynbratbl Banugauun (MCO 11607-2:2006. nognyHKT 5.47). OueHuBalT [eATEeNbHOCTb,
onucaHHyto B 47.2. 4yTOoObl MOATBEPAMTL COOTBETCTBUE KPUTEPUSM MPUEMKM, ONUCaHHbIM B 47.1.4 n 47.1.5.
Jllobble OTK/IOHEHMA OT MPOTOKOMAa HEeobXoAMMO [AOKYMEHTMPOBaTb, aHaM3vMpoBaTb W OUEHUBATb, YTOObI
onpefenuTb BbINO/IHEHNE HaMepeHWil MPOToKoa.
4.7.4  YTBepXaeHue sanupauuy npoiecca
Banvpaums npouecca TpebyeT aHamM3a M YTBEPXKAEHWS  COOTBETCTBYHOLMMK  paboTHMKamu
(MCO 11607-2:2006. NyHKT 5.5).
475 OpraHu3aums [OKYMEHTaNlbHO OCOPM/IEHHOTO KOHTPOMA WM MOHUTOPUHrA Tekyllero npo-
Lecca
OpraHnsyT OOKYMEHTMPOBaHHbLIV TeKyLWiA KOHTPOSb WM MOHUTOPWHI npouecca (MCO 11607-2:2006.
NYHKT 5.6). O6bIYHO Clofa BKNOYAIOT:
a) MOHWUTOPUVHT 1 PErucTpaumio KpTUYeCKuX napameTpoBs npouecca:
b) KOHTPONb B X0A4e npouecca 6apbepHbIX CUCTEM AN CTEpUM3aLun B COOTBETCTBMM C CUCTEMOW
KayecTsa.

MpuMeuaHne — BbiGpaHHble MOHUTOPbLI AO/MKHbI NOAXOAUTL A/ MOHMTOPUHIa npouecca. Mcnonb3yloT AaH-
Hble U 3HaHWe npouecca AN BbiIGopa MOHMTOPOB, NOAXOAALMX AN KOHTPONUPYEeMOro npouecca B COOTBETCTBUM C Tpe-
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6GOBaHMAMM CUCTEMbI KauecTBa.

4.8 Banngaums KOHCTPYKLUMM YNakoBOYHON CUCTEMBI

4.8.1 O6LWMe NoNoXeHns
Banmpaunst KOHCTPYKLMKM ynakoBoyHoi cuctemMbl (MCO 11607-1:2006. nyHKTbI 6.3 1 6.4) BKOYAET:

a) COCTaB/IeHME MpPOTOKOMa Banugauvun, KOTOpbIi npeacTaBnseT Cco00A  MiaH  MCNbITaHWiA
yNaKoBOYHOA

CUCTEMbI:

b) BbIMO/IHEHNE KOHAMULMOHUPOBAHWS W UCMbITaHWUIA, OnpeaeneHHbIX MPOTOKO/I0M;

C) OLIEHKY COOTBETCTBUS Pe3y/IbTaTOB UCMbITAHUIA NPUBMOYHBLIM KPUTEPUSIM, YCTAHOB/IEHHLIM B NPO-
TOKOSE;

d) nosyvyeHne opmumanbHOro yTBEPXAEHUSA BaNngaunm.

4.8.2  TpoTokon Banmpaumm

MpoTokon Banngaummn SO/HKeH BKoYaTb NoAPoOHbIE AaHHbIE NO CNeayoWwUM npeaMeTam:
a) CTaBAT MJaHOBble LENu, KOTopble MOrYT BK/O4aTb MPOCMOTP (PM3NYECKUX MWCMbITaHWRA, ecnu
b6apbep-
Has cucTeMa 415 cTepunnsaumm coxpaHuna CBOK LLeNIOCTHOCTb NOC/e COBbITUN XU3HEHHOTO LMKNA, Takmx
Kak cTepuusaumsi, UcnbiTaHne MMUTUPOBAHHOIO pacnpefenieHuss ynakoBOYHOW CUCTEMbl U UCMbITaHWe
cTa-
6UNBHOCTU. ANBTEPHATMBHO UCMbITAHNE CTAOWIbHOCTU MOXHO BbIMOMIHUTL BO BPEMS YacTW UCMNbITaHUSA
pea-
NIN3yeMOoCTV NPOEKTHOWN AeAaTensHoCcTU. Ero cnegyeT npoBoAnNTb OTAENBHO.

MNpumeuyaHme — MeToAabl MUKPOGMONOTMYECKUX WCTbITaHU MOryT noTpeGoBaTbCA AN UCC/NeA0BaHUSA U3BU-
NINCTOTO NMYTU 3aKPbITUSA:

b) COCTaB/IAOT NOAPOOHOE onMcaHue 1 TexXHUYeckne TpeboBaHMS K YyNakoBOYHOW CUCTEME B OTHO-
WeHun 6apbepHO cUCTEMbI A1s1 CTEPUM3ALIMN 1 JTHOObLIX AOMNOSTHATE/bHBIX C/I0EB 3aLLMTHON YNaKoBKW.
O6ecneunBaloT KOHTPO/Ib TEXHUYECKUX YC/OBWUI Nepes OKOoH4YaTeNbHOW A0paboTKoW NpoToKona WCMbl-
TaHus.

Ecnn ncnonb3yloT ogHY M Ty Xe 6apbepHylo cucTemy AN CTepuamsaumm Ans pasHbiX MeAMUMHCKUX W3-
Jenuii nam cemencTBa MeOVMUUHCKMX W34eNuid, Torga cregyeT MNoAroToBUTb 060CHOBaHWME, MokKasbiBarollee,
yTo Apyrue MeauuMHCKME W3LEeNWs, NMOMELLEHHbIE B Takyl) Xe YMNakoBKy, NPeACTaBslOT MEHEEe CepbesHyH
npobnemy, 4eM KOHKpeTHas KoHdurypaums, nogexaiias samaaumn:

c) paspabartbiBaloT MnaH BbIGOPOYHOr0 KOHTPOA 415 NPUMEHEHUS: pa3mep Bbl6OPKN AO/MKEH ObITb
[OCTaTOY4HO 60/bLUNM, YTOObI 06EeCneUnTb CTaTUCTUUECKN 3HAUMMbIA aHa/IM3 U NOAYYUTb Bosiee BbICOKYH
CTeneHb HaAEXHOCTW, NPU 3TOM OH OyAeT 3aBUCETb OT MOMUTUKM MUHUMK3ALIMU KOPMOPATMBHOIO PUCKA,
3Ko-

HOMUKMN 1 pernaMeHTHbIX TpeboBaHwWii. [JononHMTEeNbHOE PYKOBOACTBO CM. B npunoxexun 1.1.4.

YNakoBOYHYH CUCTEMY FOTOBAT C/IeAYHOLLMM 06pa3oM:

- b6apbepHyto cucTemy A1 CTepunusauum, Kotopas MUCNo/b3yeTcs B WUCMbITYEMON YnakoBOYHOW

cucre-

Me. n3rotaBnmealdT B COOTBETCTBUW C npowealmnm saingaunto npoueccom unnm npoueccom, KOTOprVI
roToB

K Basnimaaunn. O6pa3u,b| ansa NCnbITaHWIA AOO0/DKHbI ObITb TAKUMW e UNN IKBUBASIEHTHLIMU U3rOTOBMEHHbLIM
B

COOTBETCTBUM C MPOLLEALLIMM BasIMAALMIO NPOLECCOM:
- GapbEPHYI0 CUCTEMY A1 CTEpuaM3auuyM WM YNakoOBOYHYH CUCTEMY CTEPUNM3YIOT B

KOHGurypaumm

MeAUUVHCKOe u3fenvelynakoBka. MpuUYeM MNpouecc CcTepunamMsaumu npowen Banvpauwio. Ecnn
YCTaHOB/IEHO

B TEXHWYECKMX YC/IOBUSX, MPOLLECC CTEepWIN3aLMM MOXHO BbINOMHWUTE MHOFOKPATHO, 4TOGbI CO34aTb
ycnosus

HauxyaLero cryyas:
- yNakoBOYHbIE CUCTEMbI, MOANEXALlME UCTIbITAHUIO, AO/MKHBI COAEPXKaTb 6apbepHyto cuctemy anas


http://WWW.BREMAN.RU/

& MocTaBKa N peMOHT MegULUHCKOro o6opyaoBaHuA
@@ «MEAVNAHA» OO0, [ WWW.BREMAN.RU]

BREMAN CaHkT-TeTepbypr, yn. MapLana TyxayeBckoro 22
medical equipment +7 (812) 336-54-66, 8-800-333-06-39
cTe-
pyuaMsaumm ¢ MeauUMHCKAMU U3OeMaMU UM CypporatomMm MeauLMHCKOrO U3fenns BHYTPU, MapKMpPOBKY,
WH-
CTPYKLMIO N0 ucnonb3osaHuio (IFU) 1 Bce 4ONONHUTENBHBbIE CNOW YNAaKOBKK:
d) onpenensioT PeXxmnm YCKOPEHHOro CTapeHusi, 06CyXaeHe KOTOPOoro CM. B mpuaoxeHun 1.1.8. u
npu-
noxeHunn A. A. 12. a ucnbitTaHme cTabubHOCTU CM. B NPUIOXEHUN M;
e) OonpefensioT  BbIMO/IHEHME MUCMbITAHWIA MO  O6palleHnto, pacrnpefeneHnio n  XpaHeHuto.
O6cyxaeHue

CM. B npunoxeHun 1,1.7. v npunoxeHnn A. A.12:

0 BbIOMpAOT noaxogsline MeTOoAbl WCMbITaHWUA A1 YNakoBOYHbIX cUCTeM. PyKOBOACTBO NO MeTodam
UCNbITAHUSA CM. B NPUNOXEHUN A:

BA) paspabartbiBaldT KpUTEPUM MPUEMKM HA OCHOBE MOUTUKA MUHUMK3ALMU PUCKOB U U3MEPEHHOrO pe-
3ynbrata. Takoro Kak nogfepXaHue LenoCTHOCTU 6apbepHOil cucTeMbl NS CTepuaM3aumu, YnakoBOYHOW Cu-
CTeMbIl U1y PyHKUMOHANBHOCTM (YNakoBaHHOrO B Hell) MeAUUMHCKOTO U3genus;

h) aHanM3npyoT 1 yTBEPXAAIOT BCHO AOKYMEHTaLUMI0 Y COOTBETCTBYIOLLMX PYKOBOAMTENEN.

JononHuTtensHoe PyKOBOACTBO NO 3TUM NpeaMeTam CM. B MPUIOXKEHUM ). ONUCbIBaOWEM pa3paboTky
NpoTOKO/a Ba/naaumm ynakoBo4HOM CUCTEMBI.

4.8.3  BbINOMHEHWE KCNbITaHWi

McnblTaHua BbINOJTHAKOT COI/IaCHO MPOTOKONY. Jltobble OTK/IOHEHWS OT MNPOTOKOMa Ccrefyer [OOKYMEHTU-
poBartb 1 nNpeacTasnsaATb 060CHOBaHME.

4.8.4  [okymeHTaLusa pe3y/ibTaToB Basimaaunm

Pesynbtarbl UCMbITAHWIA CPaBHWBAKOT C KPUTEPUSMU MPUEMKM, OMPeAeseHHbIMU MPOTOKOOM, U OLEHKY
«MpOMAEHO — HE NPONAEHO» [OKYMEHTUPYIOT.

OTyeTbl 0 Ba/MgauMm M cobpaHHble AaHHble XpaHAT B COOTBETCTBUM C TpeboBaHMAMU CUCTEMbI Kade-
cTBa. lMNocnegHM atanom ABNseTcs ouumnasibHoe yTBepXAeHe NTOroBoro oTyera.

4.9 MNMosTopHas BamMgaums (pesanngauns)

49.1 PeBanmgaumsi TpebyeTcsi, KOraa BHECEHbl W3MeHeHUss B MeAuUMHCKoe u3genwve,

yNakoBOYHYO cu*
cTeMy. npouecc uan obopyaosaHve, YTo ByAeT B/IMATL Ha MepBOHaYaulbHY Banngauuio. Cpeau
npumepos —
N3MEHEeHNs hU3NYECKUX XapaKTEPUCTUK MEeAULMHCKOrO U3Aenusi, MOMELLEHHOro B 6apbepHyto
cuctemy ana
cTepunusaumn; CMeHa MecTa MpoBefeHus npouecca, MeTofoB paspaboTkm wnm  Tuna
060opyaoBaHNS: CMeHa
N3roTOBUTENSA KOMMOHEHTOB WM WUCMNONb3yeMoW TexHukn aHanusa (MCO 11607*2:2006. NyHKT
5.7).

4.9.2 BOMpoCbl peBa/MAauUMnM 4acTo CBA3aHbl C Mpouesypamy CUCTEMbl KauyecTBa WM C
NMPOTOKO/IOM

nepBoHaYasIbHOI Banngaumu.
49.3 PeBanugaums 4acTo COeAMHSETCA C KOHTPOSIEM MPOEKTUPOBAHNS U COOTBETCTBYHOLLEN

npoueay*

PO KOHTPONS M3MEHEeHW, 06beM BbIOPAHHOI peBanupauun OyaeT 3aBUMCETb OT XapakTepa
N3MEHEHWIA n nx
B/IMSIHWS Ha MPOLLECC WU MeanuMHCKoe mnagenue. [Jono/HUTENbHYI0 MHOPMAaLMIO N0 KOHTPOSIHO
npoekTnpo*

BaHWNA CM. B NMPUJTOXXEHUN N.
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Mepuoauyecku ocyLlecTBAIOT aHAIN3 NPoLEecca, MEAULIMHCKOTO U3fenusl, ynakoBouYHoOl cucre*
Mbl. YTOObI 6bITb YBEPEHHbIM, YTO MHOXXECTBO He3HAUUTENIbHbIX U3MEHEHUIT U KaXXA0€e U3 HUX B
oTAeNbLHOCTU He
Tpe6yloT NOBTOPHOI Banugauuu, a B CyMMe OHU He NOBJIMAMM HA YNaKOBOUYHYIo cuctemy (MCO
11607*2:2006.

noanyHKT 5.7.4).Mpunoxenue A
(cnpaBouHoe)

BbI60p, OLEHKA 1 UCMbITAHUS YNAKOBOUYHbIX MaTEPUasioB U GapbePHbIX CUCTEM A1t CTEPUIM3ALIAN.
PyKoBOACTBO AJ151 MPOMbILLIEHHBIX U MEAVLMHCKUX YUYPEeXaeHwi

A.1 OGLWKMe NoNoXeHus

BbiGop noaxogsuiero ynakoBo4HOro marepuana Ansa nognexaiwero crepunusaymm MeauLMHCKOro uspenus Tpeoyer
TWATE/IbHOTO PAcCMOTPEHUs U He AO/MKeH coBepliatbcs B crnewke (MCO 11607-1:2006. nyHKT 5.1. pa3gen 6). AcnekTbl
6GapbepHoOii cucTembl ANs CTepunusauyuu, KOTopble HEeOGXOAMMO Y4ecTb, BK/HOYAOT COBMECTMMOCTb CO CcTepunusauueid,
3alMEHHOCTb B OTHOLIEHUW OTNpaBKW, OGpalleHusi, 6apbepHbIX CBOWCTB W psfga Npo6siem, CBA3AHHbIX C KOHEYHbIM
Mcnonb3oBaHMEM MeAuLMHCKOro mspaenus. HamGonee uenecooGpa3HO BK/IOYMTL BbIGOP MaTepuana YnakoBOYHOW cucTe-
Mbl Ha paHHeli cTaguu npouecca NPOEeKTUPOBaHUA MeAULMHCKOro usgenus. OTKNagbiBaHMe TAKOro BaXXHOro Bonpoca Ao
OKOHYaHUA NPOEKTUPOBAHUA MOXET CTaTb NPUUYUHOW 3afiepXXKW BbINYCKa MeAMLMHCKOro U3feniMsa Ha PbIHOK WUIN HAIOKUTb
orpaHM4YeHUsi Ha CPOK FTOAHOCTU WU NPUBECTM K APYrUM npoGnemam npu UCMNoNb3oBaHUMW. M3rotoBurerbl MeAVLMHCKOIA
yNaKkoBKMN MOTYT CbirpaTb BaXXKHYIO PO/ib B onpefeneHnn noaxoaslmx BapuaHTos.

CyluecTBYIOT MeTOAbl UCNbITaHWii, oGecneunBatolme Ans GapbepHbIX cUCTeM ANA cTepunusauun uunu ynakoBou-
HbIX CUCTEM KPUTEPUWN OLIEHKM MPUTOAHOCTU K UCMO/Ib30BaHMIO M CPeAcTBa MOHUTOPUHra NpPovu3BOACTBEHHOrO npotecca.
MpeanoyYTUTENILHO MOMB30BATLCA METOAAMU UCMbITaHWW, UMEKWMMM 3asBNeHUA O MPELU3UOHHOCTM U CUCTeMaTU4ecKoi
norpewHoctu (cm. MCO 11607-1:2006. npunoxeHue B). He Bce MeToabl ucnbITaHWi noaxogAT Bcerga U Besge. Mpu Bbi-
Gope meToAa UCMbITaHNI PYKOBOACTBYIOTCA TPEGOBaHMAMM MEeAULMHCXOro U3fennsa Ha NPOTSHKEHMMN €ro XXU3HEHHOro LukKia
1 BbIOUpaloT Takoli MeToA, YTOObI UCNbITYeMble CBOWCTBA GblIM TECHO CBA3aHbl CO cBoilicTBam! GapbepHoii cuctembl ANnA
cTepunusauun niunm ynakoBoyHoii cuctembl. Kpome TOro, Hekotopble MeToAbl Gonblue NOAXOAAT ANA UccnefoBaHUs U pas-
BUTUA. TOTAA KaK Apyrve metoAbl —ANA MOHMTOPUHIA COOTBETCTBUA. MpunoxeHne A He AO/MKHO CNYXWTb MOJHbLIM Nepey-
HEM CyLIeCcTBYIOLWMX MeToAOB UCMNbITaHWA, HaNpPOTUB, OHO NpeAcTaBnsieT co6oii 0630p HauGosiee LWMPOKO UCMO/b3yeMbIX
MeTof0B M 0GOCHOBaHMEe ANl UX MPpUMeHeHus. PYKOBOACTBO MO CyLIeCTBYIOLUM MeTOAaM UCMbITaHUii CM. B Cepun CTaH-
paptoB EN 868 unu ASTM F2097. a Takke ny6nukauum CoBeTa u3rotoButeneil ynakoBku ans crepunusayuu (Sterilization
Packaging Manufacturers Council (SPMC)] Accouuauum ru6koii ynakoBku (Flexible Packaging Association (FPA)].

A.2 CoBMeCTUMOCTb C MPOLeCCOM cTepunmsatun

A.2.1 CnocoGHOCTbL YMaKOBOYHbLIX MaTepuasioB BbiAepXMBaTb NPOLECC CTepunMs3auMm U COXPaHATb CTPYKTYPHYHO
Lie/IOCTHOCTb SIB/IIETCSI OCOGEHHO BaXHbIM TpeGoBaHWEM K GapbepHoii cucTteme ANsA cTepunusauum ulurbl ynakoBOYHOW
cucteme (MCO 11607-1:2006, nyHKT 5.3 n noanyHKT 6.1.3). B pesynbrate metof(bl) cTepunusauuu cnegyetr uaeHTudunum-
poBaTb Ha paHHeli cTaguu.

A.2.2 Mpoueccbl cTepunn3auyum rasom, TakMe Kak CTepunmnsauuss Ha OCHOBe okucu 3aTuneHa (EO-ctepunusaums).
npoueccbl NepoBOi cTepunusaunm n gpyrue, TpeGyloT yAaneHUs BO3AyXa U NPOHUKaHUA CTepUIU3YIOLLEro cpefcTtBa Ye-
pes GapbepHyl cucTeMy ANs CTepuIn3auun W.'Mn ynakoBO4YHYIO cuctemy. OHM TaKke TpeGylT YCNOBUI NOBbIWEHHOW
Temrnepatypbl 1 BNaOXHOCTU, C KOTOPbIMU BblGpaHHble MaTepuasibl AOMKHbI GbITb cOBMecTUMbl. BBOog u BbiBOA, cTepununsy-
IOWLMX Ta3soB TaKke U3MeHsieT GapbepHylo cucTeMy ANA CTepunn3aumn 3a cveT U3MEHeHUs faB/ieHus, No3ToMy TpeGyeTcs
o6uan CToMKoCTb GapbepHOil cucTeMbl AN cTepunu3auuum u/unn ynakoBO4YHOU CUCTEMbl M ajekBaTHaA cBoGoAHas mno-
pucTtas 30Ha GapbepHOii cUcTeMbl NS cTepunu3aymm UIMAM ynakoBOYHOM CUCTEMbl KaK yA06HOe MecTo BO BOEX [OMNONHU-
Te/IbHbIX C/I0SIX YNAKOBKU, PACCYUMTAHHOE Ha paclumpeHne 6apbepHoii cucTeMbl ANA CTePUAn3almu.

A.2.3 Torga kak MsMeHeHue maTepuana npu EO-crBpunmnsauum 3aqacTylo MpeHeGpexuMMo Mano, Apyrue metofbl,
HanpuMmep cTepuaMsauus paguauuein uam rasoBoii NAa3MoN, MOryT CTaTb MPUUMHON 3HAYUTE/IbHbIX U3MEHEHUW CBOWCTB
matepuanos (cm. AAMI T1R17).

A.2.4 MepBoouepeAHO! 3agayeii B 4yacTu npouecca BblGopa SIBNAETCA OLieHKa TMNa M KonvMyecTBa npegnonara-
eMbIX LUK/IOB CTepunusauuun, npegnovtuTeNbHO Ha KOHEUYHOW GapbepHol cucteme Ansa crepunusauuu. MpunoxeHune C
npegnaraet 6onee AeTa/bHbIi 0630p METOAOB CTepUM3alyumn 418 obneryeHns BbiGopa maTtepuana.

A.3 Mpo6nemMbl 6e30nacHOCTU

A.3.1 BONbWWHCTBO acneKkToB G6e30MacHOCTU YNakKoBOYHbIX MaTepuasioB MOXHO CUCTeMaTU4YeCKMn oTcnexumBarb C
NnoMoOLbO CTaHAAPTHbIX ucnbiTaHUii m CepTI/I(bI/IKaTOB, Mnony4YyeHHbIX OT MOCTaBLUKOB YNakoBKU. McknioueHune cocrtasBnsieT
B3aI/IMOp,eI7ICTBI/Ie mMexay martepunasiom 6apbepH0|}’1 Ccuctembl gnsa crepunusauum n MeguUUMHCKUM usgenuvem, KOtopoe Hau-
nyyqyuwum 06pa30M onpeAaennt To/IbKO U3rotoButTe/ib MeANLUMHCKOIo usgenuns.
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A.3.2 MonHasA npocnexuwsBaemMocTb GapbepHOl cuUcTeMbl ANA cTepunusauun ulunn ynakoBO4YHOW CUCTEMbl U ee
KOMMOHEHTOB OGbIYHO MOAAEPXKUBAETCA U3roToBUTENIeM MeAMULMHCKOM ynakoBKW. 8 mepBylo oyepefb Kak MOMOLibL B onpe-
AeNeHnN OCHOBHOW NPUYMNHBI BCEX HECOOTBETCTBUIA.

A.3.3 YnakoBo4YHble MaTepuasibl AO/MKHbl ObiTb HETOKCUYHbIMM. PyKOBOACTBO NO OLEHKe GUOCOBMECTMMOCTU
cM. B NCO 10993-1 n ASTM F2475.

XoTA pernameHT Mo MeAMLMHCKO ynakoBke He TpeGyeTcs,, OGbIYHO MCMONbL3YIT periamMeHT MO YMakoBKe nwuilie-
BbIX MPOAYKTOB KaK OTMPaBHYI0 TOYKY NMPU OLEHMBAHWW TOKCUKO/IOTMYECKUX CBOWCTB YNaKOBOYHbIX MaTrepuasioB, Hanpu-
mep FDA Code 21 CFR 170—189. BFR 36 XXXVI u pernameHT EBponeiickoii komuccum (the European Commission
Regulation) Ne 10/2011 no nnactmaccaM U WU3AENUAM, NpefHasHauyeHHbIM AJIA KOHTaKTa C nuuweBbiIMU npoayktamu. Wc-
nbiTaHWe Ha 6MOCOBMECTMMOCTb NOC/IeA0BaTe/IbHO OCYLLECTB/ISIETCA B 3aBUCMMOCTU OT KOHKPETHOW 3ajauu.

JlononHuTenbHbIi BONPoc 6e30NacHOCTU, KOTOPbI MOXeT BO3HUKHYTb B 3TOW CBA3U. — 3TO BO3MOXHOCTb Bblfenie-
HUA BelecTB U3 YNaKOBOYHbIX MaTepuasioB C TeYeHMEeM BPEMEHU, KOTOpble MOryT 3arpA3HUTb MeAuLMHCKoe usgenve wau
OoKpyXatouiyto cpegy. icnbiTaHUs Ha Bbigensowmecs ynakoBkoi BeljecTBa cM. B ASTM D4754.

A.4 PykoBoACcTBO No 6apbepam

AN Bce cTepunusyemble MeAULMHCKUE YMaKOBOYHblE MaTepuaibl ANA GapbepHbIX CUCTEM ANA CcTepunusauum
AO/MKHbI o6GecneunTb 3h(PeKTUBHbI MUKPOGHbLI Gapbep (cM. MCO 11607-1:2006. nyHKT 5.2). [N HeMmopucCTbIX Mare-
puasioB 310 TpeGoBaHWe YAOBNETBOPSAETCA [AeMOHCTpauueli BO3AYXOHENPOHULLAEMOCTU MaTepuasia, Kak OnucaHoO B
NCO 11607-1:2006, npunoxeHne C. 8 NOPUCTbIX YNAKOBOYHbIX MaTepuasniax MUKPOOHbLIA 6Gapbep MOXHO OLEeHUTb, UC-
nosib3ysi MeToAbl UCNbITaHUsA, NpuBeaeHHblIe B MCO 11607-1:2006. npunoxeHue B.

A.4.2 B pononHeHve K 3awure OoT MUKPOGOB GapbepHas cuctema A1 cTepunusayuu MOXeT norpe6oBaTbh 3alUTbI
OT nponyckaHusi rasoB unu ceeta. [ponyckaHue rasa paccmaTpuBaloT OTAEeNIbHO OT MOPMUCTOCTU Marepuana U OTHOCAT
K ropasgo Gonee Mef/lIeHHOW MUrpauuun rasoBbiX MOJIEKY/N 4yepe3 TBepAbli Marepuan. MeguuuMHckue uspenus, KoTopble
Heo6X0AMMO XPaHUTb, WU KOTOpble YyBCTBUTE/IbHbLI K Briare, UM Ha KOTopble BO3AEWCTBYET KUC/IOPOA UiKn Agpyrue Tasbl,
NnoTpedyloT YyNakoBOYHbLIX MaTepuasioB, CO3jalolMX cneuuanbHblii Gapbep Ans paccMmarpvBaemoro rasa wau napa. MNpo-
nyckaHue BopsHoro napa paccmarpusaerca B ASTM F372 u ASTM F1249. a npoHuuaemMocTb A1 Kucnopoga MOXHO
oueHuTb No ASTM D3965.

A.4.3 N3mepeHne nponyckaHUsi CBeTa MOXHO BbIMOMHUTL C MOMOLLbIO CMEKTPOCKOMNa, 3apaHee 3Has A/INHY BOJIHbI
MHTepecylolero ceeta. M3rotoButenn MeaMLMHCKUX YNaKOBOYHbIX MaTepuanoB MOFyT npefocTaBUTb MHGOpMauuio, Ka-
caoulyocsi 6apbepHbIX CBOWCTB MaTepuasioB, a B Xofe Baiufauuu, NPoBefeHHON u3rotoButesieM GapbepHOWl CUCTEMbI
ANA cTepunu3auymMu ulunm ynakoBO4YHOW cucTeMbl, GyAeT OLeHEHO, HAOCO/bLKO paccMmaTpuBaeMblii maTepuan yAo0BIeTBO-
pseT TpeGoBaHNAM, KacaroLWMUMC KOHKPETHOIo MeULMHCKOro usaenus.

AN KoHTamMMHauusA MOXeT MpousoiTU u3 BosfAyxa U u3 BoAbl. dhheKTUBHOCTb BNAXHOro GaKTepuasibHOro 6Ga-
pbepa onpeaensieTcsi MAaKCUMas/ibHO BOAOHENPOHULLAEMOCTbIO YAaKOBOYHOIO MaTepuana.

A.5 BUgUMOCTb 1 BHELWHUI BUA Me4ULMHCKOTO usgenus

CyuecTByeT HecxXo/lbKO CTaHAAapTHbIX METOAO0B, KOTOpble MOXHO MCNO/b30BaTb AN CPABHEHUS YMNaKOBOYHbLIX Ma-
Tepvanos Apyr ¢ APYromM Wau U3MepeHus CNOCOOHOCTM MaTepuasia BbINO/MHUTL 3afayn B OTHOWBTU BUAUMOCTUM U BHeL-
Hero Buga wusgenus. MaToBoCTb, KOTOpas OMuUCbIBaeT paccesiHue CBeTa MO Mepe ero MpoxXoXAeHusa uepes marepual,
MOXHO U3MepUTb, UCMONb3ysa pykoBoacTBO u3 ASTM D1003. Bneck, KOTOpbIii ABNAETCA OTpaxatouieli CNOCOGHOCTbIO U
INAHUEM MNOBEPXHOCTU MNOAJIOKKU, MOXHO onpeaenutb no ASTM 02457. Henpo3payHOCTb SIB/IIETCSI CNOCOGHOCTbIO Ma-
Tepvasia ocTaHaB/MBaTb NPOMNycKaHue CBeTa, AONOJ/IHUTENbHYIO MH()OPMAaLMIO MO KOTOPOIi MOXHO HaiiTu B ASTM D589.

A.6 dusnyeckne cBoicTBa MaTepuasion

A.6.1 Pepn chusnuyeckmx CBOIICTB, KOTOpble MOXHO paccMoOTpeTb, nepeuucneHbl B A.6.2—A.6.11. B Tekcte npuso-
[ATCA NpUMepbl CTaHAAPTHLIX METOA0B UCNbITAHUA, APYyrue MeToAabl npuBegeHbl 8 UCO 11607-1:2006. Ta6nuua B.1.

B pononHeHne K BblgepXuBaHUIO Mpouecca cTepunusayum GapbepHasa cucTema ANA cTepunusauum uivnm ynako-
BOYHas cucTeMa ANA MeAULMHCKUX WU3AeNuii [OMKHbI Takke 3awmiiatb CTEPUIBHOCTb U 3heKTUBHOCTL [0 TOrO MO-
MeHTa. Korga 3ro mMeguuMHCKoe usgenue notpeGyercs. dopMa U mMacca MeAMLMHCKOro uspenusi, TUN 3alWuUTHOW YNakoBKU
(ecnn oHa npumMeHsieTcsl) U CUCTEMbl TPAHCMOPTMPOBAHUA W XPaHEHUs TaKke OGyAyT urpaTb CBOKO PO/ib B KPUTUYECKOIA
oueHKe 3Toro haktopa 6apbepHoOii cucTeMbl A1s CTepUAU3auuu Munam ynakoBoyHoi cuctembl. XOTA €AUHCTBEHHbIM OKOH-
yate/ibHbI*! CpeACcTBOM YCTaHOB/EHUS MPUIOAHOCTU ABNAETCA (PaKTUYecKoe MCNosib30BaHWE MeAULMHCKOro usgenuvs, pep
CTaHAAPTHbLIX (PMU3MUECKMX CBOICTB oGecnevynBaloT CPEACTBO OLIEHKU MOTEHUUasIbHbIX MaTepuasloB AN UCNONIb30BaHUsA
B [AaHHOM npuioxeHuwu. Moyt HU OAHO M3 3TUX CBOICTB HE MOXET UAEHTMUHO OTPa3UTb CNOCOG, KOTOPbIM KOHKpPeTHoe
MeAiuLIHCKOe u3fdenue co3facT nNpo6sieMbl GapbepHoOit cucteme ANA cTepunusauymyM ulvunn ynakosouHoi cucteme. W3-
roToBUTENIN YNaKOBOYHbLIX MaTepuasioB NPefoCTaBNAOT UMeloWMecs 3HAYeHUs A1 HEKOTOPbIX U3 3TUX CBOWCTB, OHU
cnyXat WHCTPYMEHTOM COPTUPOBKM U OGbLIYHO NPeAOCTaBNAITCA KaK TUMOBble 3HAYeHUA, a He 3afjaHHble 3Ha4YeHus, Tam
rae HanaratoTcs CTporue fonycku.

A.6.2 ConpomussieHue npokosiy: ConpoTuBfieHWe maTtepuana MpPOKO/ly MOXET OKa3aTbCA BaXHbIM KavyecTBOM ANs
paccMoTpeHus, ecnu MeAULIMHCKOe u3jenue MMeeT OCTpble Kpas WM BbICTYMbl, KOTOpble MOTYT NpopBaTb YNaKOBOYHbI
MaTepuan, Hapylmns Le/IoCTHOCTb. PykoBoAcTBO npeacTtasnedHo B ASTM 01709. ASTM D3420 u ASTM F1306.
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A.6.3 ConpomusneHue ucmupaHuto: CONpoTUB/IEHUE UCTMPAHUIO — 3TO CNOCOGHOCTb NMOBEPXHOCTU BblAEePXUBATb
BO3/,eliCTBMA NOBTOPSAIOLLErOCs TPEHUSA, LlapanaHus v pa3pbiBaHUA. ATO MPOUCXOAUT MEXAY:

. MeAVULMHCKUM U3aenveM u 6apbepHoii cuctemoli AN cTepunmsanum.
. ABYMA 6apbepHbIMU cUCTEMaMK ANA CTEPUM3aLMn Unm
- GapbepHoi cuctemoi ans cTepunusauum 7] 3alWUTHOM ynakKoBKoii

B Xxoge pacnpepeneHus. MockonbKy He cyljecTByeT Ha HacTOAWMI MOMEHT MCMbITaHWi, NMPOrHO3UPYOWNX NOAOGHbIE
achdpekTbl, aKcnNyaTaLMOHHbIE UCTbITAHUA GapbepHOli cucTeMbl A CTepUrbi3auun u/unm ynakoBOYHOI CUCTEeMbl OGbIYHO
TpebyloTcA ¢ pea/ibHbIM MEAULMHCKUM U3fenvem.

A.6.4 ConpomussieHue pas3pbiBy CNOCOGHOCTb MaTepuasia CONPOTUBAATLCA pa3pbiBy U NPOAO/MKATb pacnpoctpa-
HATb Haya/lbHbbl PaspbiB MOXET OKa3aTbCA BaXXHbIM KauyeCTBOM MNPU BCKPbITUM GapbepHOW CUCTEMbI ANSl CTepunuv3auuu.
Hanpumep, matepuanbl ANA GapbepHOW cuUCTeMbl ANs CTepunvs3auyuu, npegycMmaTpuBalolleii BCKpbITME OTCnaMBaHUEM
NOBEPXHOCTU, AO/MKHbI ObITb YCTOWYMBBLI K pa3pbiBy Ha yyacTKe OTCnaMBaemMoil MOBEPXHOCTM, TOr4a Kak marepuanbl ANA
GapbepHoii cucTembl ANA cTepunusauyuu, paspbiBaeMoi MpyU BCKPbITUM, AOMKHBI /1ETKO PacnpocTpaHATb paspbiB. MeToabl
OLIeHKM COMNMpPOTUB/EHNA pa3pbiBy onucaHbl € ASTM D1922 u ASTM D1938.

A.6.5 Ycmoliiyusocmb K u32uby: CnocoGHOCTb MaTepuasia BblgepXuBaTb MOBpPeXAeHMEe NpPU MHOTOKPaTHOM W3-
rméaHuM UNuU ckNapbiBaHUU OMUCLIBAIOT KaK YCTOWUYMBOCTb K M3rméy. dopma MeauLMHCKOrO U3fenuvs, TUM MUCMNo/b3yemoii
3alNTHOW YNakoBKM U cUCTeMa TPaHCMOPTUPOBaHUA GyAyT onpefensaTb BaXHOCTb 3TOro Kadecrtsa. PykoBogcTBo no uc-
NbITaHUAM YCTOUMBOCTHU K U3rnby npmuBegeHo B ASTM F392.

A.6.6 TonwmHa: O6GbIMHO NPOYHOCTL KOHKPETHOro Marepuana yse/nnymsBaeTcsi Npu yBeSIMYeHUn ero TosuwuHbl. B 1O
e BpeMsl, NOCKOJIbKY MpU yBeSIMYeHUN TOJLMHbI O4HOBPEMEHHO YBE/IMUMBAETCS XECTKOCTb, MOXHO AOCTUYb COCTOSIHUSA,
KorAa yBe/iMyeHue TOMMHbI NpUBeAeT K BO3HUKHOBEHUIO XPYMKOCTM MaTepuana, KoTopbilii GyaeT Gonee nopBepXeH pac-
TpeckuBaHuio Npu usrnbe (yctolumBoCTb K U3rMGy yMeHbluaeTcs)). MeTogbl onpegeneHus TOMWWHbLI MaTepuasia ONUCaHbl
B ICO 534 n ASTM F2251.

A.6.7 lpouyHocmb npu pacmspkeHuu: TPOYHOCTL MPU pacTsHKEHUMM MaTepuasia — 3TO MaKCUMaslbHasA pacTarmsa-
loulas Harpyska, Kotopas TpebGyeTcsa AN paspbiBa Wan paspyweHus matepuana. Ee yacto HasbiBaloT npefenom npoy-
HOCTU NMPU PacTSXKEHUU U BbIPAXaKT KaK CUy Ha eguHULYY naowaaun. XoTsa npepen NMPOYHOCTU MPU PacTsHKEHUM ocTaeTcs
NOCTOSIHHOW Be/IMUMHOW, YBeNuueHue TOJLMHbI KOHKPETHOro MaTepuana yBe/nuuuT cuny, Tpeéyloulyocs AN ero pas-
pbiBa. MOCKONbKY M3MepeHWe MPOYHOCTU MPU pPacTXEHUU NPOU3BOAAT B TOYKE Bbllle Npepena ynpytoctu wnu npepena
TeKyyecTu (BenuumHa Harpysku, TpeoOyiouleiica ANA NOCTOAHHOW pAecopmauyuy Matepuana), Nose3HOCTb € MPOrHo3Mpo-
BaHMM MPOYHOCTU oOrpaHuyeHa. PaKTUYECKU MNPOYHOCTbL MPU PacTsHKEHMM OGPaATHO MPOMOPLMOHA/IbHA MPOAO/MKUTENb-
HOCTU cpoKa CnyXG6bl. PyKkoBOACTBO MO onpefeneHvio npegena npoYyHOCTM MNpU pacTshkeHun npusegeHo B NCO 1924-2
n ASTM 0882.

A.6.8 YOonuHeHue: Pa3HOCTb AJIMH, BblpaXeHHasi B MPOLIEHTaX OT NepBOHaYa/IbHOW A/MHBLI, NOJSlyYeHHass Npu BO3-
AelicTBUM Ha MaTepuan pacTsrvsalolieid Harpysku. OGbIYHO COOGLAlOT yANUHeHMe npu paspbiBe. MoCKONbKy yA/IMHeHue
npu paspbiBe BbIXOAMT 3a Npegesn ynpyroctv unun npepen Tekyyectu (BeMuvMHa Harpysku, TpeGyioleiica ANns NOCTOAHHOIA
Aecopmauun matepuana), ero UCnosib3oBaHMe MpPU MPOrHO3MPOBAHUM NMPOYHOCTM OrpaHuyeHo. PykoBoAcTBOo no onpege-
neHuvro yanuHeHus npusegeHo 8 ASTM 0882.

A.6.9 OcHosHasi macca: OCHOBHasA mMacca Marepuasia — 3TO ero mMacca Ha eguHuuy niowaau. Metoabl onpepene-
HUSA OCHOBHOIi Maccbl onucaHbl B ASTM 04321 u ASTM 03776.

A.6.10 lMpoyHocmb cyernsieHusi: NMPOYHOCTb CLEN/IeHUs — 3TO Be/IMYUHA YCUIUs, HeoGXoAMMOro Ana pasgeneHus
cnoes MaTepuana. PykoBoACcTBO No onpeaeneHnto Npo4YHOCTU cuenneHna npusegeHo B8 ASTM F904.

A.6.11 Mpo4HOoCMb B0 BAAKHOM cCOCMOsIHUU: MPOYHOCTbL BO B/IXXHOM COCTOSIHUM BaXHO yuuTbiBaTb, KOrga ynakos-
Ky CTEPUI3YIOT BO BIAQXHbIX YC/TOBUAX, Hanpumep BNaxHbIiM napom wnm EO.

A.7 LlenocTHOCTb 6apbepHoii cucTeMbl ANs cTepunusauum

A.7.1 LlenocTtHOCTb GapbepHOl cucTeMbl ANS CTepUnn3auuu SABNSIETCA CYLLEeCTBEHHbIM 3/IEMEHTOM AN MeAMVLMH-
CKOro u3genusi, KoTopoe MOCTaBNSAETCA B CTePUSIbHOM cocTosiHun. BapbepHasa cuctema gnAa crepunusauum obecnevynsaer
yBEPEHHOCTb, YTO MeAULMHCKOe WU3filenine OcCcTaeTcsl B CTEPU/ILHOM COCTOSIHMM [0 MecTa WUCMNoNnb3oBaHWA M obneryaet
acenTuyeckoe u3B/ieYEHUE ITOro MeAuLMHCKOro usaenus. Moreps CTepPUNILHOCTU cUMTaETCA SBMIEHUEM, CBSI3aHHbIM C
chmsnuyeckum HapylieHuem GapbepHOii cucTembl ANs cTepunusauun. Yactoe BosfeiicTBMe U3OLITOYHBLIX U U3MEHYUBBIX
Temnepatypbl U faBneHuss BO BpeMsi XpaHEHUs U TPaHCMOPTUPOBAHUSA UMW YBMAOKHEHUS YMaKoOBKU Takke CYUUTAlOTCA CO-
ObITUAMU. CNOXHO onpeAenuTb U YBENWYUTb BEPOATHOCTb KOHTamuHauuu. CnepoBaTenbHO, BAXHO oGecneynTb cosfaHue
6GapbepHoii cuctemMoii ansa crtepunusauum UMM yNnakoBOYHOW CUCTEMON COOTBETCTBYIOLLEr0O YPOBHSI 3awWuTbl MeAULVH-
CKOro usfenus, Yto6bl KOHTPO/NbL GapbepHOii cucTeMbl ANA cTepunmnsauum UIMAM yNnakoBOYHOU cucTeMbl, BK/tovatolleli 6a-
pbepHylo cuctemy Ans CTEpUM3aulun, MOT HafeXHO CNYXUTb Mepoi noafepxaHus cTepu/ibHOCTU. MeToAbl UCMbITaHWIA,
CBfi3aHHble C LIe/IOCTHOCTbLIO YNaKOBKW, BK/IOYAIOT UccnegoBaHue Lynom (Pu3nyeckux HapyleHuii MUKpoGHoro Gapbepa
a pesynbTate paspylleHUsi K/1eeBOro COefMHEeHUs YNakoBKM (6apbepHOi cucTeMbl A/ CTepununsauuu) wan paspylueHus
camoro matepuana.

A.7.2 BusyanbHbili KOHMposib: Ucnonb3ys ASTM F1886. MOXHO C 60/bLIOli BEPOATHOCTbIO OGHAPYXUTb AedeKTbl
B K/leeBOM COeAMHEHMM YNakoBKu (GapbepHoi cucteme Ans crepunusauun) B dopme kaHanos. BeBuay psiga orpaHuueHwuii
ANA MaTepuanoB M HeAOCTATOYHOCTM AN OfnpefesieHHOro BbIIBNEHUS TOHKUX MPOKOMOB M MEIKUX pa3pbliBOB B Mare-
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puanax 6apbepHoOli cUCTeMbl ANsl CTepunu3auuu, BU3YasibHbIli KOHTPO/b reM He MeHee SIBMAETCA LEeHHbIM CpPefcTBOM
MOHUTOPUHIA LE/IOCTHOCTU K/1eeBOro coeAuHeHusl. JpyruMu MHCTPYMEHTaMU, KOTOPbIMU MOXHO MOJIb30BaTbCA, SIB/MSOTCS
NoNsipu3oBaHHbIli CBET U HEBUAUMbIN ceeT. IX 0GbIYHO He NMPUMEHSIIOT KaK OTAe/IbHble MeTOAbl OLLeHKU GapbepHbIX CUCTEM
ANA cTepunusauuu MMan ynakoBOUYHbIX CUMCTEM B Hauyasie, HO 3a4acTyl0 OHU CNyXaT Kak BHYTPMNPOU3BOACTBEHHasdA Npo-
Bepka BO BpeMsi CepuiiHOro Npou3BoACcTBa 6apbepHbIX CUCTEM AJsi CTepunusaumm uluam ynakoBoUHbIX CUCTEM.

A.7.3 [lpoHukaHue kpacumess: ASTM F1929 BknioyaeT onucaHve BNUTbIBaHWA pacTBoOpa KpacuTesnsa uyepes Ka-
Ha/lbHbI AedekT. ATO TPAAULMOHHBIA TecT ANA BaMgauun K/ieeBoro CoefiuHeHUs, ec/im KayecTBO K/1eeBOro cCoefVHeHus
He CKOppe/iMpoBaHO B XOAe BU3YaJIbHOTO KOHTPO/A. 3ro MUCMbiTaHWe HaubGosiee CNIOXHO BbINOMHUTL Ha LIe/TH0NM03HbIX
martepuanax.

Pe3synbratbl UCNbITaHUA KpacuteneM MOryT 3aBuCeTb OT MUCNbITYeMOro maTrepuana, onbiTa U NOArOTOBKW oneparopa.
B cBA3KM € 3TMM HeoGX0AMMO TakKe OCTOPOXHO UHTEpPnpeTupoBaTb pesynbrarbl. BaxHO, YTOGbLI UCNbITAaHUA NPOBOAUIUCH
onepatopamMu, aTTeCTOBaHHbIMM XaK KOMMNETEHTHble ANIA NPoBeAeHUs TakuX ucnbiTaHuii. Korga wHTepnpetauvs pesynb-
TaToB MCMbITAHUI MOHATHA, 3TO AaeT Hafie)XHoe 1 YyBCTBUTE/IbHOE CPeACTBO OOHapPY)XeHUsi KaHa10B, OTBEPCTUI U T. A,

A.7.4 UcnbimaHue Ha o6pa3osaHue ny3bipbkos: ASTM D3076 m ATSM F2096 onucbiBalOT MOrpyXeHWe ynaKoBKU
{6apbepHoii cuctembl Ans cTepunusayuv) B XUAKOCTL U npunoxeHue audpcbepeHumana pasnenvs. BoigeneHve rasa mo-
XeT yKasbiBaTb Ha Hanuuue yTeuku. Haunydwmm o6pasom noaxoauT A/s1 KPYMHbIX yTeyeK, O6bIMHO NPUMMEHSAEeTCA K ynako-
BaHHbIM MeAULUHCKUM U3AENUAM Nocsie BO3AelCTBUS YCOBUI peasibHOW UM UMUTMPOBAHHOW OTrPY3KU ANSi OLeHUBaHUA
L,eNIoCTHOCTU YNakoBKK (6apbepHoii cucTeMbl Ana cTepunansauum).

A.7.5 [pysue mMemoObl rnoomsepx0eHusi yesiocmHocmu: AnNbTepHaTUBHbIe MPUeMbl BK/OYaKOT npumeHeHue CO.
WNWN renus B KavyecTBe rasa-uHAuKatopa, usmMepeHue nop, AasfieHMEM WU NPU CHWKEHUW BaKyyma, a TakKe YnbTpasBYKO-
Bble UccnefoBaHus, C MOMOLLLIO KOTOPbLIX MOXHO XapakTepusoBaTb YTEUKU U ApYyrue aHomanuum.

A.7.6 [MpoBokayuoHHble ucrnbimaHusi sceli yrnakosku (6apbepHoli cucmemMbl 0711 cmepusiuszayuu) Ha 3chchekmus-
HOCMb MUKPO6HO20 6Gapbepa: CTepu/ibHYl0 GapbepHyl cucTeMy MOMeLLaloT B Kamepy M MnojBepraloT BO3AeiicTBUIO adpo-
30/11 C M3BECTHOM KOHLieHTpauuelii M3BECTHONO MUKpoopraHusma. 3aremMm cucteMmy oGe3sapaXuBaloT CHapYXW, OTKpbIBa-
10T acenTUYeCKUM CMOCOGOM M BbIMOMHAIOT MPOBEPKY CTEPUSILHOCTU MeAULMHCKOro usaenusi. 3To uUcnbiTaHue sBAseTcA
anbTepHaTMBON onpegeneHntio (PM3NYecKoi LEe/loCTHOCTU, XOTA 3TU MeTOoAbl He 0COGO0 HafeXHbl M TEXHUYECKU CIIOXHbl B
ucnonHeHnn. B oTcytcTBMe yHUBEPCA/IbHbLIX OGLIENPUHATLIX METOAO0B 3TW MeToAbl MOryT MOAOWTM ANA OLEHKX LenocT-
HOCTU U3BUIMCTOFO KaHa/la 3axpb/us GapbepHOil cucTeMbl ANA CTepunusauuu, ecnv NpoLliv Hag/nexalylo Baiugauuio
{cm. NCO 11607-1:2006, npunoxeHue B).

A.8 MpPOoYHOCTb K/1eeBOro coefMHEHUs U CONPOTUBEHME NPOAABIMBaHUIO

A.8.1 Mpo4yHOoCMb K/1eeB020 CoeduHeHus. TepBUYHbLIM CpeACcTBOM XapaKTepusauun MPOYHOCTU KeeBoro coefunHe-
HUA ynakoBku (6apbepHOii cucTeMbl ANs CTepunusauumn) ABNSAETCA U3MepeHue ycunusi, Heo6XxoAMMOro ANA paspgeneHus
ABYX KOMMOHEHTOB YMaKoBKW. Takoe pasfiesieHne MoOXeT ObiTb YacTbi KOHCTPYKUUN GapbepHOW CUCTeMbl ANA cTepuiusa-
uun u/unn ynakoBo4HOU CUCTEMbI, YTOGbI 0GMErYMTbL acenTUYecKkoe M3BJIeUEHME COAEPXKUMOIOo, UIN MOXET NpeAcTaBNATb
ycunuve, KOTopoe Heo6GXO0A4MMO NPUIOKUTL AS1 pa3pbiBa Hepa3beMHOro (MU «CcBapHOro») coefuHeHus. B nio6om cnyvae
M3MepeHUsi NPOYHOCTM K/1IeeBOro COeAMHEHUS ynaxoBKu (GapbepHoOil cucTeMbl ANs CTepununsauun) SABNAIOTCA K/IIOYEBbIMU
MHAUKaTopamu npotecca (hopMnUpoBaHUA YNaKOBKU.

MpoYHOCTb COeAVHEHUIT CO CbEMHbIM C/I0eM NpeaBapuTenibHO CPOPMMPOBaHHbLIX GapbepHbIX cUcTeM A1A CTepu-
nusauun asnsetcA ¢yHKuMei mMaTepuasioB M NPOU3SBOACTBEHHOro npouecca nocraslwuka. MpegnonaraembliiA AuanasoH
3HauYeHUi NPOYHOCTM K/IEEBOTO COEAMHEHUs HauNy4ylWwum oGpasoM ycTaHAB/IMBAeTCsl M3rotoBuTesieM. 3TO Takke cnpa-
BeA/IMBO /191 NOCTaBLYMKOB MaTepuasioB 6apbepHbIX CUCTEM ANA CTEpUNU3aLUN.

A.8.2 Kpome TOro, B GO/bIIUHCTBE C/ly4aeB MNPOYHOCTb K/I€eBOro COEAUHEHUA CAYXUT UHAUKATOPOM KOHTpOns
npouecca ¢popMMpOBaHMA K/1€eeBOro COeAVHEHMs U fAaeT YBEpPeHHOCTb B TOM. 4YTO ynakoBka (6apbepHas cuctema Ans
cTepunusauyum) npepacTasisieT KOHCTPYKLUMOHHO MPOYHYIO €MKOCTb A/l MeAULMHCKOro usgenus. CxnemsaemoCTb OLEHM-
BaeMbIX KOMOWHaUMW MaTepuasioB NPOBepsilOT B naGopaTtopuu, MCNONb3ys AuanasoH YC/I0BUI, YCTAaHOB/EHHbIA ANnA Ae-
MOHCTPaUMMU FPaHMYHbIX 3HAYEHU MPOYHOCTU U KayecTBa K/ieeBOro coefuHeHus. KneeBble cOeAUHEHUS UCTbITLIBAIOT Ha
OTC/I0€HME MpPU PaCTSHKEHUM U aHa/IU3MPYIOT, YTOGbI OnpefeniMTb COOTBETCTBUE MOJTyYEeHHbIX Pe3yrbTaTtoB )esaTeslbHoW
NPOYHOCTM Ha oOTcnaMBaHue Ans GapbepHOW cucTembl ANA cTepunusauum UiMAM ynakoBOYHOW cucTembl. 3TOT npouecc
06GbI4YHO MCMOMb3YIOT KaKk MHCTPYMEHT CKPUHUHIAa AN BblOGOpa KOMOWHaLMii MaTepuasioB, OH TakKe MOXEeT UCNOo/Nb30BaTb-
CA ANA OLEHWBaHUA MPOYHOCTU K/IeeBOro CoefuHeHUs A0 W nocne crtepunusauun. CornacHo 3TOMY, M3MepeHUst npouy-
HOCTU K/IeeBOro COefMHEeHUs MOXHO WCMO/Mb30BaTb /11 MOHUTOPUHra NPOU3BOACTBA, oGecrnevyeHUs KOHTPONSA MpoLecca,
MOCTOMbKY AaHHble MPOYHOCTU K/1eeBOro CoeANHEHUA NPUrogHbl AN MOHUTOPUHTa npolecca.

A.8.3 ASTM F88 siBnsietcA onpegensalowuMm MeToAoM A/ XapakTepusauuu MPOYHOCTU K/eeBOro coefuHeHus. Pas-
pbiBHAss MalWHa pacTArMBaeT KOHLbl TOYHO BbIPpe3aHHOrO y4yacTKa K/1eeBOro COefMHEHUs NMpu KOHTPO/IMPYEMOW CKOpoCTU
pasaBuXEeHUs 3axBaToB, MU3MEpPEeHMM PacCTOAHUA, Ha KOTOpoe OHW pPasol/IUCb, W pacTArnBalolleli Harpysku BO BpeMs
ucnbiTaHusa. OGbIYHO K/ieeBble COeAMHEHUA UCMbITbIBAIOT B HECKOJ/IbKMX Touycax Mo nepumertpy ynakoBku. ASTM F88 npep-
cTaBnsieT faHHble O BAMAHUM pasnuuunii B npvemax. PykoBoacTBO MO XapaKTepucTuKaM MPOYHOCTU KeeBOro coefnHeHus
Takke npusegeHo B EH 868-5.

A.8.4 ConpomusneHue npoodasnusaHuro: CpepcTBa, C NMOMOLULIO KOTOPbIX UCMbLITLIBAIOT BCIO YMNaKOBKY LIE/TUKOM
{6apbepHylo cuctemy Ana crepunusauun) Ha npogassvBaHue, BKAOYAIOT cCO3faHMe AaBfeHUsA BHYTPU YNakoBKM U OT-
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cnexvBaHue B/IMAHUA [aB/IEHUS Ha KNeeBble COEAWHEHUA YnakoBKW. PasfeneHue kneeBoro coefuHeHus (Nonsy4vecTtb),
Bpemsi [0 paspylieHUs ynakoBku (paspylLieHue Npu Mon3yyvecTy) v npegen MPOYHOCTU NpU NpPojaBIUBaHUN — 3TO U3-
MepeHusi. BbinosiHsemble no Metogam ASTM F1140 (HesakpensieHHbli oGpaseu) u ASTM F2054 (3akpensieHHblli oGpa-
3el). XoTA ucnbiTaHWe Ha NMpogaBiVBaHME OXBaTbiBaeT BCIO YNaKoBKY (6apbepHylo cuctemy A CTepurbi3auuun) 3a ofuH
pas3. HEBO3MOXHO MPUIOKUTL PaBHOMEPHOE ycu/ne KO BCEM 4YacTAM YNaKoBKMW, U 3TO 006sisaTe/lbHO npuBeAeT K Gonblueii
M3MEHUMBOCTM Ha6GnogaemMbIX pe3ynbTatoB, YeM MUCTbifaHWe Ha oTcnavBaHue. McnbiTaHMe Ha npogaBnuBaHuE OGbIYHO
MCnonb3yloT A/ BHYTPUNPOU3BOACTBEHHOIO KOHTPONA. ECM OHO nUcnonb3yeTcs ANA TaKoro KOHTPOssA, TO BO Bpems Baiu-
Aauun cnefyeT BbINOMHUTL CONYTCTBYIOLWME UCMILITAHUA HAa PacTSHKEHME U NpoAaBAuBaHue.

A.9 PyKoBOACTBO Mo 06pa6oTke marepuanoB

A.9.1 BONbLINHCTBO TEXHU4YEeCKMX TpeGoBaHW/ K GapbepHOW cucteme AnA cTepunusauun U/MAM ynakoBOYHON cu-
cTeMe M XapaKTepucTuKu mnpouecca OmnpeAensiioT C MOMOLWbIO U3MepeHus pasMepoB. OOGblYHble U3MepPeHWs pa3mepos,
CcBsi3aHHble C NOAGOPOM M (OYHKUMAMU MEAULMHCKOTO M3Aenus. — 3ro nosiiHas fA/IMHAa U MOJMHas LWMPUHA, BHYTPEHHSASA
ANVHA U WIMPUHA U WWAPUHA K/1eeBOro coefuHeHus. [lpyrue pasvepbl onpefensiioT Ha OCHOBe WHAUBUAYaIbHOW 3ajayn 1
Tpe6GoBaHUii K XxapakTepucTukam npouecca (CM. pyKoBOACTBO NO U3MEpPEeHUI0 NIHelHbIX pa3mepoB B ASTM F2203).

A.9.2 TpeHue MOXeT MOBMUATL Ha O6GPaGOTKY YMaKOBOYHLIX MaTepuasioB Npu ABWKEHUN NO MeTa/I/INYECKMM no-
BEPXHOCTAM. APYrMM NoAJIOKKaM unu Apyr o6 apyra. Hanpumep, B onepauuax yknaaku M aBTOMOrpyaku marepuasnbl MOryT
nogasarbCsl HenpaBU/ILHO 3a CYET BbICOKOrO YPOBHSA TpeHuA. KaTeropusauusa cTtaTU4ecKUX U KMHETMYecKuX KoadcpuumeH-
TOB TPEHWS MaTepuasioB MOXeT CMoCcoGCTBOBaTb HafEXHOCTM OOpPaGoTKM GapbepHoil cucTeMbl Ana cTepunusauyun uivnm
yNnakoBO4YHOW cucTeMbl. [lononHuTenbHyro nHcopmaymio cm. eASTM D1894.

A.9.3 ®opmupoBaHMe GapbepHOWl CUCTEMbI A/ CTePUNU3aLUN U coxpaHeHue CTepusIbHOCTU 3aBUCAT OT CNOCO6-
HOCTU K repMeTtmsauyuu. YNakoBOYHble MaTepuasibl MOXHO CK/euBaTb NpuU paswW4HbIX ycnoBusx. Moatomy xapakrepusa-
LMa CKJleMBaemMoCr ynakoBOYHOro marepuasnia MOXeT BK/oyaTb criegylouiee: pasmep CKIeMBaeMoro npomexyTka, npod-
HOCTb K/leeBOro CoefVHEeHUs, HarnsfgHoe ykasaHue MecTa HaxXoX[eHuUs coefuHeHUA (ecnu OTKpbIBaeTCs oTcranBaHueM)
M CnocoGHOCTL K 06pabGoTke YyBCTBUTE/IbHbLIX K Temneparype marepuanos. OGbIYHOW MPAaKTUKON SIBNSETCA OLeHuBaHue
K/1eeBOro coefHeHusl, BbINO/IHEHHOTO Ha nabopaTopHOM OGOpyAOBaHWWU, U B 3aBUCMMOCTM OT Tuna oGopyaoBaHus, Tuna
M MecTa pacrnosioXeHuss TepMonap, Maccbl annapata ANA CKAeMBaHUA U APYTUX (DAKTOPOB YCNOBUA CKenBaHUA MOFyT
MEHATbLCA OT annaparta K annaparty (cm. ASTM F2029).

A.9.4 Macca cnosi Knesi Ha NMOKPbLITO KjleeM MOBEPXHOCTU MOXEeT MOBMUATbL HAa CK/1enBaeMOCTb. MPOYHOCTb Kile-
€BOro COoefiMHeHUs W nepeHoc. B 3aBUCMMOCTM OT K/iess U CK/leMBaeMol NMOBEPXHOCTU Macca C/oA Kjies MOXeT MOB/u-
AITb HA KOTe3VMOHHbIA M afre3MoHHbIi TUM OTKasa K/1eeBOro COoefiMHeHUs MpU OTC/IauBaHUK, YTO BAMSET Ha CTaGW/IbLHOCTb
MPOYHOCTU K/I€eeBOro COeAMHEHUS U NepeHOC KeeBOoro MOKPbITUA C MOBEPXHOCTU Ha NOBEPXHOCTb. [lNs cornacoBaHHbIX
pes3ynbTaToB CK/IEUBAHUA U OTC/IauBaHUA Macca C/losl K/fles AO/MKHA OCTaBaTbCA B YCTAHOB/IEHHOM WHTepBasie 3HaveHWii
(cm. ASTM F2217).

A.10 PykoBoacTBO No ne4varun

A.10.1 HoBble ynakoBOYHble MaTepuasbl, Ha KOTOpble npepgnonaraeTci HaHOCUTb MapKMPOBKY Meyarbio, MOryT Mo-
Tpe6oBaTb OLEHKM NPUrofHOCTM ANA nevaraHus. MpurogHocTb ANA nevyataHUs MaTtepuana cBsisaHa C ero cmavynsaemo-
CTbI0O WM NOBEPXHOCTHbIM HaTshKeHueM. [lns u3MepeHUss NOBEePXHOCTHOTO HaTSXKEHMS MOXHO MCMNONb30BaTb U3MeputTenu
KOHTaKTHOTO yrsia cMavyvMBaHUs UM TecTOBble MapKepbl, YTOGbl onpeAennTb ypoBeHb 0GPaGoOTKM MOBEpPXHOCTU ulunu npu-
roAHylo Ans neyatu CTOPOHY YNakOBOYHOro matepuana. HekoTopble o6pabGoTaHHble NOBEPXHOCTU MOryT AerpagvmpoBarthb,
4YTO B/IMSAET HA MPUTOAHOCTb A1 NeYaTu CO BpeMeHeM.

A. 10.2 Kpacka N/ioOXoro KauyecTBa WM NJoxoe 3akpensieHuelagreavss K mMarepuasly MOXeT MOBAUATb Ha BHELHW
BUA, U ya060ouMTaeMOCTb Meyat UaM Ha YHKLUMOHaA/IbHOCTbL MOKPbLITUI HAa YNakoBOYHbLIX MaTepuanax. Mockonbky npuem-
NeMOCTb CTENeHU 3aKkpensieHus ABNAseTcs cneunduUHOW NS KaXAO0ro npuMeHeHus, HeoGXOA4MMO corniacoBaTb KpuTepuu
npuemMneMocTy MeXay nosb3oBaTtesiemM U U3roToBUTesIEM yNakoBoYHoro marepuana (cm. ASTM F2252).

a) MevaTb, NpegHasHaYeHHas ANA nepegadn nHGOpPMaLMKN. He AO0/MKHA UMETb MPOMYCKOB, Ma3KoB, NATEH, NoA-
TEKOB UM CMeLLeHUs, YTO BefeT K ee HenpaBW/IbHOCTM U HeuuraGenbHocru (cm. UCO 11607-1:2006, nyHKT 5.4).
Mevatb

B 30He CKNeMBaHWs MOXET MOBAUATbL Ha CKJeMBaeMOCTb MaTepuana, a Takke Ha MPOLECC CKieuBaHus, MOXeT
noBNUATb

Ha Tunorpadckyto Kpacky ulunu pasGopumBocTb nevatu. [pyroii npo6nemoii MOXeT cTarb COBMECTUMOCTb C
BbIGPaHHbIM

npoueccom ctepunusauyuu, rae Temneparypa ulunm xmmmyeckas CTOMKOCTb MOTYT NOB/MATL HA NevaTb.

b) VcTupaHve ynakoBOYHOrO MaTepuasia C HarneyaTaHHOl MapKMpPOBKO B cpeAe pacnpefefieHusi MOXeT
M3MeHUTb

BHelWHUii BUg, rpadvku GapbepHoii cucTeMbl ANsl CTepunusauuyM U/MAU YNakoBOYHOI CUCTeMbl M3-3a LiaparnuH,
cTUpaHus

Kpacku, cABuUra WNU TNpeBpalleHUs MapKMpOBKM B HeuuTaemyr. B 1aGopaTtopHbIX YC/OBUSAX CpaBHEHUE
conpoTueneHus

UCTUPAHUIO NOBEPXHOCTU MAPKUPOBaHHbIX MaTepuasioB C YCTAHOB/IEHHbIMU CTaHAAPTaAMN MOXET anpoKcuMmmnpoaatb
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BO3-
[elicTBUSA Npy oTnpaBKe 1 oGpalyeHun. lononHUTeNIbHOE pykoBoAcTBO cM. B ASTM D5264.
c) MoBepxHOCTb C NeyaTbio GapbepHON CUCTEeMbl A1 CTEPUTbISALUN /MM yNnakoBOYHOW CUCTEMbl MOXeT
nog-
BEpPrHyTbCA BO3AeCTBUIO XMMUYECKUX BeLeCTB BO BPEMSsi XM3HEHHOTO UuMKna. XMMuyeckue BelyecTBa MOryT
pasnoxuThb,
pasMaruntb, cMasaTb U CTepeTb Meyarb, YTO NOBAUSAET Ha BHEWHW BUA U pasGopunBocTb. OTHOCUTE/NbHYIO
CTOWKOCTb K
BO3/1E/iICTBMIO U3BECTHbIX WM OXUAAEMbIX XMMWYECKUX BellecTB HeOOXOAMMO OLeHUTb. [lononHuTenbHoe
pyKoBOACTBO

cM. B ASTM F2250.

A.11 YuctoTa 1 Ha/IM4ue TBEpPAbIX YacTul,

A.11.1 TOCTOPOHHMM MaTepuasioMm, KOTOPbIA Haxo4uUTCA Ha MOBEPXHOCTU O6apbepHOW CcuUcTemMbl A CTepunu-
3auMM u/Mnu ynakoBOYHOW CUCTEMbl U KOTOPbIA MOXHO OYUCTUTHL LLETKOW WAU CTepeTb, CUUTAIOTCA OTAeNIbHbie TBep-
Able 4acTuubl. WX [OMKHO 6biTb MUHUMa/IbHOE KONMWYeCTBO. YPOBeHb HEeu36GeXHO MpUCYTCTBYIOWMX 4acTuy, Gyaet
3aBuUCceTb OT BbIOpPaHHOIO YMaKOBOYHOTO Marepuasia. Pasmep yacTul, 4acTo OLEHMBAlOT MO KapTe oLueHku copa TAPPI
Dirt Estimation Chart.

A.11.2 HeoGxogMMo CBeCTM K MUHMMYMY KONMYECTBO MOCTOPOHHEro Marepuana, KOTOpblii pacnonaraercs Mexpy
cnosMMU Matepuana WAn Ha MN/eHKe, HeTKaHOM martepuasie unu Gymare. Fenv, 4YaCTUYKU CMONbI C MOJMEKY/ISIPHOW Maccoii
Bbllue CpefHero, /10 BUAY HanoMuHaloWme MesiKylo TBEpPAYI CTEKNAHHYIO KPOLIKY, He SABMAIOTCA NOCTOPOHHUM Marepua-
NIOM 1 NpUCYLM MHOXECTBY MaTepuasioB Ha OCHOBe NonumepoB. YacTuubl yrnepoja sIBAAIOTCA OOYINMUBLUMMUCS YacTuuy-
KaMy OCHOBHOTrO MaTepuasia, o6pa6oTaHHOro Npu BbICOKOW Temmnepatype. enu M yacTulbl yriepopa paccmaTpuBaloT OT-
[eNnbHO OT BKpamn/eHHbIX 4acTul, NMOCTOPOHHEero Matepuana. Cwm., Hanpumep, 1EST-STD-CC12460. KoTopblii npeanaraet
OCHOBY 1 €iVHbII MeTOo/, yCTaHOB/IEHNA TPe6GOBaHN K YPOBHAM YACTOTbI NPOAYKTA U NPOrpaMmMbl KOHTPOA 3arpsA3HEHUs.

A.12 YcKopeHHOe cTapeHue U Npo6ieMbl OKpyKatoLleli cpeabl
A.12.1 Cnepytoume onpeaeneHns sknodyeHbl BASTM F17:

a) YCKOpeHHOe cTapeHue — TeXHUKa UMMUTauuMu BNUSHUA BPEMEHU Ha YnakoBKy MyTeM BO3AelicTBUS Ha
cuctemy

NnpoAyKuMAynakoBka MOBbIWEHHbIMA TemneparypamMu B peryjimpyeMblX YC/IOBUAX OKpyXawouieii cpegbl,
npeacraBuTeNb-

HbIX A/1A YCNI0BUIA XpaHeHUsi. KBUBa/IEHTHOE BPeMsl 06bIYHO OLEeHUBAIOT MO Aerpajauuy ynakoBOYHbIX MaTepuanoB
no

KUHEeTUKe, ONUCaHHOW pyHKUueli AppeHuyca, 3aBUCUMOCTU CKOPOCTM XUMUYECKOl peakuuu oT Temneparypbl. Bonee
noa-

po6Ho cm. BASTM F1980;

b) 3Ko/ormyeckue npo6semMmbl — MpoLecC BO3AEACTBUA Ha YNAKOBKY MaKCUMasIbHOW U MWHUMasIbHOW
Temnepary-

poli U BNAKHOCTBIO U/MNU ApYrMMU NpPoOAesbHbIMUA YC/IOBUSIMU OKpYXaloleli cpefbl C Le/blo onpegeneHus
YyBCTBUTENb-

HOCTU YNaKOBKM K BO3HMKAKOLWUM HanpshkeHUsiM. B NpoTMBOBEC YCKOPEHHOMY CTapeHUIo 3KOosoruyeckne npo6iembl
yacto

BK/IIOYAlOT YC/IOBUA WU nepexoAbl NMGO0 TO W Apyroe BMecTe TeMmneparypbl W BI&QXHOCTU, PaBHbIX WUAKN
npeBbILAOLNX
napamMeTpbl, KOTOpPble BO3HUKAIOT B XXMSHEHHOM LiMK/1e YNakoBKU. flononHutTenbHoe pykoBoacTBo cM. BASTM F2825.

Ana npumepoB pacyeToB MPOAO/MKUTENBLHOCTU YCKOPEHHOro cTapeHus U BbliGopa TemnepaTypbl CTapeHusi B peasb-
HOM BpemMeHu cm. ASTM F1980.

A.12.2 Mpu YCKOPEHHOM CTapeHUn YPOBHU TemnepaTtypbl U BMKHOCTU BbIGMPAIOT TakK. YTOObI Marepuaibl He [0-
cTuranu Temnepatyp cusmuyeckoro nepexoga. Mpu pelweHnn 3KOMOTUYECKUX 3agady LUenbio ABnsercsa oueHka acdekTms-
HOCTU GapbepHOii cucTeMbl AA CcTepunnsauun n/unm ynakoBoYHOW CUCTEMbl B 3KCTPEMasibHbIX YC/IOBUAX, BO3MOXHbIX Ha
YXU3HEHHOM LiMK/1e YNaKkoBKU, TNGO Hanps)XeHUne Marepuana B6/1M3M UM Nocrie KPUTUYECKOWN TOUKU.

Takoe ycTaHOB/NIEHWE rpaHuUl, onNupaeTcs Ha TOT (haKT, YTO pas/IMyHble MaTrepuasibl MUMEIT PA3NIMYHYIO 4YYyBCTBU-
Te/IbHOCTb K TemnepaTtype W Bnare U BbiBOfbl OTHOCUTENbHO MPUrOAHOCTU AaHHOro Marepuasa B KayecTBe KOMMOHEHTa
GapbepHoii cucteMbl Ana cTepunusauMm u/uam ynakoBOYHOW CUCTEMbl MOTYT OKasaTbCA HefocToBepHbIMU. Hanpumep,
Gymara siBNsieTCA 0CO60 YyBCTBUTE/IbHOW K OTHOCUTE/IbHOW BN@KHOCTU. M36bITOYHasA CyliKa OTpuuareslbHO oTpaxaercs
Ha NMPOYHOCTHbIX CBOWCTBAaX, a U30bITOYHAsA BMIAXKHOCTb MOXET MPMBECTU K 06pa3oBaHMIO nieceHu. HekoTopble crouctble
MaTepuasibl MOryT oTKasaTb B 3KCTPeMasibHbIX YCNOBUAX, XOTA B pea/ibHOM BPEMEHW U MPU KOHTPO/INPYEMOM CTapeHuun
OHU pefKo Unn BooOLYe He ;eMOHCTPUPYIOT TaKkoli pesynbrar.

A.12.3 Mpou3BOACTBO MeAULMHCKAX WU3[ennuii NMOCTOAHHO pa3BuUBaeTCs, MO3ITOMy TpeGoBaHMEe cCTapeHus B pe-
a/IbHOM BpeMeHMu nepes BbIMYCKOM Ha PbIHOK M Mpogaxel 3a4acTylo HBNpakTu'bio. MpumeHeHWe ANA UCNbITAaHUA CpoKa
rogHoCTN GapbepHoil cucTeMbl ANA cTepunusauuM uiunn ynakoBOYHOW CUCTEMblI YCKOPEHHOro cTapeHus OO6bI4HO Mnpu-
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HMMaeTCsA Kak OGOCHOBaHHOe ANl BBEeAEHUSA HOBbIX MEAULMHCKUX WU3fAenuii nNpyu ycnoBUW, YTO CTapeHWe B peasibHOM
BpeMeHN Ha MecTe NOATBEPAMUT pe3y/bTaTbl MCMbITAaHUA C YCKOPEHHbIM cTapeHueM. OGbIYHO OCYLIECTB/IAIOT CEPUI0 MUC-
NbiTaHWii ANA NMPOBEPKM Le/IOCTHOCTU YNaKOBKM, OCOGEHHOCTel BCr)bITHA YMakoOBKW (ec/iu MMeKTCHA) M oGLUX CBOWCTB
camMux YMakoBOYHbIX MaTepuanoB. lMonyyeHne 3HaueHUi CBOWCTB A0 M MoOcne cTepuansauuu BaXHO ANs onpepeneHvs
B/INSIHMA Mpolecca cTepunansauuM A0 Hayvana npouecca CTapeHWs Ha MaTepuasibl U KjeeBble cOefiMHeHUsi GapbepHoi
cucteMbl Ana crepunusauun. MsyyeHne crapeHuss MOXHO NMPOU3BOAUTL HA MYCTbIX GapbepHbIX cuctemax ANnA crepunusa-
yun (cm. NCO 11607-1:2006. nyHKT 6.3). NogBeprHyB UX MaKCMMarbHOMY 4ucC/ly npepnonaraeMbiX LMKIOB CTepuvsauuu.
Ecnu oGpasey ANA cTapeHUs He BK/OYaeT COAEepPXUMOro, AOKYMEHTa/IbHO MNOATBEPXAAIOT O0GOCHOBaHMWe, MojaepxuBa-
loujee KoHdUrypaumoo ucnbityeMoro o6pasua. [lpyn+e noaxogbl BK/IOYAOT M3yyeHUe OTrPy3Xu. BbIMO/IHEHHOW B MOMEHT,
NPUHATBLIA 3a Hayaslo oTcyeTa BpemeHu. VicnbiTaHue CBOWCTB MaTepuasna Torga cnefyetr Kak Mepa B/USAHUA BpPeMeHWU,
cMO/fieNIMPOBaHHOIO YCKOPEHHbIM CTapeHuem.

Acnonb3oBaHue ypaBHeHUss AppeHuyca OObIYHO MPU3HAETCA Kak MoAxon ANA onpefeneHus BAUAHUA Temnepary-
pbl Ha CKOPOCTb FOMOreHHOW peakuuu NepBOro nopsgka. YNpouleHHbIi pacyeT Qi = 2. BbiBeAeHHbIi U3 3TOr0 ypaBHe-
HUA. foMnycKaeT, YTO WHTEHCMBHOCTb CTapeHUs NpuGnusuMTeNnbHO yABavBaeTcs Ha Kaxgble 10 *C yBenuueHus temnepa-
Typbl. Hanpumep. 45 pHeii npu 55 "C akBMBasIeHTHO ogHoOMy rogy npu 25 *C. [lononHuTesibHoe OGCyXAeHuWe npeamerta
cMm. B AAMI TIR17 n ASTM F1980.

Temnepatypy BbIGMpPAlOT C OCTOPOXHOCTbIO, TaK. YTOGbl He MOBpPeAUTbL Marepuasibl, NPMMEHUB YCNOBUSA, KOTOpble
He OXWAAITCA B peasibHOW XMU3HU UNKN BbIXOAAT 3a paMKM PEeKOMEeHAOBaHHOIO AuanasoHa NPUMEHeHWUsi paccMaTpuBaemMo-
ro matepuana. Cm. BASTM F1980 pykoBOoACTBO MO BIrMSKUIO BNXXHOCTU B NnpoLiecce YCKOPEHHOro ctapeHus.

Mpu BbIGOpe Temnepatyp AMS NPOBeAEHUS YCKOPEHHOro CTapeHus criepyer coGnofaTb OCTOPOXHOCTb, YTOGbI He
NpUBECTM K MepexofHbiM COCTOAHMAM MaTepuasibl, He NOBpeAUTb GapbepHyl cuctemy AnsA cTepunusaumm nlunun ynako-
BOYHYIO CMCTEMY W He BBECTM He/IMHEWMHbIX U3MEeHEHWi, TakuX KaK KPUCTa/I/IMYHOCTb, OGpa3oBaHWe CBOGOAHbLIX pajuKa-
NOB. pas/ioXeHune nepekuceil.

Mpu paccMoTpeHUn ponu BNAAKHOCTU B YCKOPEHHOM CTapeHMU BaXXHO OCO3HaBaTb, YTO TAKOB OTHOCUTE/IbHas Brax-
HOCTb.—3TO KO/INYECTBO BOAbl, B3BELIEHHOI B BO3flyXe, OTHOCUTE/IbHO KO/u4yecTBa BOAbl, TPeGyemMoro AN HacbilWeHUs
BO3flyxa Npu 3Toii Temneparype. B cBA3n ¢ 3TUM cylyecTByeT ONMacHOCTb, YTO NOAJEepPXaHUe TaKoro e MpoLeHTa OTHOCK-
Te/IbHOW BNaXHOCTU, KaK B OKpyXalolleii cpefe NMpyW U3y4YeHUU YCKOPEHHOIO CTapeHus, oGsA3aTesibHO npuBepeT K Gonee
BbICOKOMY BO3/€e/CTBUIO BNIQKHOCTU, YeM OGbIYHO NpU CTapeHun B peasibHOM BpemMeHU. MogpoGHoe oGecyxaeHuWe IToW
TeMbl cMm. B (107].

A.12.4 [ipyroii acnekT ucnbiTaHWii GapbepHOil CUCTEeMbl A/ CTEPUIN3aLUN OTHOCUTCA K IKO/IOTMYEeCKUM npobne-
MaM WUAN KOHAMLIMOHMPOBAHUIO Marepuasia Mpu pasNUYHbIX Temnepatypax U YPOBHAX B/I@XHOCTU, YTOGbI MMUTUPOBATb
BO3/e/icTBUE pPas/NIMYHbLIX YC/MOBUIi NpU OTMpaBKe B MecTa C pas/IN4yHbIM KAumatoMm. MOXHO Mcnonb3oBaTbh LMKIMYecKoe
npuMeHeHWe Tenna-xosoga AN UMUTALMKN CE30HHbIX KoneGaHWii, KOTOpPbIM MOTyT nojBeprarbCcA ynakoBaHHble MeAULVH-
CKue nsfenus, B To Xxe BpeMs He06XOAMMO 06pPaTUTb BHUMaHUE HA CKOPOCTb U3MEHEHUA.

YpoBHM Temnepatypbl U BJI&XXHOCTU criefyeT BblGUpaTb OCTOPOXHO, HA OCHOBE MOHWMaHWA pacnpegeneHus npo-
AYKUMM M YCNOBUI ee MUCMNONb30BaHMA. ONUcaHHOe Bbille OGCYXAeHMe BUAHUA TemnepaTtypbl U BMAXHOCTU, C OXUAAHW-
€M JIMHeliHOl 3aBUCUMOCTU, Takke CBS3aHO C 3KOMOrMyeckumu tpeGoBaHusMU. OAUH M3 NOAXOAOB ANA OOGLIYHO UCMOSb-
3yeMoli cucTeMbl pacnpegeneHns MOXHO HaliTu eASTM F2825.


http://WWW.BREMAN.RU/

MocTaBKa N peMOHT MegULUHCKOro o60opyaoBaHuA

«MEAVAHA» OO0, [ WWW.BREMAN.RU]
; CaHkT-Tetepbypr, yn. MapLuana TyxayeBckoro 22
medical equipment +7 (812) 336-54-66, 8-800-333-06-39

A.12.5 N3rotoBUTENb MEAULIMHCKOIO U3aenusa NpMHMMaeT oKoHYaTe/IbHOe pelleHne B OTHOLEHUN NPUrogHOCTU
yNakoBOYHOro maTepuana n?unm cuctTembl s oéecnevyeHUss MakCUMasibHoO 3h(hpeKTUBHOCTM CTEPUIN30BAHHOIO Meau-
LIMHCKOTO n3perbisi. 3T0 06CyXAeHune [O/MKHO CMYXUTb PYKOBOACTBOM NpU BbIGOpe YCNOBUIA UCMbITaHUA GapbepHoii cu-

cTeMbl A4n1A cTepunusauun ninnm ynakoBo4yHol cucteMbl UM YNakOBOYHOTO MaTepuana, Tak. YToGbl MOXHO OblNO caenartb
3IKCnepTHOEe 3aK/loUeHne OTHOCUTE/TbHO XapakTePUCTUK GapbepHOl cucteMbl ANs cTtepunusauum nlunm ynakoBoYHou cu-
CTeMbl C TEHEHWEM BPEMEHMU M OTAENUTb UCMbITAHMA CPOKa FOAHOCTU OT 3KOJIOFUYECKOro BO3AeCTBUA TeMnepaTypbl 1
BnaxHocTu.Mpunoxexune B
(cnpaBouHoe)

Bonpocskl ctepunmnsauyun.
PyKOBOACTBO 4/19 NPOM3BOACTBA Y MEAULMHCKNX yupexaeHni

B.1 OGuiee npeacTaBneHune

B-1.1 MonHoe paccMoTpeHue Mpouecca CTepunvsauum MeAuLMHCKOro usgenus, noajexailero (puHULLIHOW cTepu-
Nn3aumn. JO/MKHO ObiTb BK/IIOYEHO B MPOEKTUpOBaHWe MeAULLBTCKOro usfenvs u 6apbepHoil cucteMbl ANs cTepunusauum
nmlunn ynakoBouHO# cuctembl U BepudmKauumio Ana onpepenieHna coBmecTumoctu (cm. UCO 11607-1:2006, nyHKT 5.3).
OuyeHb 4acTo MeTof cTepunau3auuuM AUKTYeT acnekTbl BblGOpa MaTepuasioB, KOHdurypauuio GapbepHoOWl cuctembl AN
cTepunusaymm nlunn ynakoBo4HOR CMCTeMbl, pasmep 1 IOFTMCTUKY MEeAULIMHCKOTO U3genus.

HekoTopble acnekTbl, KOTOpPble HEOGXOAMMO YUUTbIBATb:

a) BbIGOP MaTepuana — NOPUCTbIV UM HENPOHULLAEMBbITA:

b) MeToAbl CTepUIn3aLmm rasoMm o6bIYHO TPEGYIOT MOPUCThLIX GapbepHbIX CUCTEM ANIA CTepUn3aLmm:

c) MeToAbl CTepunusauuu paguauueii MOryT MCnonb3oBaTb W MOPUCTble, U HEMPOHULAEMble GapbepHble
cucTembl

AnA ctepunusaumu. MHorga nopuctble 6apbepHble CUCTEMbl A1 CTEpPUIU3aLUn UCNOoNb3yloT AnA ocnadneHus
3anaxos,

KOTOpPble MOTYT NOSABMTLCA NPU 06/y4eHUN:

d) COBMECTMMOCTb — CMOCOGHOCTL BblfepXuBaTb NpoLecc:

. paccMmaTpuBaloT XapakTepUCTUKN MeAULIMHCKOro u3aenusa u 6apbepHoii cucteMbl Ana ctepunusauumn nvnm
yna-

KOBOYHOI CMCTEeMbI Nnocrie BO3AeACTBUA BbIGPaHHOrO MeToAa CTepUIU3aLMnN NPU KPaiHMX 3HAYEHUAX NepemMeHHbIX
npo-

uecca WAM nocse MHOrokpaTHOro Bo3felicTBUsi. Hanpumep, BaXHO MNOHUMaTb, Kakue puanuyeckume cBolicTBa
(chyHkumo-

Ha/lbHble U BHELUHWE) MOTYT U3MEHUTbLCA Y AAaHHOro mMaTtepuasna, nojsepratolierocsi o6/y4YeHuno, U YTo pasHble
MeToAbl

cTepununsaymm o6sy4eHMemM — 3/1EKTPOHHO-/y4YeBoe U ramma-usnyvyeHme — ulunm posa oényyeHuss MOryT mmeTb
pas-

HoOe BNIMAIHUE Ha MaTepuasibl:

e) nnoTHocTb/opueHTaLms:

- paccmatpuBatloT 3pheKkTbl 3aTEHEHUs APYTUX MeAULMHCKUX U3feNnii, HaxoAslMXcs € TOM )Xe KOHTeliHepe wnu B
coceiHUX KOHTeliHepax (3/1IeKTPOHHO-/Ty4eBOE UM FaMMa-u3ny4yeHue):
f)cneunanbHble orpaHnyeHUs Ha nepeHocky/koHBelep:
. paccMmaTrpuMBaloT OrpaHU4YeHus npouecca cTepunusauun, T. e. pasmMep eMKOCTM [/ NepeHoCcXu npu cre-
punusayMm ramma-nyyamu, 3as3opbl Ha KOHBeliepe AN 3NEeKTPOHHO-/y4eBOro W3fnlyyeHus, pasmepbl nasier AnA
EO-cTepunusauymmn n 1. 4.;
[) KoHdurypauuma naner:

. paccMmaTpuBaloT Takylo KOHUrypauuio nasnet, UtTo6bl B cTepuinsarope oHa He TpeGoBana rMoGa/ibHbIX
nepe-

Aenok (Npu  [OroOBOPHOI  cTepunv3auuu), YUUTbIBalOT ONTMMaIbHOE UCMNO/MIb30BaHWE TMPOCTPAHCTBA WU
adpheKTUBHOCTb

nogauu.

B.1.2 HekoTopble pyKOBOAslME yKa3aHMA MO (haKTopaM A5 PacCMOTPEHUsl KOHKPETHbIX LUMPOKO MCMOMb3yeMblX
MEeTOAOB NPOMbILIJIEHHOW CTepunv3auumn nepevynucrieHbl Hke. Hayka cTepunvsauvoHHoli 06pa6oTKM Npogo/mkaeT pas-
BUBaTbCsl. Heo6XxoAUMO BHUMATeNlbHO U3yyaTb HOBble TEXHOJIOTMM, YTOGbI OMpeAerbirb. KakMe CBOICTBa MarepuasioB U
pacueTHble XapaKTEPUCTUKMN ABNSAIOTCA KPUTUHECKUMU ANSA YCNeLHo 06pa6oTKu.

B.2 3tuneHokcug (EO)

B.2.1 KpaTkoe onucaHue npouecca: CTepunmsayms ankainampylowmm raaom B NpUCyTCTBUM Tensia U Baaru.

B.2.2 AcnekTbl MeULUHCKOro usaenus/éapbepHoii cucteMbl AN CTEPUNN3aLmm:
a) MeauuuHckoe u3genue, 6GapbepHaa cuctema ANSA CcTepunusauMM U TUNorpaddckas Kpacka AOKHbI
BblAepXu-
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BaTb NOBbIWEHHYIO BIAXHOCTb U TeMnepaTrypbl (06bIYHO S 60 ‘C. BbICOKAasA BNaXHOCTb), LLUK/bI INTy60KOro Bakyyma,

asor n

EO. AvanasoHbl TeMmnepatrypbl U BTRKHOCTU 6yp,yT MEeHATbCA B 3aBUCMMOCTU OT NpPOEeKTa Uukna crepunnnsayun.

b) MeguuuHckoe usaenue [OMKHO MMeTb Y4yacTKu, MpPOHUL@eMble ANs rasa W nossonswowme rasy

KOHTakKTupoBaTb

CO BCeMU yyacTKaMn MeaUuUUHCKOro nsgenus.

c) BapbepHasa cucrtema ansa crepunusauum Ao/mMKHaA MMEeTb NOPUCTbIE YYACTKU, KOTOpPble NO3BONSAOT BXOAUTbL U

BbIXOAWUTb rasy. TpaHCMOpPT rasa Yyepes NPoOHULAEMble Y4acTKU AO/HKEH NMPOMCXOAUTb CO CKOPOCTbIO, A,OCTATOYHOW

ansa

nogaepXxaHnsa LenoCTHOCTU 6apbepHOI7l CUCTemMmbl gna crepununsauyun npu BO3,qEI7ICTBVIVI BaKyymMa ninnu B npouyecce

Ha-

nonHeHusi. Heo6xogumo cneguTb 3a TeM. 4YTOObl KOHIUrypauus WHAUBUAYA/IbHbIX GapbepHbIX cuUctem pAans

cTrepunusa-

LMu. cogepxawmxcs e 6apbepHoii cucteme ulunm ynakoBovHOU cucteme, He NpensiTCTBOBasla UX NMPOHULLAEMOCTM.

He-

06X0,qMMO nsberatb TECHOrO KOHTaKTa NnpoHnyaemMoro martepuasia € HenpoHuuyaemMmbliM, MNOCKOJ/IbKY 3TO MOXeT

nomewarb

NMPOHMKHOBEHMIO rasa.

B.2.3 AcnekTbl npouecca:

a) PacueT BpeMeHM: MPOLECC MOXET 3aHATb HECKONIbKO fAHeli Ha npegeapuTBTbHOE KOHAVLMOHWpPOBaHWE, CTEpU-
nusaymio U aspauuvio. Bpemsa oxugaHus Heo6XxoAMMO ANA BbiNyCKa € MPUMEHEHWEM GMONOornvyeckux WHAUKATOPOB, ecnv
He ucnosnb3yeTcs BbIMYCK N0 napamMmeTpam.

b) 3dhheKTUBHOCTL TaKkKe 3aBUMCUT OT BPEMEHU NPOM3BOACTBA Ha AOCTUXEHME MOJIHOW Harpysku, KoTopas
yacto

cocTaB/isieT OT HECKOJIbKUX A0 GOrbuUIOro umcna naser.

c)O6GbeM Harpy3xu: OCHOBaH Ha pasMepe KaMepbl 1 acleKTOB Ba/ingauumn cTtepunnsanmm.

d) LUukn cTepunusayMM MOXHO ajanTupoBaTb K TPeGOBaHMAM K MeAULUMHCKOMY U3fenuio U
MUKPOGMONOrN4eCKUM

TpeGoBaHUAM.

e) OcTarouHble konuyectsa EO aerasupyloT fo AoCTUXKEeHUs 6e30nacHbIX NpeAenoB Kak YacTb YCTAHOBOYHbIX
na-

pameTpoB LMK/IOB npouecca crepunaunsauum, a MeauLumuHCcKoe usgenve TpedyeT UCNbITaHUA Ha OCTaTOK MPOAYKTOB
cTtepu-

nusauum (cm. UICO 10993-7).
B.2.4 flononHuTtenbHyto nHopmayumio no EO-ctepmnumsauum cm.:

. NCO 11135-1:

- NCO 10993-7.

. NCOITS 11135-2:
- AAMITIR15;

. AAMITIR16;

. AAMJTIR19;

- AAMITIR20;

. AAMITIR28.

B.3 Namma-usnyuyexHve

B.3.1 KpaTtkoe onucaHue npouecca: ynakoBaHHOe MeAWLMHCKOe u3fenue nogBepraeTcs MOHU3UNpYlowemy WUsny-
yeHuto B chopme ramMma-tQOTOHOB OGONbLIOI 3IHEPruM OT PafMOaKTUBHOIO WMCTOYHMKA, Hanpumep KoGanbra-60, KoTopoe
paspylaet MONeKYNAPHYIO CTPYKTYPY MMKPOGOB U fienaeT HEBO3MOXHbIM BOCMPOU3BOACTBO.

B.3.2 AcnekTbl MeaULMHCKOro nspenual/éapbBpHOIi cUCTeMbl A4 cTepunmsauum ninnm ynakoBoyHol cucTembl:

a) MeguumnHckoe uspenue, OGapbepHas cucTemMa Ana cTepunusauuum uiuam  ynakosoyHas cuctema u
Tunorpacdckas

Kpacka TpeGyloT MCNONb30BaHUA MaTepuasioB, KOTOPbie BbIAEPXUBAIOT UOHM3MPYloLee usnyvyeHne. OGpasoBaHue
no-

nepeyHbIX CLUMBOK M OGpPLIB LienoveK MOXeT NPUBECTU K (hyHKLMOHArbHbIM (PU3NYECKUM U3MEHEHUAM U USMEHEHUAM
BHeElLHEro BuAa, a Takke K npoueccy pasBUTUS Ha HEKOTOpbIX MaTepuanax. MoxeT norpe6oBaTbcsi 3aMeHa
marepuane»

Ha paguaLlnoHHO-CTolKue.

b)Heo6xoaMMO yuntbiBaTh, UTO NPU UCMONbL30BaHUN 3TOTO MeTOAa MOTYT BO3HUKHYTb BbICOKME TemnepaTypbl.

c) MnoTHOCTL yKNagKu B yNakoBKY (KOPOGKY) ABNAeTCA BaXHbIM (pakTOPOM M NOAJMEXUT KOHTPOJIIO, YTOObI
ocTtaBa-

nacb NOCTOSAAHHON B NpoLiecce NoAAepXXaHUs [03UMETPUYECKOro BbinycKa.

d) 3TOT MeToA cnegyeT paccMaTpuBartb, €C/in MeAuULMHCKOe U3fienine 3aKpbITO HA y4yacTKax, KOTopble He MOryT


http://WWW.BREMAN.RU/

MocTaBKa U PEMOHT Me4ULUHCKOro 060pyaoBaHus

& «MEAVAHA» OO0, [ WWW.BREMAN.RU]
AN CaHkT-lNetepobypr, yn. Mapwana Tyxad4eBCcKoro 22
equipment +7 (812) 336-54-66, 8-800-333-06-39

ObITb CTepun3oBaHbl rasoM, WU Korga TpebyeTcs HBMopuctas GapbepHas cuctemMa Ans crepunusauuu uinnmn

ynakoBouy-

Has cucrema.

e)Pasmep kOpoGKKu cnefyeT oNTUMU3NPOBaTh /11 COBMELLEHUsl C pa3sMepoM HOCUTeNIA annapara A4nsa o6nyyYeHus.
B.3.3 AcnekTbl npouecca:

a) PacueT BpemMeHU: npouecc 3aHUMaeT OTHOCUTENIbHO KOPOTKWiIA CPOK, OA4HAKO MOryT BO3HUKHYTb Mepuopbl
OXu-
AaHuA, NOCKONbKY MeAULIMHCKNE U3AeNNA CXOXei NIOTHOCTU cnegyeT cTepunmsoBaTb BMecTe. MockonbKy npouecc
nc-
nonb3yeT A03MMETPUYECKUIT BbINYCK, OXXUAAHUA NOC/e cTepunsauum He TpeGyeTcs.
b) Pasmep 3arpyskm OCHOBaH Ha pasMepe HoOcCuUTeNs, WUCMONb3yemMoro Ans usny4yarens, U U3yyeHUu
ronorpadupo-
BaHuA A03bl.
B.3.4 flononHutenbHy0 NHhopmalmio No pagualoHHON cTepunMsanmm cum.:
- NCO 11137-1:
- NCO 11137-2:
- NCO 11137-3:
- AAMITIR17;
- AAMITIR29;
- AAMI TIR33
- AAMITIR35'

B.4 dnekTpoHHO-ny4YeBasi ctepunusauus (E-Beam)

B.4.1 KpaTkoe onucaHue npoLiecca: OCHOBaHHasA Ha YCKopuTesie CUCTeMa CTepunusyeT MeAULMHCKUE usgenus,
Hanpaenss KOHLEHTPUPOBaHHbI MYUYOK 3/IEKTPOHOB Ha GapbepHyl CUCTEMYy A/ CTepunuMsauun u/unv ynakoBOYHble CU-
CTeMbl. coepKallyme roroBoe MeauLMHCKoe usaenue.

B.4.2 AcneKTbl MEAMLMHCKOIO naaenus/6apbepHoii cucTeMbl ANl CTepunausauum u/unm ynakoBoUHo cucTembil:

a) Martepuanbl MeAULMHCKOTO uU3fenus, 6apbepHOlii cUCTeMbl ANA CTepunusauum m Tunorpad)ckyto Kpacky
BblGUpa-

10T BHMMATe/IbHO, TaK, YToGbl OHN BbiAgepxuBanu E-o6nyyeHune. BnnsHue Ha matepuasibl MOXeET OKa3aTbCA MeHee
cUnb-

HbIM. YeM NpPY raMmmMa-usnyyeHuu.

b) MNoTHOCTL yKNagKu B yNakoBKY (KOPOGKY) ABNseTcA BaXHbIM (pakTOPOM M NOAMEXUT KOHTPOJIIO, YTOObI
ocTtaBa-

nacb NOCTOSAAHHOW B NpoLecce NoAAepXXaHUs A03UMETPUYECKOro BbiNycKa.

c) 3TOT MeTog cnegyeT paccMaTpuBartbh, €C/i MegULMHCKOe Usfenine 3akpbiTO HA yyacTKax, KOTopble He MOryT

ObITb CTEPU/IN30BaHbI Fa3oM.

B.4.3 AcnekTbl npouecca:

a) Pacuer BpemeHu: GapbepHble CUCTEMbl AN CTEPUNIM3ALUKN MPOMYCKAOT Yyepes npouecc cTepunusauuMM Ha KOH-
Beliepe. uHorga TpeGyeTcs ABa npoxopa. MoCKoNbKy NpoLEecC UCNONb3yeT [03MMETPUYECKUii BbINYCK, OXUAAHUA nocne
cTepunusauum He TpebyeTcs.

b> OpueHTauuss MegULMHCKOTO uspenua/6apbBpHOM cUCTEMbl A/ cTepyunusauum u/unvm ynakoBOUYHOW CUCTEMbI
NOANEXUT KOHTPOJIO, TaK. YTOObl Ha see YacTW MeAULMHCKOTO U3Aenusa AeiiCTBOBaJs1 3/IEKTPOHHbIW MyYOK, T. €. Heo6xoau-
MO u36erarb Npo6iemMbl. Ha3blBaeMoli «3aTeHeHNeB.

) Pa3mep 3arpysku: orpaHmyeH TpeGoBaHMAMM K NJIOTHOCTU U KpUTEpPUAMU o6opyAoaaHue/koHBeliep.
d) Mpu BcTpauBaHUM B TEXHOJIOTMYECKMI TMOTOK TaKoWl MeToh CTepunusauMM MOXET O6biTb O4YeHb
3ppeKTUBHbLIM.

B.4.4 flononHuTeNbHY0 MH(hOpMaLMIo NO 3/IEKTPOHHO-TyY€eBOV CTepUIU3aLum cMm.:

a) NCOIASTM 51649:
b) cTaHAapTbl Ha rammMa-usnyyexue (cm. B.3.4).

B.5 PeHTreHoBCKas ny4yesas crepunusauus

B.5.1 KpaTkoe onucaHue npolecca: ynakoBaHHOe MeAULMHCKOe usfenve NoABepraioT BO3Ae/CTBUIO TaK HasbiBae-
MOro TOPMO3HOr0 0G/lyYeHUA PEHTFeHOBCKMMM JlydYaMyu OT YCKOPEHHbIX MOHU3UPOBaHHbIX YacTuu. 3TOT NpoLecc UsMeHsiet
XUMMYECKMEe U MONEKYNspHble CBA3U, BbI3biBasi HApyLLUeHMe BOCNPOU3BoACTBa Y MUKPOOPraHM3MoB.

B.5.2 AcnekTbl MeULMHCKOro n3aenus/6apbBpHOL CUCTEMbI 418 cTepunansauumn niunm ynakoBouHol cuctembi:

a) MeauumHckoe usgenuel6apbepHas cucTemMa ANs cTepunvsauuu u/Wnv ynakoBouHas cuctema TpeGyer
yTunu-
3MpoBaTb MaTepuasbl, KOTOpble MOTYT BblAepXaTb WOHU3UPYIOLLEEe U3NyuyeHue. XOTA 3TOT mpolecc Bo3geiicTByeT
MeHee

NnpogamKUTeTbHO U MEeHbWUMN A[o3amMu, nonepeyHbleé CLUMBKU MOryT npuBecTn K BHEWHUM (I'IO)KeﬂTEHI/Ie)
U3MEHEeHUAM n


http://WWW.BREMAN.RU/

MocTtaBKa N pPeMOHT MeAULIMHCKOro o6opyaoBaHuA
«MEAVNAHA» OO0, [ WWW.BREMAN.RU]
BREMAN CaHkT-TNeTepbypr, yn. Maplana TyxadeBckoro 22

N

(Wecﬁcatlequipm’@’n\t +7 (812) 336-54-66, 8-800-333-06-39

QYHKLMOHA/IbHBIM U3MEHEHUAM (PM3NUECKNX CBOWUCTB.
b) BapbepHasa cuctema AnsA ctepunmsanum uinam ynakosoyHass cuctema He TpeGyloT nopucToii Mem6paHbl, no-
CKOJIbKY PEHTreHOBCKME JTyuT MPOHMKAIOT Yepes YyNakoBOUYHble MaTepuasibl U B CTPYKTYPbl MEAULIMHCKOrO Usaenus.
c) LMkn okasbiBaeT oOrpaHMYeHHOe HamnpshkeHMe Ha K/eeBble COefVHeHUs GapbepHoil cucTembl ANA
cTepunusauum,
NOCKO/MbKY He BK/lo4aeT BaKyyMHble ¢hasbl.
d) MnoTHOCTb KOHdUrypauum nanetr UAn Npucnoco6neHnii AnA nepeHoca ABNAETCA BaXHbIM (DAKTOPOM 1
noane-
XWUT KOHTPOJII0, YTOGbI OCTaBaslacb NOCTOSIHHO B NpoLecce NogAepXaHusa AO3MMeTPUYECKOTo BbiMyckKa.
e) PaccmaTtpuBaloT cuctemy oGpalleHus ¢ Marepuanamn yCTpoicTB A1 nepeHoca v naner 4715 AOroBOPHbIX
cTe-
pPUNM3aToOpPoB. YTOGbLI ONTUMU3NPOBaTbL KOHCTPYKLUIO GapbepHoil cucTembl A4Nns cTepunusayum uivnm ynakoBoYHoOiA
cucre-
Mbl U YMEHbLUTb MEePTBOE NPOCTPAHCTBO B LiNK/e CTepunmsauumn.

B.5.3 AcnekTbl npouecca:
a) 3dhheKTUBHOCTL TaKkKe 3aBMCUT OT GapbepHOii cucTeMbl AN cTepunnsaumm niunm ynakoBoyHoii cuctemsl,
TpaHCNOPTHOI Tapbl, KOHUrypauumn naneT ANA rOTOBOr0 MeAULIMHCKOIO U3genus.
b) Pa3vepbl 3arpysku: Ha OCHOBe OFpaHW4YeHW NpeanpuATUA U acneKkToB Banvpauun, BbiBeAEHHbIX U3
rpacmkoB
NPoOu3BOACTBA U BXOAHbIX flaHHbIX, PACCMOTPEHHbIX NPU Banugauun ctepunnsauuv.

B.6 Mapoas crepunusaumsa (anaxHbIiM Napom)

B.6.1 KpaTkoe onucaHue npouecca: ynakoBaHHOe MeAULMHCXOoe u3fenve noaBepraeTc AeliCTBUIO HacCbIWEHHOro
BOAAHOrO napa U MNoBbilWEHHbIX Temneparyp. Map aBnserTca cTepunUsylOWMM CPeACTBOM U AO/DKEH MPoxoAuTb Yepes Ga-
PbepHYyIo cucTemy A ctepunmsauun nirbl ynakoBo4yHyI0 CUCTEMY [0 KOHTaKTa C MeAULIMHCKUM Usfenvem.

B.6.2 AcnekTbl MeULMHCKOro n3aenus/6apbBpHOL CUCTEMbI A4S cTepunansauun ivnm ynakoBouHol cuctembi:

a) MepuuvHckoe usgenuve, GapbepHas cuctema ANA cTepunusaummn ulunm ynakoBouyHas cuctema U
Tunorpadyckas

Kpacka He AO/MKHbI ObITb UYBCTBUTENbHbI K BOAAHOMY Napy Wiu KOHAEHcaTy U NOBbIWEeHHbIM Temneparypam.

b) BapbepHaa cuctema Ans crepunusayuu uiunm ynakoBoyHasi cuctema AO/MKHbl UMETb NOPUCTbIEe Yy4YacTKu,
KO-

Topble NO3BOMAT Napy BXOAUTb U BbIXOAUTbL W3 GapbepHOIl cucTembl ANA cTepunusaumm wulunm ynakoBOYHOI
cucTembl.

TpaHcnopT napa u4epe3 MNPOHULAEMYI0 4YacTb [O/DKEH OCYLEeCTBNATLCA CO CKOPOCTbIO, [AOCTATOYHOW Ans
nopaepxaHus

Le/noCTHOCTU GapbepHOW cuUCTeMbl ANA CTepunnsauuMum B Npolecce BaKyyMUPOBaHUA w/MNN  HaMoOJ/IHEHUA.
Heobxogumo

cneguTb, 4TOGbl KOHUrypauus WMHAUBUAYaNIbHbIX GapbepHbIX CUCTEM ANs CTepunvsauuu, cofepxalmxcs B
6apbep-

HOIl cucteme Ana ctepunusauyum U/MaM ynakoBoO4YHOW CUCTeMe, He MpenATcTBOBa/IN npoHulaemoctn. Heo6xoammo
ns-

6erarb TECHOro KOHTaKTa NPOHULLAEMOro MaTepuana ¢ HenpPoHMULLAeMbIM, MOCKO/IbKY 3TO MOXeT nomellaTb NPOHUKHO-
BEHUIO napa.
C) MeguuMHCKOe uUsgenue AO/MHKHO UMEeTb BXOAbl, NO3BOMAIOWME Napy AOCTUraTb YCTOMUMBOrO KOHTakKTa co
BCEMU
yactamu nsgenus.

B.6.3 AcnekTbl npouecca:

a) PacueT BpeMeHU: 06bIYHO MpoLecc 3aHMMaeT MeHblle 2 Y, aspauuu He TpeGyetcs. Ecnm He Ucnonb3ayercs
BbIMYCK CTEPU/IM30BaHHOW MPOAYKUMM MO napaMeTpam, TO CTEPUIN30BAaHHYIO MPOAYKLMIO BbIAEPXUBAIOT A0
nosny4yeHus

YZAOBNETBOPUTE/bHbIX Pe3y/bTaToB TECTOB GUOMOrMUecKUX UHAUKATOPOB.

b) Pasmep 3arpy3ku: orpaHuMuYeH KpuTepusimu oGOpyAoOBaHWA U Baiugauueil npouecca crepunusauuv ans
mMeau-

LIMHCKOTO U3genus.

B.6.4 loNO/HUTE/NBbHYIO MH(OPMALMIO MO NapoBOoii CTEPUNU3aLUN CM.:
- NCO 17665-1:
- NCOITS 17665-2.

B.7 CTepunusauus ¢ UCNo/ib30BaHUEM B/IXXHOIO Tensia 1 HENOpPMCTOl YNAaKOBKM
B.7.1 KpaTkoe onucaHue npolecca, nap vwW ropsyas Boga noj AaBfieHUEeM UCMO/Mb3yeTcA B KauecTBe cpefbl Ans
HarpeBaHUsi yNaKOBaHHOTO MeAVULVHCKOTO U3Aenus.
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B.7.2 AcneKTbl MeAMLUHCKOro n3aenusl/6apbepHoii cucTembl A5 CTEPUIM3ALMU U/UMV YTAKOBOYHOW CUCTEMbI:

a) MepguunHckoe wu3penuel/6apbepHass cuctemMa pAns crepunvsauuu  u/vnam  ynakoBoyHass cucteMa W
Tunorpadpckas

KpacKa He f0/MKHbI GbITb UyBCTBUTE/IbHbI K BTAXKHOMY HacbllEeHHOMY napy U NoBbIlWeHHbIM TeMnepaTypam.

b) Bnara pomkHa NpuUcCyTCTBOBaTb BHYTPU GapbepHoOii cuctembl Ansi cTepunvs3auum, 4Ytobbl co3gaBaTtb
BOASIHOM nap
1 faBrieHue, KOTopble ByAyT CTepunn3oBaTb MeAULMHCKOE usaenve.

c) MeguumMHCKOoe U3genue AO/MKHO MMETb BXOAbl, NO3BOMAOWME Napy u/unv Boge NMoj HaNopom AocTuUraTb
ycTOii-

4YNBOro KOHTaKTa cCo BCeMu 4YacTsiMu usgenus.
B.7.3 AcnekTbl npouecca:

a) PacueT BpeMeHM: MpPoLlecC 3aHUMMAeT HACKOMbKO 4acoB, aspauuu He TpebGyercs. Ecnu He ucnonb3yercs
BbIMyCK

CTEepPUNM30BaHHOI NpoAyKUUM No napamMeTpam, TO BbIMYCK MPOAYKUMU 3afepXUBAaeTcA [0 MojyyeHus
yZAO0BNETBOPUTENb-

HbIX pe3y/ibTaTOB TECTOB GMO/IOrMUYECKUX UHAUKATOPOB.

b) Pasmep 3arpy3ku: orpaHuuyeH Kputepusimu o6GOpyAoBaHMA U Baiugauueil npouecca crepunusauuu Ans
mMeau-

LIMHCKOTO U3genus.

c) OGbIYHO TpeGyeTcsl KOHTPO/b M3GbLITOYHOTO AABNEHUsi ANA GapbepHbIX CUCTEM ANS CTepUnM3auuu c
oTcnavBa-

loLeiics NOBEPXHOCTbIO.
B.7.4 fononHutenbHyo HopmaLmio No NapoBoii ctepunusauyum cm. B ICO 17665-1.

B.8 Cyxoii xap
B.8.1 KpaTkoe onucaHue npouecca: ynakoBaHHOe MeAWLMHCKOe u3genue nogBepraloT BO3AelfCTBUIO BbICOKUMX TeM-
neparyp B Te4eHune NpoAo/MKUTENBLHOTO NepuoAa BpeMeHM.
B.8.2 AcnekTbl MeguLMHCKOro n3aenua/éapbepHoii cucTeMbl A1 cTepuansanmmn nlunm ynakoBo4Hoi cuctTembl:
MepauuuHckoe usgenuel6apbepHas cuctema ANA cTepunusauun nvunu ynakoBoyHas cuctema U tunorpadckas Kpa-
cKa AO0/MKHbI BblgepXuBaTb BbICOKME TeMrnepatypbl, 06bIi4HO 160 'C n Bbllle, B TeYeHUE HECKO/IbKMX YacoB WU B TeyeHue
6onee NPOAO/MHKUTENLHOTO BPEMEHM NPU MeHee BbICOKUX TeMneparypax.
B.8.3 AcnekTbl npouecca:
a) PacueT BpeMeHU: NpoLecc 3aHMMaeT HEeCKO/IbKO 4acoB, aspauuu He TpebGyetcs. Ecnu He ucnonbsyercs
BbINYCK
CTEPUIM30BAHHOW MNpoAYyKUMM TNO MapameTpaM, TO BbINYCK MPOAYKUUM BbIAEPXUBAIOT [0 NOJy4YeHus
yAOBNETBOPUTE/IbHbIX
pe3ynbLraTtoB TECTOB GMONOrMYECKMX UHANKATOPOB.
b) Pa3svep 3arpysku: orpaHuydeH KpuTepusimu oGopyAoBaHUA U BaJujauuei npouecca crepunusauyuu Ans
meaun-
LIMHCKOro nsgenus.
B.8.4 lononHutenbHy0 MHhopmaLMio No cTepunnsaLmm Cyxum xapom cm. e UCO 20857.

B.9 Ctepunusauusa nepokcngamun

B.9.1 CyujecTByeT ABa TUNa Takoii crepunnsayumu:

a) nnasMeHHass CTepwuiv3auusa, TaKKe MW3BeCTHA KaK HU3KoTeMMepaTypHasA njasMeHHas cTepunuvsauus
nepeKkncbo

Bogopogaa (LTHPGP);

b) cTepurbi3ayuMsi Nepekucblo Boaopoga nNpu UCNapeHMM noAoGHa, HO He WAEeHTUYHA MJIa3MeHHOW
cTepunusauum.

O6a 3TuX MeTofa MCMNOJb3YIOT NEepeEKUCb BOAOPOAA, KOTOPYH MCMapsIoT, HO Nja3MeHHas CTepu/in3auus BK/IOYaeT
aTtan

o6Gpa3oBaHUA NNasmbl.

B.9.2 KpaTkoe onucaHue npouecca: ynakoBaHHOe MeAWLMHCKOe u3gesiie MOMeLlaloT B Kamepy MpU HU3KUX TeM-
nepatypax v nogBepralT BO34eNCTBUIO ra3oo6pasHoli nepekucbio Bopopoga (McnapeHHoW) wiau nnasmMeHHOMYy BoO3geid-
CTBUIO.

B.9.3 AcnekTbl MEAULIMHCKOTO n3penualéapbepHoii CUCTEMbI A/ cTepunn3auum nivnm ynakoBo4yHOW CUCTEMbI:

a) MeguuuHckoe wu3penuel/6apbepHas cuctemMa Ans crepunvsauuu  u/lunm  ynakoBoyHas cuctemMa W
Tunorpacdckas

Kpacka [0/MKHbI BblgepXuBarb TeMnepatypbl fo 55 'C npu oTHocuTenbHol BnaxHocTu Ao 80 % RH Ha npogomkeHun
uuKna sanuaaumu.

b) Ecnu wucnonb3yetcsa nnasmva, MeguUMHCKoe wusaenuvel6apbepHas cuctema AnAsa crepunusauun ulvnu
ynakoBou-
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Had cuctema n mnorpa(pCKaﬂ Kpacka AO0/DKHbI ObITb COBMECTUMbI C N1a3Moii 1 npoueccom 06paSOBaHMﬂ nnasmbl.

C) MeauynHckoe Ms,qenMeIGapbepHaﬂ cuctema Ana crepunusayun nlvnun ynakoBo4Had cuctema wu

Tunorpadpckas

KpacKa He fo/MKHbl GbITb UyBCTBUTE/IbHbI K ITyGOKOMY BaKyymy Uau nepekncu Bogopoga.

d) MeauuuHcKkoe u3penve [O/MKHO BblAepXuBaTb CTeNeHUW W3MEHeHUs pAaBfieHus, o6GecneunmBaemble

o6opyaoBa-

Huem.

e) MeauunHckoe usgenue [O/MKHO MMETb KaHaslbl Ans NMPOHUKHOBEHUA rasa U AOCTUWXXEeHUA ero nosiHoro

KOHTaKTa

CO BCEMU HacTAMMN MeaNLNHCKOro usaenuvs.

f) BapbepHas cuctema gnisa crepunmsauun UMam ynakoBouyHass cuctema [O/MKHbl UMETb MOPUCTbIe YUYaCTKM,

no-

3BOMIAOWME rasy BXOAUTbL BHYTPb U BbIXOAUTbL U3 cucteM. TpaHCNOPT rasa yepe3 NpPoHULAEMYIO YacTb [O/MKEH

ocyuiecT-

BNATLCA CO CKOPOCTbIO, AOCTATOUHOW A/ NOAAEPXKAHUA Le/IOCTHOCTU GapbepHoii cuctembl Ans crepunusayun B

npo-

Lecce BaKyymmpoBaHus Wlunum HanosiHeHus.

) B 3ToM npouecce He/b3s UCNO/L30BATh LETI0N03HbIe MaTepuasbl.

B.9.4 AcnekTbl npouecca:
a) PacueT BpemeHM: OGbIYHO MpoOLECC 3aHMMaeT HEeCKO/IbKO 4acoB, aspauum He TpeGyetcs. Hekotopble
3arpysku
MOryT norpe6oBaTb aspauyuu UAN AONONHUTENIbHOTO LKAa NPOMbIBKM NOA BaKkyyMOM/AaBNBHUBM. YTOObI usbexarb
nonagaHus rasa B pa6ouyto 30Hy. Ecnv He ncnonb3syetcs BbiNycK CTEPUIN30BaHHOW NPoAYKLMM NO NapamMeTpam, TO
BbINYCK NMPOAYKUUWN 3ajepXuBaeTcs A0 MOMyYeHUs YAOB/EeTBOPUTE/IbHbIX pPe3ynbTatoB TeCcTOB OGMO/IOrnyeckux
VHAUKa-
TOpOB.
b) Pa3mep 3arpy3ku: orpaHuu4eH KpuUTepusMM 0GOpyAOBaHUA U Basvjauueli npouecca crepunusauyuu Ans
meaun-
LIMHCKOro usgenus.
c) BbIGpoc M3 Kamepbl crieflyeT HanpaeBnATb 4Yepe3 YCTPONCTBO KOHTPONA 3arpsa3HeHus ANSA paspylueHus
nepokcu-
Aa. npexae 4em OH NonafeT B pabo4ylo 30HY UM OKpYXatoLLyto aTmocdepy.

B.10 O30H

B.10.1 KpaTkoe onucaHue npouecca: CTepusMsauus 030HOM — 3TO HU3KOTEeMMepaTypHbIli npouecc rasoBoii crepu-
nusauun. YnakoBaHHoe MeAULIMHCKOe u3fenive NofABepraloT MOBbIWEHHOW BM@XHOCTM U o6paGoTke o30HOM. MopasneHue
MUKPOOPraHU3mMoB AOCTUraeTcs 3a cHeT MeXaHU3MOB OKUC/EHUS.
B.10.2 AcneKkTbl MeAULIMHCKOTO U3aBNus/GapbepHoii cucTeMbl ANA cTepunnsauum nlunm ynakoBoyHoi cucTembl:
a) MeauunHckoe wu3genuel/bapbepHas cuctema pnAs crepunusayuu  uiunum  ynakoBoyHasi cuctemMa M
Tunorpacdckas
Kpacka [O/HKHbl BbiiepXuBaTb MOBbIWEHHYI BNAXHOCTb, FMyGOKWUMA LMKINYECKUIA BakKyym M 0GpaGoOTKY O30HOM.
Heo6xo-
ANMO KOHCYNbTUPOBATLCA C U3FOTOBUTENIAMN MeAULMHCKOro 060pyAoBaHnNA U CTEPUIN3ATOPOB ANA onpepfeneHns
coBMme-
CTUMOCTUN MEAKXUHCXOro U3fenunsa ¢ O30HOM.
b) BapbepHasa cuctema Ais ctepunusaymm uinnm ynakoBoyHasi cuctema AO/MKHbl UMEeTb NMOPUCTbIEe YyYacTKu,
no-
3BonAolWMe Taly BXOAUTbL BHYTPb U BbIXOAUTbL U3 cucTeM. TpaHCMOPT rasa yepes NPOHULLAEMYIO YACTb [AOKEH
ocylecT-
BNIATBCA CO CKOPOCTbIO, fJOCTATOYHOW ANA NOAAEpPXaHUA Le/IoCTHOCTU GapbepHoli cucTeMbl ANsl cTepunusauum B
npo-
Lecce BaKyymumpoBaHus nlunum HanosHeHus.
c) MepguumnHckoe usgenve AOMKHO UMeTb KaHaslbl AN NMPOHWKHOBEHUSA ra3a U AOCTMKEHUS €ro MosIHoro
KOHTaKTa
CO BCEMM YacTAMMN MeAULIUHCKOro U3genus.

B.10.3 AcnekTbl npouecca:

a) PacueT BpemMeHu: NPOLECC 3aHUMAET HECKO/IbKO YacoB, aapauun He Tpebyetcs. [15 MOHUTOpPUHra npouecca
cne-

AyeT UCNONb30BaTb XMMUYECKUEe WHAUKATOPbl U aBTOHOMHbIE GUONOTUYEecKME WHAUKaATOpbl (Mcnonb3ylowme
GeobacHIus

slearolbefmophius), opo6peHHble FDA (YnpaBneHue CLUA no KOHTPOMIO KayecTBa MNULEBbIX MNPOAYXTOB U
MeAuKaMeH-
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TOB) AN NPUMEHEHUsi C O30HOBbIM CTepuIu3aTtopoM. CTepunM3oBaHHbIi NPOAYKT HEOGXOAUMO BblAepXaTb [0
nonyyeHus
YAOBNETBOPUTE/IbHbIX Pe3yNbTaToB UCMbITaHUA GMOOrMYecKUX UHANKATOpPOB. B HacToslee BpeMsa He cyliecTByeT
napa-
MEeTPUYECKOro BbIMycKa A/ AaHHOro MeTofa cTtepunusayun.
b) Pa3svep 3arpy3ku: orpaHuudeH KpuTepusiMu oGopyAoBaHUA U Balujauuei npouecca crepunusauyuu Ans
mean-
uMHCKOro usgenua. Crepunusarop criegyeT 3arpykatb B COOTBETCTBMM C WHCTPYKUUAMM MO 3KcnayaTauum
nsrotosuTtens
cTepunusaropa.

B.10.4 lononHuTenbHyto nHdopMaLuio no crepunusayum osoHom cMm. ANSI/AAMI ST58.

B.11 Aivokcupa xnopa (CH, unu CD)

B.11.1 Kpatkoe onucaHue npouecca; rasopas cTepusvsauus AMOKCUAOM Xiopa SABMAETCA HU3KoTemnepaTypHbIM
npowueccoM. ITOT npouecc aHanonnyeH EO-crspunusaumn. [inokcua xnopa — OKUCAUTENb, U MoOAaB/eHUe XusHepes-
Te/IbHOCTU MUKPOOPraHU3MOB [AOCTUIraeTCs 3a CYeT OKUC/IMTENbHbIX MexXxaHu3moB. CnopuuMAHbIB CBOWCTBAa TakoWl cTepu-
Nn3aLmmn MOXHO CPaBHUTbL CO CBOWCTBaMM UcnapsioLieiica nepekucu Bogopoga u ciopmanbgernga.

B.11.2 AcnekTbl MeAULMHCKOro usaenua/éapbepHoli cucteMbl NS CTepUNN3aLmn niunm ynakoBoYHow cuctemsbl:

a) C AvoKcuAoM Xjlopa COBMECTMM HeTKaHblii nonuvoneduH, a Takke pas/iMyHble NpPo3payHble MJIEHKM,
KOMMNO3WT-

Hble MaTepuasibl B Buge hOrbrn 1 Xectkme naactTukun. MoXHO NpMMeHATb HeKoTopble BUAbl Gymarn. HeGeneHblii
rocppo-

KapTOH UCNONb30BaTb He PeKOMeHAyeTcs.

b) MepauuuHckoe wusfenuel6apbepHas cuctema pANA cTepunusauum UMM ynakoBoyHas cuctemMa U
Tunorpadyckas

Kpacka AO/MKHbl BblAepXuUBaTb YC/IOBUSA OKWUC/IEHMSA WU MOBbIWEHHON BAaXHOCTM (06blMHO OoT 55 o 70 % RH).
KoHueHTpa-

uumsa rasa (06b14HO OoT 5 A0 30 Mr/n) n BNaXHOCTb GYAYT 3aBUCETb OT CXeMbI LiMK/1a cTepuansaymu.

c) MeauuuHcKoe u3genue AO/MKHO UMETb KaHaslbl ANA NMPOHUKHOBEHMUA ra3a M [OCTMKEHUS €ero MosiHOro
KOHTaKTa

CO BCEMM YaCTAMMN MEAULIUHCKOTO U3aenus.

d) BapbepHaa cuctema Ans crepunusayuu uiunm ynakoBoyHasi cuctemMa AO/MKHbl UMEeTb NMOPUCTbIEe Y4YacTKu,
no-

3BonfolWMe Taly BXOAUTb BHYTPb M BbIXOAUTb U3 cuUcTeM. TpaHCMOPT rasa 4yepe3 NPOHULLAEMYIO0 YacTb [O/KEH
ocylyecTt-

BNATLCA CO CKOPOCTbIO, AlOCTATOYHOW ANA NOAAEpPXaHUA Le/IoCTHOCTN GapbepHOoli cucTeMbl AN cTepunusauum B
npo-

Lecce BaKyyMupoBaHus n/unmn HanonHeHus.
B /1 1.3 AcnekTbl npouecca:

a) Pacuet BpemeHu. 3Tanbl npoiecca 06bIYHO BK/IOHAIOT:
1) npeaBapuTenbHoe KOHAULMOHNPOBaHNE UK YBNIAXHEHWE:
2) CD-BnycK;

3) 3KCMOHUPOBaHUe:

4) CO-BbINycx 1 aspauusa MegULIMHCKOro usgenus.

Mpouecc B Le/IOM MOXET 3aHATb HECKOSIbKO YacoB (B 3aBMCMMOCTU OT OTHOCUTE/IbHOW BN@XHOCTU, 06bemMa Meau-
LMHCKOTO U3Aenusi U pasmepa CTEPUrbr3alMOHHOI Kamepbl). Bpemsi npesBapuTenbHOrO0 KOHAVLMOHUPOBAHUS aHaNorMUYHO
TMNUYHBIM EO-nNpouBccaM. Torga Kak BpeMsi aspauuy HeckosibKo kopoue. Ecnu Ans BbiNycKa NPOAyKLMU UCMONb3yloT 6Uo-
NOruyeckue WHAUKATOPbI, TO CTEPUIM30BAHHbI NPOAYKT HEOGXOAVMMO BblAepXaTb A0 MOJyYeHUs Y[ OB/ETBOPUTE/NbHBbIX
pe3ynLTaToB TeCTOB GUOMIOrMUYECKUX WHAUKATOpPOB. MMapameTpuyeckuii BbIMYCK BO3MOXEH, MOCKOJ/IbKY MOXHO OCYLIECT-
BNSATb NPSAMOIA MOHMTOPUHT KOHLEHTpauuu CD Ha NpOTshKeHUU Npouecca cTepunvsauum.

b) Pasmep 3arpysku: orpaHuudeH KpuTepusimv oGopyAoBaHUsS M Balujauueid npouecca crepunusauuu ans
mMeau-

LMHCKOro Usgenus.

c) AdhchekTMBHOCTL GyfeT Takke 3aBUCETb OT BpPEeMeHUW MPOU3BOACTBA Ha MOJlyvyeHue MOJIHOW 3arpysku,
KoTopas

npeAcTaBisieT OT HECKONbKUX NaneT A0 60bLIOro Yucna nanier.

d) LuKn cTepunusaumy MOXHO HEKOTOpbIM O06Gpa3oM afanTupoBaTb ANl COGMIOAEHUA MUKPOGMONOTUUECKNX
Tpe6o-

BaHWi1 U TpeGoBaHUii K MeAVULIMHCKOMY U3AEeNuto.
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CHMXeHMe KOHLIEHTpaLumn guokcuaa xnopa Ao 6e30nacHoro ypoBHA BXOAUT B NpoLecc cTepunusauun. Megu-
LUHCKOe u3genve Heo6Xo4MMO UCMbITaTb HA OCTaTKM Noc/ie CTepunusaumm U no6ouHble NPoAYKTbI.MpunoxeHme C
(cnpaBouHoe)

Mpumepbl cnoco60B 06epThIBaHNUS.
PyKOBOACTBO 418 MEAULMHCKNX YUpexXaeHnii

C.1 O6LyMe NONoXeHUs

MNpeAcTaBneHHbIE HWXE YEPTEXU WNMIOCTPUPYIOT HECKO/IbKO MeTOf0B 06GepTbiBaHUS MeAULUUHCKUX u3genuii ans
cTepunusauuu. 3T NpuMepbl He MpeAnosiaraldT MokasaTb eAUHCTBEHHblE CNOCOGbl 06epTbIBAHMA, MOCKONbKY CYLLECTBY-
10T Apyrve npuemsieMblie MeToAbl. O6epTbiBaHWE MOXET NPOU3BOAUTLCA MOC/eAOBaTe/IbHO UAU OAHOMOMEHTHO. MOXHO
Mcnonb3oBaTh pasHble CNocoGbl ANA pa3HbIX cfoeB. Heo6XxoAMMO OrpaHMUUTL MIOWAAb, MOKPbIBAEMYHO JIeHTOl Uau aTu-
KeTKaMUu. UTo6bl 06GecneunTb afeKBaTHbIA MOPUCTLIA yyacToK AnA 3(pheKTUBHOI cTepurxsauum u cywku. MpuemneMoctb
cnoco6a 06epTbIBaHUsI 3aBMCUT OT 3aBOpauMBaeMbIX MeAULMHCKUX U3Aenuii u onpegensiercs No/ib3oBaTesieM.

C.2 MeTtop, naketa
OT1anbl 06epTbiBaHUs NoKa3aHbl Ha pucyncax C.1—C.4.

Lilar 1 lar3

PucyHok C.1 — MeTtog nakeTta, warun 1—3

LWarl:

MeguuuHckoe usgenue (u3genus) MomeLwalOT Ha cepefuHy nMcTa TakMuM oGpa3om, 4YTOoObl ero Kpas oGpasoBasin
npsAiMble Yr/bl C AUAroHAIAMN NUcTa.

LWar 2:

Nnct 3armGatoT BBEepX Ha Gosiee LIMPOKYIO CTOPOHY u3genus(il) v 3aknafbiBaloT napaiieNibHO NIPOAOIbLHOMY Kpato
Tak. YToGbl NOMHOCTbLIO 3aKpbITh cTepunulyemoe usgenue. NMpu 3Tom o6GpasyeTcA TPeyrofibHUK (YTOMOK), 3a KOTOPbIA MOX-
HO OTKPbITb 0GEPTKY acenTu4ecku.

Lar3:

Ta xe npoueaypa, Kak B Wiare 2. HO cnpasa HaJ1eBo.
LWar 4

LWar 5
Lar

PucyHok C.2 — MeTopa nakeTta, waru 4—6
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6LUar 4:

Ta e npoueaypa, Kak B ware 3. HO c/ieBa Hanpaso.

Lar 5:

MocnepHIo0 YacTb INCTA 3arMéaloT Hag, MeAULMHCKUM nsgenvem. 3akpbiBaemblii yrosi IMCTa 3aCOBbIBAlOT B MakKeT,
MokKa He BbICYHETCS KOHUUK.

Lar 6:

NucT 3aKkpbIiBalOT NOAXOAALLMM NPUCNOCOG/IeHNEM C MHAMKATOPOM fpouecca Ui 6es Hero.

[N S

War 1 Ular 2
War 3 tlar 4
War 5 WBar 6

PucyHok C.3 — MeTo naketa ¢ 0HOBPeMeHHbIM ABOIHLIM 06epTbiBaHUeM

PucyHok C.4, nucT 1 — MeTog, naketa ¢ nocniegoBaTtesibHbIM ABOIiHbIM 06epTbiBaHUEM
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War 7 War 8
War 3 War 4
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PucyHok C.4, nuct 2

C.3 MNapannensHoe ynakoBbiBaHUe/o6epTbiBaHMEe METOAOM CK/IafblBaHUs NPSIMOYTONbHUKA

LLiaru Ans napannenbHOro o6epTbiBaHUs NoKa3aHbl HA pucyHkax C.5—C.9.

=y

War 1 LWar 2 Llar3

PucyHok C.5 — MeTtop, ynakoebiBaHus/cKknagbliBaHUA NPAMOYrofibHUKa, warn 1—3

Lan:

MeguuuHckoe usgenve (M3genvs) NnomeLaloT Ha cepeAnHy nucra.
LWar 2:

MepepHeli yacTblo NUCTa HaKPbIBAOT MeAuLMHCKoe(ne) nsgenue(s).
War3:
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Kpaii nucta 3aknagblBaloT B 06paTHY0 CTOPOHY NPUGNN3UTENBHO 40 YPOBHA PacnosioKeHUss MegULMHCKOro(ux)
usgenus(i).
(e - L a
e——— 1 |
= . —
LWar 4 Lar 5 War 6 War 7
PucyHok C.6 — MapannenbHoe o6epTbiBaHue, warun 4—7
LWar 4:
3aaHI0I0 CTOPOHY NINCTa CKNaAbIBaloT Brepes.
LWar 5:
Kpaii nucra oTruéator HapyXxy Tak. 4TOGbI nuer 3akaHumBancsa Ha ypoBHe BepxHeii nepepHei KPOMKM.
Warn 6.7 n 8:
OGepTKy CK1aAblBalOT C GOKOB U 3a/10)KEHHbIE KOHLbI YK/1aAblBalOT Ha usgBnue(sa>.
LWar 9:

JINCT 3aKpbIBAIOT NOAXOAALMM NPUCNOCOBGIeHneM ¢ UHANKATOPOM npouecca unm 6e3 Hero.

— PucyHok C.7 —
MapannserHoe
* oGepTbiBaHue, Warn B n 9

Lar 8 LLar 9
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War 3 War 4
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posare
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elOCT

C.4 Mertog MNMacTepa nnu pysoHa
LWarn gna metoga MNactepa nnu pynoHa nokasaHbl Ha pucyHke C.10

< * ’ e

o

-

Nonowenwe PYK AnS YIT08 4,56
Wwar %
War?
Was &
Lar 9
Was 8
wano

P c10 — Metog Mactepa «MW pynoHa
WNCYHOK °-
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MpunoxexHue D
(cnpaBouHoe)

JoKymeHTaLuMs N1aHoB Banvaaumn. PYKOBOACTBO A1 MEANULMHCKMX YUpexaeHnit

MNpumeuaHme — [Mlonb3oBaTtensiMm PoOpbl, NPEANOKEHHbIX B AAHHOM MNPUIOKEHUW, paspellaeTcsl Aenatb Konuu
3TuX hopm, Npu 3ToM 3a ICO ocTatoTcs BCe Apyrue npaBa, OTHOCALLMECS K ITOMY AOKYMEHTY B LIe/IOM.

D. 1 O6wme nonoxeHus

KOHTpPO/bHbIE NIUCTLI, MPUBEAEHLIO B NPUIOKEHUM O. MOXHO MPUMEHSTb A/ BbINO/IHEHUS U JOKYMEHTUPOBaHUA
Ba/iujauMm NpoLeccoB YNakoBbIBaHUsl. 3TO MOXHO KOMGUHMpOBaTb C Banugauuveii U peBanupauuveil npouecca crepuiu-
3aUuM U foKyMeHTauueii. Cneaylolyto Ta6nuLy MOXHO UCMONb30BaTh A1 OpraHu3auuu psaa Banvuaauuii.

Ta6nuuyy 0.1 MOXHO uUcnonb3oBaTb ANSl ONpefeNeHusl KonvuecTBa Banupauuii npouecca, KoTopble crieayeT Bbl-
NOJTHUTB.

Ta6nuua 0.1—Yucno Banugauuii npouecca

MNap®
KoHdurypaumsa* LTFS EO H.02
134*C 121'C °c
A
B
Cc
0

LTFS — HU3KoTemnepaTypHas cTepunusauus napamu opmMaibgermaa:
EO — 3TU/IEHOKCUAHAs CTePUNN3aums:
H.O,— cTepunusauums nepekMcbio BoAopoaa.

 KoHUrypauus BKIOYaeT MaTepuasn u CUCTEMY 3aKpbITUSI.
® ECNY UCMONb3YIOT LMK/bl BaKyyMHOI# CTepunnsauum U B rpaBUTALMOHHbIX CTEPUIM3aTopax Ha NpeanpuaTum,
3T Tpu rpachbl cregyeT Npoay6aMpoBath.

0.2 KOHTPO/bHBIiA IUCT NN1aHa Banugauuu: NpoLecc TepMOCK/IeMBaHUA NpeaBapuTebHO
cchopMUPOBaHHbIX GapbepHbIX CUCTEM Afsi cTepunusaumn (PSBS: nakeTbl, py/ioHbl U T. A.)

O Banupauus O PeBanupauns

a) OTBETCTBEHHOCTb

HanmeHoBaHue yupexaeHus

MecTononoxeHue

YyacTHUKM Banugauuu

OTBeTCTBEHHbIIi 3a Ba/IMauuio B LiesIoM

MecTononoxeHue daiina

6) OnucaHue GapbepHbIX CUCTEM A5l cTepuausaummn 8 céope

CofiepxuMoe 6apbepHoii cUCTEMbI A/ CTepUIM3aLum

FlBNsieTcs M cUeHapuii  HauXyAWuMm AONYCTUMbIM  BapuMaHTOM?)
Ecnu aa. onucaTb 060CHOBaHWe

KonunuyecTtBo 6apbepHbIX cucTem ans crepunusauum (CBC) B c6ope

YTBepxaeHHas npoueaypa unu SOP. ncnonb3oBaHHbIe 4151 COOPKU
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Mcnonb3oBanuce nu BHYTpM CBC npucnoco6neHus Ans 3awutbl OT- fa 0 Het
OCTPbIX KpaeB MeAULIMHCKOTO W3fenus, Kak TO: JIOTOK-opraHaiisep,
BAWNTHBIA HaKOHEYHUK M T. N.. a TaKkke ANA NOAAEPKKN MeaULMH-
CKOro u3genus 1 3awmTbl 6apbepHO cucTeMbl AN cTepunmnsaymm?

Ecnu BHyTpeHHue 0I10pbll3aI.IJ,VITa ncnosb3oBa/inCb, onnucaTb

B) OnucaHve NPoLEecCcoB cTepuansauum

3rotoBuUTENIb CTEPUIN3ATOPA U HOMEP Moaenun

ICepuiiHblii HOMep cTepuaunsarTopa

HABnserca nu crepunusarop KOHTpaKTHbIM?

D Aa O Her

Liukn ctepunusauumn
MpunoxuTb pacneyartky, ecim umeercst

N Nnasma

Q Huskotemneparyp-
napamu chopmasib-

|~] Nap (makcumanbHas

TeMneparypa/makcumasib-
Has NPOAO/HKUTENIbHOCTD)

M 3tuneHokcugHas (EO) aernga (LTSF)

O Apyroii
AABnsAeTcs Nu KN HanGonee HeGNaronpPUATHLIM AONYCTHU- O Ada Q Her MNapameTpbl
MbIM BapuaHTOM? uukna
YTBepXAeHHble SOP unun ncnosb3oBaHHbI CNOCOG 3arpysku
Mpouecc npowen sanuaauoo? O da | O Het |

Banugauuio BbINOJHU

aTta nocnepHeii Banvgauum

\laTa cnegyiouleil Banugaumm

r) OnucaHme NakeToB WU PY/IOHOB [NpeABapuUTeNbHO CHOPMUPOBaHHaA 6apbepHas cucTema s CTepunm3anmm

(NCBC)]

N3roToBuTenob cuctem NMNCBC

Turymapka

KoHTakTHas I/IHCIJOpMaU,VIH nocraBLjMKa:

HavmeHoBaHue
Appec
TenedoH
ABnsieTcA NuM cam nocTaBLWUK WU3roToBUTENEM na—D'qIa b Her
keToB /W pynoHoB?
MmeeT nuM wusrotoButTeNnb YTBEPXKAEHHYIO cmcre-Dp'a P Her
My MeHeMKMEeHTa KayecTBa C [OKYMEHTa/IbHbIM
noaTBepxaeHuem (Hanpumep, ceptudukatr QM
erncTpauvsa u T. a.)
Mposen nu wusrotoBuTeNnb BaMgauuio npouecca fla [0 HeTt [0 Bepudomkaums
nponsBoAcTBa Nakeroa/pynoHoB?
MpepgoctaBun  nu nocTtaBlWMK  AOKyMeHTauuio[] fla D Het [0 Bepudomkaums
noaTBepXaaroLLyo cooTBeTCTBUE TpBGOBaWAM
MNCO 11607-1?
Ecnn ymecTHO, npegocTtaBun nu nocraswuk go-J Aa M Her 0 Bepudmkauus
KyMEHTauMi0 O COOTBETCTBUM TpeGoBaHMAM pe-
rMoHa/IbHOTO  [IOKYMEHTa K paccmarpuBaemoii
npoaykuun (Hanpumep. EH 868-5)?
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lnanasoH TemnepaTyp ckneuBaHus (TBpmoceap-OT

ku) (B 'C)'? \lata ot Ao

ns .
epudpuku |ua umeetcsa

MNpomecc cTepunusauuu, KoTopblii Npeanonarad
leTcsl Ucnonb3oBaTh:

CoBmectuma 5 cuctema [MMCBC ¢ npoueccom fla M Het
cTepunusaumn?

CooTBeTCcTBYeT NU XpaHeHue u ooGpauweHue B1/0a [0 Het
GonbHuue c¢ cuctemamu [MNCBC pernoHabHbIM
HaunoHanbHLIMAMECTHbIM CcTaHfapTaMm unu Tpe-
GoBaHuaAM?

1 He umeetca

A) OnucaHne ycTpoicTBa A/isi CKNenBaHust

N3roToBuUTENb yCTpOﬁCTBa ANA CKnenBaHuUA

Tun ycTpoiicTBa ANns cknenBaHuA

ICepuiiHblii Homep (SN)

CyuiecTByeT /M [ONYCK Ha OTK/IOUEHWe HarpeBaHusa?

O fa

[0 Het lonyck

[Hanpumep, cornacHo O1N 58953-7 (x5 "C)] BBectu gonyck

MocTaBLMK YCTPOWCTBA A/1s1 CKIenBaHusl

KoHTakTHasa nHopmauusa nocrasBLLUKa:
HanmeHoBaHue

Appec

TenedoH

\laTa nocneaHeili NoBepku (KaM6poBKM)

MpepoctaBun M U3rotoBUTENb  JOKYMEHTauuio, ,|:|,eM0H-D'C"a
CTPUPYIOLLYI0O CNOCOGHOCTL 000OpyAOBaHUA  COOTBETCTBO-

BaTb Tpe6oBaHuasm NCO 11607-2?

[0 Het |~| Bepudomcauus

iMeloTCA /U yKasaHUs N3rotoBuTesNs No UCnosib3oBaHUIn? O Aa O Her

Korga oOHM Gblnu aKTyasiM3vMpoBaHbl U Tae GblIM 3aapXuBU-A
poBaHbI?

e) OnucaHue 3alMTHOI yNakoBKK, a Takke Npo6iem o6pauleHus, pacnpegeneHusl U XxpaHeHus

BalmTHasA ynakoBka

. OnucaH TMN 3alMTHOWN yNakoBKu

. MpumeHseTca nocre oxnaxaeHus nsgenvsa

. YeTKO MapKupoBaHa Kak 3aluTHas ynakoBka

. JloTKu ANs TPAHCNOPTUPOBKU

O

=0 =0 =0

He

He

He

lOnucaHune oGpalleHus, pacnpegeneHnsa u XxpaHeHus
BanosHeHa 1M AOKYMeHTauus, Hanpumep, cm. 0.5?

O da

[0 Het

HackonbKO 4acTo CTepu/ibHble M3AeNUA MepeMellalT WAM TPOrawT A0 Npu-
6LITUA B KOHEUHbI MYHKT UCMO/Ib30BaHUSA?
* Yncno cobbITUiA C pUCKOM MOTepU Le/TOCTHOCTU?

PaccmoTpeTb Hauxyglive AoNycTUMbIE YCMOBUA AN aTtTecTauuu 3KChn/yaTa-
LMK ynakoBouHOli cucTeMbl (KOMGMHAUUA 3aWMTHOW YNakoBKM U GapbepHOWi
cucTeMbl ANA cTepunnsaumm)

. UTo AiIBNAETCA HaUXyALWuM cnyvyaem?

o Yem 060CHOBaH BbIGOp?

%) Kputepum npueMku — onpegenntb MeTOA U KpUTEPUU NPUEMKU
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3) STanbl aTTecTauum

MocTaBKa U PEMOHT Me4ULMHCKOro 060pyA0BaHUsA

«MEOAVAHA» OO0, [ WWW.BREMAN.RU]
CaHkT-lNeTepbypr, yn. Mapwana Tyxa4yeBCcKoro 22
+7 (812) 336-54-66, 8-800-333-06-39

IATTecTaumsa MmoHTaxa (H)

Q BbinonHexna

M BoinonHeHa B xoae npeablayweli Banugaumm, sata

Q NpoiigeHa 3 He npoiigena

araniognucb

IATTecTauus akcnayarauum (0Q)

N BoinonHena

N BeinonHeHa B xoge npeabigyuieli Banugauuu, gata

Bbinu NN BbINO/HEHbI KPUTEPUU MNPUEMKU,
B NYHKTE X)?
MpuUNoXuTb pesynbTarbl

onpegeneHHble|

N Npoiigena M He npoiigena

ara’‘nogrMmcb

IATTecTauusa akcnnyarauum oéopygosaHus (PQ)

M BbinonHena

Bblnv N BbINO/IHEHbI KPUTEPUU MPUEMKM,
B NYHKTE X)?
Mpunoxutb peayrbratbl

onpegeneHHble|

Q MpoiigeHa M He npoiigena

llatra”\noArbicb

1) NToroBoe yTBepXaeHve Banuaauuu

Q Bce stanbl Banmgaumm npoiigeHbl, pesynbrartbl NpuaararoTcs

M Cnepytowme atanbl Banugaumm He npoiigeHbl (nepeuncnuTb)

Mocnegyowme Unu KOppPeKTUpYOLLME AeiicTBUS, KOTOpble NpeAnonaraeTcs NpeAnpuUHATL

O Nocnepytouwme AeﬁCTBVIﬂ Obinn onpeaenieHbl U noaATBepPXXAEeHbl AOKYMEHTa/IbHO, pe3y/ibTaTbl npunararTca

[lata cnepylolero aHanm3a no rpaguky

MecTo, gara

Mognucb

HaumeHoBaHue Ha wtamne
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D.3 KOHTPO/bHbI NUCT NN1aHa Baiugaumm:
0O Banugauus |~| PeBanuaauus

a} OTBETCTBEHHOCTb

MocTaBKa U PEMOHT Me4ULMHCKOro 060pyA0BaHUsA

«MEOAVAHA» OO0, [ WWW.BREMAN.RU]
CaHkT-lNeTepbypr, yn. Mapwana Tyxa4yeBCcKoro 22
+7 (812) 336-54-66, 8-800-333-06-39

npouecc o6epTbiBaHUA

HavnmeHoBaHue yuypexaeHus

MecTononoxexHue

YyacTHUKM Banugaumm

(OTBeTCTBEHHbIIi 3a BaIMgauuio B LieJIoM

HavmeHoBaHue yupexaeHus

6) OnucaHue 0GepPTKN ANA CTEpUNIN3aLUN

MN3roToBUTENIb CTEPUIN3ALIMOHHO 06EPTKM

Tun/ Mapka

M KpenuposanHas Gymara Apyroe
M HeTkanas Ecnu gpyroe, yka3aTb
0 Tekctunb

N Npoctas 6ymara

KoHTakTHas I/IHCIJOpMaU,VIH nocraBLjMKa:

HanmeHoBaHue

Appec

TenedoH
HABnsieTcA NM NOCTaBLUNK U3TOTOBUTE/IEM 0GEPTKU? O Aa O Het
MmeeT nNu wu3rotoButTenb YTBEPXKAEHHYIO CUCTeMy MeHe,q-j'qa H Het
DKMEHTa KayecTBa C [OKYMEHTa/IbHbIM nNoOATBepXAeHuem
Hanpumep, ceptucukar OM. peructpaumsa u T1. a.,?
MpepoctaBUn NM U3FOTOBUTENb  [OKYMEHTALUIO, ,quOH-j'qa M Her M Bepudmkaums
CTpupyoLlyto cooTBeTCTBUE Tpe6oBaHusam NC011607-1?

N Bepudmkaymn

Ecnn ymecTHO, npegocTaBu/l NM  MNOCTaBLUUK ,qoxymeu-jp'a - Her pucukan
TauuMio O COOTBETCTBUM TPeGOBAHUAM  PErMoHasIbHOrO|
/MIOKymMeHTa K paccmaTpuBaemoii npoaykuuu (Hanpumep.
EH 868-2)?
Mpouecc cTepunusauuy, KOTOPbI MpegnonaraeTca  Uc-
nonb3oBaThb.
ICoBmecTma nu CBC ¢ npoueccomMm cTtepunumsaur? O Aa [ Het
CooTBeTCTBYET NIM XpaHeHMe W obGpalyeHne B GonbHuue c[J/fa O Het
06epTKoli  pPernoH3NbHbIM/HALMOHA/IbHBIM/MECTHLIM  CTaH-
lnaptam unu TpeéoBaHNAM?

B) OnucaHue cUCTeMbI 3aKpbITUsI 0GEPTKU

3roToBUTENb 3aKPbITUSA

Turymapka/Homep napTum

[ Kneiikass neHTa [] STUKeTKa

J MHAuKaTopHas neHTta
A P O Apyroe

Ecnu apyroe, ykasaTb

Homep napTum cucTeMbl 3aKpbITUS (NIeHTbI)?
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KoHTaKTHasi uHhopMaLus NocTaBLiMKa:

HanmeHoBaHue
Appec
TenedoH
ABnseTrca M MNOCTaBUWWK W3rOTOBUTE/IEM CUCTEMbl 3a-
KpbITUA?
MmeeT Nu U3TOTOBUTBIL YTBEPXKAEHHYIO cucTtemy MeHep-[a O Het
DKMEHTa KayecTBa C [OKYMeHTa/lbHbIM noATBepXAeHnem
Hanpumep, ceptuchukat OM. peructpauma u 1. a.)?
MpepgoctaBUn  NM U3roToBUTENb  [OKYMEHTALMIO €MOH-
pea AOKY uio, - A O da [0 Het [ Bepudpukaums
CTpUpYIoLLYI0 COOTBETCTBUE Tpe6oBaHuam NCO 11607-t?
Ecnu ymecTHO, NpeAocTaBun N NOCTaBIWMK [AOKyMeHTa-]Aa [0 Hert 0 Bepudpukauusn
LMI0O O COOTBETCTBUW TPEeGOBaHUAM pPerMoHasIbHOro [OKYy-
MeHTa K paccmaTpuBaeMoli NpoAyKuun?

Mpegnonaraembiii npoyecc crepunusauum

r) OnucaHune 6apbepHbIX CUCTEM A1 CTepunvsaluum B coope (o6epTbiBaHue)

Coaepxumoe 6apbepHoii cUCTeMbI A CTepunMsaumm

FlBNsieTcs N KOHUrypauus HavmxyglwuMu AONYyCTUMBbIMU  YCIIO-
BusamMu? EcT ga. npeAcTaBUTbL 060CHOBaHUe

KonunuectBo CBC B c6ope

YTBepXAeHHasA npoueaypa unv SOP. ucnonb3oBaHHble B cGopke

Mcnonb3oBanucb nu BHyTpu CBC npucnocoGneHus ANA 3awuThbl
OT OCTPbIX KpaeB MeAWLMHCKOro usgenus, a Takke ANA Nopaaepk-
KW MefMUMHCKOTO u3fenvs W 3awutbl GapbepHoOil cuctembl ANs
cTepunu3auymu, Kak TO: JIOTOK-OpraHaiisep, 3alWUTHbIA HaKOHeY-
HUK. 3alyMTHbIE YroNIKM MeXAy J/IOTKOM W 0GepTKoW, noAknagoB

Ha notoku T. N.?

O Aa O Her

Ecnu BHyTpeHHWe onopbi/3awmTa Ucnosib3oBajIuCb, onucaTtb Ux

A) OnucaHue NpoLeccoB cTepuausaumum

3rotoBUTENIbL CTEPUIN3ATOPA U HOMEP Moaenun

ICepuiiHblii HOMep cTepuaunsarTopa

FABNAETCA NIN CTEPUIN3ATOP KOHTPAKTHLIM? [ Aa

[ Het

Linkn ctepunusauumn M Nap

MpunoXxuTb pacneyatky, ecCnn nuveertcsa

(MakcumanbHas

TBMNBpaTtypa/MaxcumasnibHas

N Nnhasma
[0 Huskotemneparyp-

NPOAO/MKUTENbHOCTD) Has napamu chopmasib-
O 3rI/IneH0KCI/I,qHE'qerMp'a (LTSF)
A (EO)
O Apyroii
ABNseTCA NU LUK HaMXyALWUM (ONYCTUMbIM) Cllydaem? O Oa 0 Het MapameTpbl
LmKna

cnonb3oBaHbl
rpysku

yTBepXaeHHble SOP wunu npoueagypa 3a-

Mpouecc npowen sanuaauuio? O da

0 Het

Banugaumio BbINOMHAMM
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aTa nocniefHeli Banvgaumm

arta cnegytouieii Banugaumum

e} OnucaHve 3aWMTHOI YNakoBKU, a Takke Npo6/ieMbl 06paLleHusl, TPaHCNOPTUPOBaHUs, pacnpeaeneHus u xpa-

HeHusA

BawuTHas ynakoBka

. OonucaH TMN 3alWUTHO YNakoBKY Ofa CHert
. MpumeHsanacb nepep ctepunusayuei Ofa OHet
o MpuMeHsnacb nocne oxXnaxaeHus uspenus Cloa OHer
. UeTKo MapKMpOBaHa KaK 3almTHas ynakoska OhAa OHer
. YKpbITHE OT Nbin Uha O Her
. JloTkn ANsA nepeHoca

lOnucaHve oGpallieHus, pacnpefeneHns u XxpaHeHus
Bbina nu 3anosiHeHa foKyMeHTauus, Hanpumep, cm. D.5?

O AaC Her

Kak uacTto cTepw/bHble W3feNnus MepeMellaloT, TporawT nepeg)
NPUGLITUEM B KOHEUHBIIi MYHKT UCNOMNb30BaHUA?
* Yucno co6bITuii C pUCKOM NOTEPU LIeNIOCTHOCTH

PaccMoTpeTb HauxXyAwwuii cnyvaii aTtrectauuMu 3Kcniyatauum yna-
KOBOUHOI cucTeMbl (KOMOWHaUMUA 3allUTHOW YNakoBKM U Gapbep-
HOIi cucTeMbl ANA cTepunusayun}

. Yto  sABnsertca Haubonee  HeGNaronPUATHbLIM
cnyyaem?
o Yem 060CHOBaH BbIGOp?

%) KpuTepum npueMku — onpefenvuTb METOA U KpUTEPUU NPUEMKU

KauyectBO MeTop oueHuBaHue

KpuTtepuun npnemku

LlenocTHOCTb 3aKpbITUA

HenpepbiBHOe, HeT OTBepcTUii unu nepe-
PbIBOB. HET KAHA/IOB

LLlenocTHOCTb YynakoBKu

HeT NnpokonoB, pa3pbIBOB, pa3pyLueHuii

IAcenTn4yeckoe nssrieyeHme

MoxeT oTKpbiBaTbcsi 6e3  MoBpeXAeHuit
MU KOHTaMUHALUY COLEPXUMOTO

C6opka (cknagkm WM T. N.) COFNacHoO
|AOKyMeHTMpOoBaHHOM npoueaype/vH-
CTPyKUMsAM no c6opke

OTKpbITad GapbepHadA cucTemMa AnA CTepu-
nM3auMn  CoOTBETCTBYET  [OKYMEHTUPOBaH-
HOIi Nnpoueaype/MHCTPYXUMAM no c6opke

KoHcburypauuss  ynakoBku, o0GpaGoTaH-
HasA B onpefesieHHOM Lukne

CooTBeTCTBYEeT BCeM MapameTpam CTepu
NMM3aLMn  ynakoBKu onpegenieHHol  KoHduA
rypauum [cm. 3.2.3. nepeuucneHue b)]?

Apyroe

3) STanbl aTTECTALMU

IATTecTauus MoHTaxa (K0) N Buinonnena

N BuinonHeHa B xoge npeabiaylueil Banmaaumu, gata

I Npoiigena | 0 He npoiigeHa

Mata/nognucb
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[1 Bbino/siHeHa B Xo4e npeabiaylieii Banugauuu, aata

e| N | O He npoiigeHa
BEbiNv NU BbINOMHEHbI KPUTEPUM MpUEMKM, onpefeneHHbie|~| Mpoiigena

B NyHKTE B)?
MpunoXuTb pesynbrartbl \lata/noanuchk

IATTecTaums akcnayatauuu o6opygosanus (PQ) N BuinonHena

. | O He npoiigexa
BbiMM N1 BLINOMHEHbI KpUTepuu npuemku, onpegenenHeliell MpoiigeHa

B NyHKTe €)?
Mpunoxutb pesynbratbl Mata/nognucb

1) ToroBoe yTBepXaeHNe Bangauuv
Q Bce atanbl Baimgaumm npoiigeHbl, pesynbratbl NpuiaraoTcs

M Cnepyowme atanbl Banuaauum He NpoiigeHbl (NepeuncnuTb)

Mocnegytowue unu KOppeKTupytowme AeiicTeus, KOTopble npeanonaraercs npeanpuHATL
U Nocnepgytoume AeiicTBUsi 6bIIv onpeaenieHbl U NOATBEPKAEHbI JOKYMEHTAIbHO, pe3ynbTaTbl NpUiaraloTcs
[ara cnepaytolero aHanmsa no rpacuky

Mognuck

MecTo, para HanmeHoBaHue Ha wTamne

D.4 KOHTPO/bHbI IMCT Banuaauum: npoLecc NpuMeHeHUst KOHTeliHepa

0 Banugauus M Pesannpauusn

a) OTBEeTCTBEHHOCTb

HavMeHOBaHUe yupexaeHus

MecTononoxeHue

YyacTHUKM Banugaumm

OTBeTCTBEHHbII 3a Ba/IMgauuio B LiesIom

HavmeHoBaHue yupexaeHus

6) OnucaHue XXeCcTKOro KoHTeliHepa

N3roToBUTEb XXECTKOro KOHTeﬁHepa

Turymapxa H - O a
[Apyroe

Mpoknagka
p an PunsTp [PunuTp
l0OAHOKpPaTHOro MHOrokpaTHoOro

npuMeHeHunsa npuMeHeHunsa

KoHTakTHasA nHopmauusa nocrtasBLyUKa:
HaumeHoBaHue
Appec
TenechoH

ABnsieTcA NN nocTaBLUUK W3rOTOBUTENIEM >KECTKOTO KOH-

o O da OHer
TeiiHepa? A
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MmeeT nu u3rotoBuTe/lb YTBEPXKAEHHYIO cucTtemy MeHeg-Ada OHer

DKMEHTa KayecTBa C [JOXyMeHTarbHbiM MNoATBepXAeHUEM
Hanpumep, ceptudpmkar OM. perucTpauus u T. a.)

MpepoctaBun N M3rotoBUTENb [OKYMEHTaUMIO, [AeMOH-] [la 1 Het M Bepudmkayms
CTpUpYyIOLLyI0 CMOCOGHOCTL 0GOpPYyAOBaHUA COOTBETCTBOA
BaTb Tpe6oBaHuaAM NCO 11607-1?
Ecnu ymecTHO, npefocTaBu/l NM MNOCTaBIUUK [OKYMEHTa-

y » MPeA t AOKY 0 Aa [ Het [0 Bepudpmkauus
LMo 0 cooTBeTCTBUU TpeGoBaHuam EH 868-8?
Mcnonb3yloT nun WNNbT| NnocTaB/ieHHbIi UM  PEeKOMEeH-

vt b P, " p O Aa 1 Het 1 Bepudpmkauus

\NOBaHHbIi M3roTOoBUTENEM KOHTeliHepa?
Ecnu HeT. npefgocTaBu/ M MOCTaBWMK cunbTpa goky-1/Aa M Her O Bepudpmkanmsa
MeHTMpOBaHHOe [oKa3aTeNbCcTBO ero 3eKTUBHOCTU U
COBMECTUMOCTU C KOHKPETHbIM KOHTe/iHepoM W npegno-
lnaraemMmbiM npoLeccomMm ctepunusaymun?
Mpeanonaraemblii Npolecc ctepuansaymm
ICoBmecTuma nu CBC ¢ npoueccom ctepunusauum? O da [0 HeTt
CooTBeTCTBYeT NN oOGpaleHne U XpaHeHue KOHTeliHepoB [a [ Het
B 6onbHULEe pervoHanbHbIM'HaMOHA/TbHLIM/MECTHbLIM
cTaHgapTam unm TpeéoBaHuaAM?

B) OrbicaH/e CUCTEMbI KOHTPO/IsSi BCKPbITUSI, MCNONb3Yyloleiics ANl AeMOHCTPaLMU LeNIOCTHOCTU 3aKpbITusl

N3rotoBuUTE/Ib CUCTEMBI KOHTPO/IA BCKPLITUSA

Turymapka

KoHTakTHasA nHpopmauusa nocrtaBLyUKa:
HanmeHoBaHue
Appec
TenecpoH

ABnsieTcA NuM nocTaBWUK W3rOTOBUTENIEM CUCTEMbl KOH-

O Aa O HeTt
TPONA BCKPbITUA? A

O6nagaeT NM cucTeMa KOHTPOMA BCKPbITUA CclieAylolwuMuy

Xapakrepuctukamm? 0 fa O HeT
. BusyanbHasA nHAMKaUUA BCKPbITUSA
- O Oda 1 HeT
. MackupoBka pasbemMa KOHTeliHepa W
obecneyeHue BU
" O Aa [0 Het
3yasIbHOW WHAMKaALMM WU KOHTponb (cdmsnyecku
GnoKu-

pyeT pasbem KOHTeliHepa)

ry 1Asn h unannoa

Ecnun wucnonb3yetrcs cucTeMa KOHTPONsA BCKPbITUA ofHo- [la 1 Het
KpaTHOro NnpuMeHeHusi, UMeeTcA bl Homep napTun? NMTOTNe:
MmeeT nu wusrotoButenb YTBEPXAEHHYI0 cuctemy meHep-]/[a 0 Het

DKMEHTAa KauyecTBa C [OKYMEHTa/lbHbiM MNOATBEPXKAEHUEM
Hanpumep, ceptudpmkar OM. perucTpauus u T. a.)

MpepoctaBUN NN U3rOTOBUTENb  AOKYMEHTauuo, aemoH-]/[la [ Het |~| Bepudukaums
CTPUPYIOLLYI0 CMOCOGHOCTL O0GOpPYAOBaHUA COOTBETCTBO-
BaTb Tpe6oBaHuam NCO 11607-1?

MNpeanonaraemblii Npolecc crepurbisauuu
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CoBMecTMMa M cCUCTeMa 3aKpbITUA C MPOLLECCOM CTepu-

1 Aa 1 Het
inu3aunn? A
r) OnucaHue KOHTeliHepa B c6ope

ICogepxumoe C6C

Mcnonb3yeTcA M BHYTPU KOHTeliHepa pAonosHuTenbHas yna-{l/a  Het

KoBKa?

ABnseTcAa nNu 3Ta [ONONHUTENIbHAsA ynakoBKa GapbepHoi cucte-[0a  Het

Mol anA cTepusauun?

ABnseTrca nu KoHdUrypaumsa Hauxygwum AOoNyCTUMBbIM BapuaH-

[TOM, ecnin Aa. onucarb 060CHOBaHne

Yucno CBC B c6ope

Mpoueaypa unu SOP. ncnonb3oBaHHble A/151 COOPKU

Mcnonb3oBaiucb N BHYTPU NPUCMOCOGNEHUA ANA  3aWuTbl 0T fa 1 Het

OCTPbIX KpaeB MeAULMHCKOTO MW3Aenus, Kak TO: JIOTOK-OpraHaii-

3ep. 3aWWTHbI HAKOHEYHMK M T. M. a TaKkke ANA MNOAAEPKKMN

MegULIMHCKOTO U3Aenua W  3auTbl GapbepHoii cuctembl ANs

cTepunusauumn?

Ecnu BHYTpeHHMe onopbl/3awmra UCnoibL30BaIuCh, onucartb

A) OnucaHve npoueccos cTepunansaumm

N3rotosuTenb cTtepunansaTropa u Homep moaenun

ICepuiiHblii HOMep cTepuaunsaropa

ABnseTca N1 CTepunan3arop KOHTPaKTHbIM? O Aa O Hert

Limkn cTepunusaumm I Nap (MakcumanbHas 1 Mnasma

Mpunoxutb pacneyartky, ecnu nmeercs Temneparypa/Mmakcumanb- M HuskoTemnepatyp-
HasA NPOAO/MKUTENbHOCTb) Has napamu chopmanb-
M 3tunenokcugHas (EO) \nernpa (LTSF)
[0 Apyroe

FABnseTca nn yMKN HaMXyAwWUM AoNYCTUMbIM BapuaHToOM? O Aa OHet MapameTpbl LuKna

ISOP nnu npoueaypa ucnonb3oBaHbl A5 3arpy3Kun

Mpouecc npowen sanuaauuio? O Aa | O Het

Banvgauuvio nposoaunu

aTa nocniefHeii BanvMgaumm

\laTa cnegyiouleil Banugaumm

€) OnucaHue Nnpo6aem oGpalleHus, pacnpegesieHus U XpaHeHus

BbinonHeHa N1 AOKYMeHTauus, Hanpumep, cm. 0.5?

0 da | O Het

nonaayT B MECTO KOHEYHOro NpuMeHeHusn?
* Yucno cobGbiTuii ¢ PUCKOM noTepun Le/I0CTHOCTU

Kak yacto CTepunbHble usgennsa nepeMewjaroT Uan TporakwT, npexae 4emMm OHU
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PaccmoTpeTb HauxXyAlMiAi cnyyail aTTecTauumn 3KcnayaTauum YnakoBOYHOW CH-
CTeMbl (KOMOGMHaUUA 3alMTHOW YMNakoBKM M GapbepHOW cucTeMbl ANsi CTepu-|
inn3auumn)

. YTo ABNsAeTcA HanGonee HeGnaronpuUATHLIM cnyvyaem?

. Yem 060CHOBaH BblGOp?

) Kputepuu npvemMku — onpegenutb METOA U KPUTEPUUN NPUEMKU

KauecTBO MeTog oueHnBaHus Kputepum npuemku
[BENOKUPOBOYHbIN MeXaHu3M "
HenpepbiBHOCTbL/LLEENOCTHOCTD 3aKpbITUSA
HenpepbIBHOCTbL/LLENOCTHOCTL

nopgAepXxuBaeTcA 6e3 paspbiBa 3aKpbITUA
BaKpbITUA AREP pasp p

Het NpPoOKonoB, pas3pbiBOB, KaHanos., no-

LilenocTHoCTb chunbTpalknanaHa
BpexaeHus

LlenoCTHOCTb NPOKagKu Het noBpexgeHuii (cm. 3.3.2.9.2)

IAcenTuyeckoe n3Be4eHme
MOXHO OTKpbITb 6Ge3 MOBPEXAEHUA WM KOHA

TaMUHaLMKN COAEePXUMOro

Apyroe

3) OTanbl aTTeCTALUU

IATTECTauua MoHTaxa (H0) N Boinonxena

M BoinonHeHa B xoge npeablayuieli Banugauum,
lnaTa:

M Npoiigena M He npoiigeHa

\Aata/nognucb

IATTecTauus akcnayatauum (OQ) M Boinonnena

N BuinoteHa B x0A€ Npeabiayweli Banugauum, gara

ELIMM NN BLINONHEHbI KpUTEpUM npuemku, onpeaeneHHbielQ MpoiigeHa Q He npoiigena
B NyHKTe r)?

MpunoxuTb pesyrbrarbl \laTa/noanucb

IATTecTauus akcnnyarauum o6opygosaHus (PQ) M Boinonvena

BbiiM  NIM BbINOJSIHEHbI  KpUTepun npuemky, onpegenexubiell MpoiigeHa Q He npoiigeHa
B NyHKTe r)?

MpunoxuTb pesyrbrarbl \laTa/nognucb

1) Torosoe yTBepXeHne Bamaauum
I Bce stanbl Banugaumm npoiifeHsl, pesynsraTbl NpuaaraloTcs

M Cnepylowme atanbl Banugaumm He npoiigeHbl (NepeuncnuTb)

Mocnegytowue unu KOppeKTupytowme AeiicTeus, KOTOpble npeanonaraercs npeanpuHATL
O Nocnepgytowme AeicTBus Gbl1v onpeaesieHbl U NOATBEPXAEHbI AOKYMEHTA/IbLHO, pe3ynbTaTbl puiaratorcs

Jata cneayiouiero aHanmsa no rpacpuky

Mognucb
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MecrTo, gata HanmeHoBaHue Ha WwiTamne
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D.5 KOHTpONbHbIi IMCT 06palleHusi, pacnpeAeneHnst U XpaHeHUst

Cnepyolmii KOHTPONBHbIIA IMCT NOMOXET BblGpaTb 6apbepHyt0 cUCTEMY ANS CTEPUIU3ALUN.

Oxugaemble (hakTopbl, KOTOPbie GYAYT B/UATb HA LLE/IOCTHOCTb GapbepHbIX CUCTEM AJISi CTepuInsauum

MpeactaBua N1 N3rotoBUTENIb PEKOMEHAALUN MO YCI0BUAM 06pau.|,eva, XpaHeHusa n pac-

npegeneHna?
- Temnepartypa O ha OHet
* OTHOCUTENIbHAsA BNAXXHOCTb O ha OHet
* Tpe6oBaHUA K 0GpaLleHuto 0O ba O Hert
¢ OrpaHyyeHNA NO BCTPAXMBAHUIO O Aa O Het
o Tonuku n gpyrue ABMKEHUN O ha O Het

OnucaHue 06paLleHns 1 oaexaa nepcoHana

NmeeTcsa nu nporpamma oG6yyeHuns paGOTHUKOB NO o6GpalleHunto ¢ 6apbepHbIMU cucTeMamm O Aa OHer
Ana ctepunusaymn? Ecnu pa. onucartb
MmeeTcA N1 NPOTOKON FTUTMEHbI PYK? O ha O Het

Ecnu ga. onucartb

CyuiecTByeT /i1 cneyuanbHasa oaexaa? 0O Aa OHer
Ecnu ga. onucartb

HacuuTbIBaeTCsl 1M HECKO/ILKO C/lyUYaeB nepeknaAbiBaHus 6apbepHbIX CUCTEM A/ CTepu- Ofa O Her
Nn3aumMm ¢ MOMeHTa CTepMIn3auum A0 MecTa UCMosib30BaHNsA? Ecnu ga. onucatb

OnucaHue CpefcTB pacnpegeneHus/TpaHCNoPTMPOBaHUs

TpaHcnopTupoBaHue Ha MecTe

e MoryT nu 4YmncTblie U*Mnu cTepuibHble MeAULMHCKUE U3feNnnus TPaHCNOPTUPOBATbLCA U Xpa- Oba OHer
HUTbCA OTAE/MBHO OT UCMNO/Ib30BaHHbIX (HECTEPUbHbIX)?

* Bo Bpems TpaHCMOPTUPOBaHUA 3aKpPbIBAlOT CTepU/ibHble MeAULMHCKWE u3fenus uamn no- Oba OHer
MeLLatoT B 3alyMTHYIO Tapy?

¢ MotoT unn Ae3nHULMPYIOT Tpy30oBblie OTCEKU Nepep NepeBO3KOV B HUX CTEPU/IbHbLIX Me- Oba OHer
AVLMHCKUX U3Aenuii, ecnvu nepep 3TUM OCYLUECTB/ANIN NEepPeBO3KY XOHFaMMMUPOBAHHbIX W3-

aenuii?

- Ecnu TpaHcnopTHOe cCpeAcTBO OCTaBMAKT 6e3 NpuMcMoTpa B OOLLECTBEHHOM MecCTe, MOX- Oba OHer
HO Nn ero 3anepeTb u o6e3onacuTb?

TpaHcnopTupoBaHue BHe N/OLWaAKW, ecv NPUMeHsieTca Oba OHer
- Ucnonb3yloT 1 Ana TpaHCNOPTUPOBaHUA cneLyasibHbIi TpaHCNopT? Oba OHer
¢ PaccmaTpuBaeTcs /M Ha TPaHCMOPTHbIX CpeAcTBax NMHeBMAaTW4yecKkoe MojBecHOe YCTPOWi- O ba OHer
CcTBO?

* MpoxoAAT M1 TpaHCMNOPTHbIE CPeACTBa pPerynsipHyto Moliky u TO? O fa O Het
- YuntbIBalOTCA /1M MaKCUMasibHble U MUHUMa/IbHblE TemnepaTypbl U OTHOCUTENbHasA BRaX- O ba OHer
HOCTb?

¢ MoloT unn Ae3nHULMPYIOT TPy30Bbie OTCEKU Nepep NepeBO3KOW B HUX CTEPU/IbHbIX Me- O fba OHer
AVLMHCKUX nU3fenuii, ecnu nepef 3TUM OCYLUECTBANN NepeBO3KY KOHFAMWHUPOBIHHbIX W3-

nennin?

¢ MoxHO nu 3anepeTb M o06e3onacuTb TPAHCMOPTHble TENEXKW AN CTepubHON npo- Oba OHer
AyKkuun?

¢ OGyuyaloT N1 paGOTHMKOB TpaHcnopTa oGpalleHui0 C GapbepHbIM) cucTeMaMu Afisl CTe- O Aa O Her
punusauymn?

AcneKTbl XxpaHeHUs

CyuwiecTBYIOT NN cneunasibHbie NOMELLeHUs AN XpaHeHUs GapbepHbIX CUCTEM A/ CTepu- O ba O Het
nnsaumun?
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MpeanonaraeT Nu cucTtemMa XpaHeHUA OGOPOT TOBapHbIX 3anacoB Ha OCHOBe AaTbl CTepu- O fa O Het

nnsaumn?

fiBnsieTcA Nu cpega CKafCKUX NOMeLLeHNii o6ecnbiNIeHHOW? O ba O Het
OcHalleHOo N1 BepXHee OCBeLLeHne YCTPOoiicTBa 411 OUMCTKU NOTO/MKa? O ba O Het
CyuiecTByeT N1 NOPA[OK PEerynsapHoro MbiTbs nona? O ba O Hert

CpaenaHbl /M CTE/I/IKU U3 HENOPUCTOro maTtepuana?
CylecTBYeT v NOPSAOK PETYNSIPHOTO MbITbSl NOMOK/KOP3UH?

MoXeT I XpaHeHue Ha NoJIKe/B KOP3UHEe UCK/TIOUNUTL PUCK NOBPEXAEHUA?
[ oCcTaTouHO /1Y NPOCTPaHCTBA OT MOoJia A0 CTEPUIbHBIX U3AeNnii?

[,0CTaTOuHO NN NPOCTPAHCTBA OT NOTO/MKA A0 CTEPUbHbIX U3Aenuii?

MoxHO nu uséexarb nonagaHna NPsIMOro Co/IHe4YHoro ceeTta?
BbINONHAIOTCA NN peKoOMeHAauum U3rotoBUTeN OTHOCUTENBLHO BIXXHOCTU?

BbINOMHAIOTCA NN peKoMeHAALUN U3rOTOBUTE S OTHOCUTE/ILHO TemMnepaTypbl?

dunsTpyeTcs Nn Bo3ayx?

MpouncxoauT Nu KaxxablA Yac BO3JyX000MeEH?

CyLiecTBYeT /M MPUHYAUTENbHOE AaBrieHne?

CuuTaloT /1N CoAEepXKaHne YacTUL, I MUKPOOPraHU3MOB B BO3AyXe?

CyuiecTByeT /i1 OTAeNbHasA KOMHaTa A1s pacnakoBbiBaHMA NPOMbILL/IEHHbIX TOBApOB?
MpunoxeHue E
(cnpaBouHoe)

Ecnun pa. 1o Kak yacto?

O Aa O Het
O Aa O Hert

Ecnu pga. 1O Kak yacto?

O Aa O Het
O Aa O Hert
cmiptoiim

O ha O Het
cmigroiim

O ba O Het
O Aa O Het

Pesynbrart. %

[} Aa O Hert

Pesynbrar. *CI°F

O Aa O Het

CocrosiHne. %

O AaOHer
KonunuectBO

O OaOHer
O OaOHer

Pe3ynbrar, yucno

yacTtuy unu koelm?

O AaOHer

JloKyMeHTaumsi Nno arTectTayym MoHTaxa. PyKOBOACTBO [/ MEAULMHCKMX YUPEXaeHNT

MpumevyaHne — Monb3oBatensam ¢opbl, NPeANOXKEHHbIX B JaHHOM NMPUIOXKEHUN, pa3peLlaeTcs genarb Konuu
aTux chopm, npu atom 3a ICO ocTtaroTcA BCe Apyrue npasa, OTHOCALLMECSA K 3TOMY AOKYMEHTY B Lie/IoM.

E.1 KoHTponbHbI NUCT aTTecTauun MoHTaxa (1Q): npouecc TepmMmocKnenBaHus
a) O6wue AaHHbIe

YcTpoiicTBO Ans cknenBaHus

N3roToBuTENb

IAApec usrotoBuTens

Cuctema MeHe)KMEHTa KayecTBa n Bepl/l(*)l/lKaU.l/lﬂ nmeertcs

mvn

ICepuiiHblii HOMep

Fop NnpousBoAcTBa

MecTo
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OTBETCTBEHHDIN 3a Banmpauuio
ononHutTenbHbIe onepartopb! Ans 1Q
ara nposegeHus 10
Tun ycTpoiicTBa 418 CKNenBaHus M YentoctHorolMmnyrcHoro Tuna M MopenkHeiii pan
M YenioctHoro Ttunalc HenpepbIBHbLIM M CneuvnantHoe ot nsrotosutens
Harpesom M MogudmumposaHHoe
M PotaumonHoro Tuna MopudhuumposaHo
Ecnv  npuMeHumo, umeeTca nu  3HaK] [1a M Her r~1 Bepudmkauus
mapkupoBku EC?
ICepBucHoe o6ecnyxmBaHue
Aapec
Homep TenedoHa
KoHTakTHOE nuuo
IABTOpU3aLus O Aa (kem) O Her
6) YcnoBus ycTaHOBKU
NapameTp 3apaHHbIN Nmetowmiics {HaMepeHHBbIi)
HanpshxeHne O Aa
YacTtota. 'y, 0 Aa
MnaBKWii NnpegoxpaHuTenb Ha Tok (A) 0 a
CooTBETCTBYET  MECTHbIM  3/IEKTPOTEXH O fla
HUYECKMM HOpMaMm
ICooTBEeTCTBUE O Aa O Her \laTa/noanucb
B) flokyMmeHTauus
[AoKymeHT Nmeetcsa MecToHaxoxaeHue (MecTo XxpaHeHUs)
MHCTPYKUUN NO aKcnayartaummn O Aa [0 Har
Ecnn npUMeHnmo. exnapauus COOTBEeT-
P A pay O Aa [ HeTt
cTBusa EC
ICMeHHbIe YacTu 1 NepeyeHb 3aKa3oB 0 da O Het
YTBEp)XAEHHble MHCTPYKuun SOP o a3 O Het
Bepudmkayms 3akasa Ha NOKynky O Aa [ Het
DNeKTPoCXeMbl U HEPTEXMU ANA MOHTaXa O Aa O Het
iCooTBeTCTBUE O Aa [0 Het \AaTa/noanuck
r) XapakTepuctumky 6e3onacHocTu
MapameTp Tpebyembliii Nmetowuiics (M3MepeHHbI)
LLinpuHa kneeBoro wea
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PaccTosiHue fja MeAULMHCKOIo NPoAYKTa

Pex<um npouecca IABTOMaTMYeCKuii [0 ABTOMaTU4ecKuii M PyuHoii

ICooTBeTCTBUE

O Aa

1 Het \AaTa/noanuck

WHCTPYKLuMK No akcnsiyatauum o6uesocTt)rHbl ANs B6f

XdmKaumm 3 TuX acnektoB. Kpome Toro, cneaytolme acnek-

Thl JJO/DKEH NPOBEPSATb YNO/THOMOYEHHbI pa6oT)4nkK
OnucaHne CootBeTcTBUE 3ameyaHus

iCoeateHunsn ycTpoiictBa  Agns cKkneuBaHusA fa [0 HeTt

BbINOMIHEHbI MO MHCTPYKLMAM U3rOoTOBUTENA?

MpogeMOHCTpUpPOBaHO, 4YTO Yy YycTpoiictBa Ans fa [ Het
CknemBaHuA He wuMeeTcs fAedeKTOB B KpPbILIKe

Kopnyca, NMHUM NUTaHWUA, PO3eTKN U T. A.?

MpoaeMoHCTPpUpPOBaHO, 4yTo y ycTtpoiictBal fa [ Het
\AnA  cknemBaHWsi He WMMeeTcs paGouux [e-
bekTOB (HeM3BecTHbIX MNoMeX, pApeGe3kaHus,

BU3ra u 1. n.)?
ICooTBeTCTBUE O Oa 1 HeT \daTa/nognucob

A) Kputuueckue napametpbl

Cne,qyloume AONOJIHUTENNbHbIE aCNeKTbl onpeaensieTr Uin npoeepseT nosib3oBartesib (Tpe6yeTc;| YyacTuyHas Bepu-

coumkaums)

Kakne napametrpbl O6blIM  0GO3Ha4Ye€Hbl Kal
KpuTuyeckme BO Bpemsi pas3pabGoTku npouec
a? (CnpocuTb U3roTtoBUTENA)

Kak MuHumyMm, Temnepatypa, [AaBneHue W

O Temnepartypa N faenenve
] Mpouecc M Ckopoctb ckneusaHusa (anna-
cKkneusaHus/nBysa paT poTayMOHHOIO TUNa)

(annapart 4yenOCTHOrO TUNA)

Bpems (CKOpPOCTb) M Apyroe (ykasatb)
Bonpoc CootBeTcTBUE Kakum o6paTtom
Kputnueckne napameTpbl npouecca KOHTPo+{l/[a O Het
INMpPYIOTCA UK oTCneXnsaroTca?
0 Het
MmeloTCA CUCTEMBbI, KOTOpble B cny4ae ot Aa
K/MOHEHUs  3HaYeHWW OT  npeABapuUTe/IbHO
yCTaHOB/MEHHbIX npepgenbHbIX 3Ha4YeHui
pabounx napameTpoB NOAANT CUFHA WK
npegynpexaeHne unmn 6/10KMPYOT MaLWWHY ?
Perucrtpupytorcs KpuTUyeckKue napameTpbiJ la 0 Het
npouecca nosceHeBHO?
CooTBeTCcTBUE O Aa O HeTt \daTaiilognucb

Cnepgyowme AONOMHUTE/bHBbIE acCNeKTbl NOATBEPXAAITCA Bepudukaumeii

Bonpoc CootBeTcTBUE MoarBepmaemMo (kem)
MpousBoauTCcA /M TeXHUYeckoe o6Genyxu{lfa 0 HeTt
BaHMe [JaHHOro ycTpoiicTBalcylecrsytor v
NUCbMeHHble niaHbl TO?
Kanu6poBaHo (noBepeHO) /11 yCTPOCTBO? O Oa M Her
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CooTBeTCcTBUE O Aa 0 Het MlaTa'nognuce
He c6GuBaloTcAa M ycTaHOBOYHLIE napame-] fa O Het
TPbl Nocne  HeHaMepeHHOro  OTK/loYeHUs
nuTaHnAa?

CooTBeTCTBUE O fa 1 Het \daTa/nognuchb

B) O6yueHne n paéouasi 30Ha

OGyueHue
®.M.0 OGyueHue Moanucb
a6GOTHMKA sop
p O6yueH ATtTectayus Aarta MpenopaBartenb O6Gyuaemblii
Pa6ouas 3oHa
MpoBegeHa nu Bepudmkayusa cneayouwero?
CNagKkocTb NOBEPXHOCTU cTona (OTCYTCTBYIOT OCTPble YT/Nbl WAM HaAMNWMIA nocto-Ja [0 Het

POHHMIT MaTepuan, KOTOpPbIi MOXEeT MoBpeAUTbL MaTepuasl 3aroTOBKUM B npoLecce
l06epTbiBaHUS)

YuctoTa NOBEPXHOCTU CTOMNA U BO3MOXHOCTbL ee noggepxaHus O Aa [0 Het

PaGouee MecTO 3a CTOMOM WMMeeT A0CTAaTO4HO CBOGOAHOrO MPOCTPaHCTBa ANA ckna- fla 0 HeT
\AbIBaHUA ynakoBKu (06epTKu)

ICyLLecTBYIOT /11 COOTBETCTBYIOLMNE UHCTPYKLMN SOP B pa6oueii 30He? O Aa [0 Het

\lara/nognucob

E.2 KoHTponbHBbI INCT aTTecTauun MoHTaxa (1Q): npouecc oGepTbiBaHUA

O6bI4yHO aTTecTauua KO BbINOMHAETCA TOMLKO TOrga, Korga umeercs obGopyaoBaHMe, KOTOpoe HeoGXoAuMO ycTaHo-
BUTb. ANbTEPHATUBHO ANA Mpolecca, KOTOPbIA BKAKOYaeT TONIbKO NOABI U UCNOMHEHME UMK 3ajad, paspabotka SOP un 06-
yyeHue UX MOXeT paccmMaTrpuBaTbCsA HEKOTOPbIMU yypexaeHuamu kKak 1Q. MoaroToBKY KOHKPETHLIX OMepaTopoB, HaHATbIX
Ana OQ u PQ. cnepgyet AOKyMEHTUPOBaTb B oTYeTax 06 arTectauum.

OO6yueHue
OGyueHue Mopgnuck
0.1n.0. soP
paGoTHuka OGyueH ATTecTauus Aata MpenopaBatenb OGyuaembliii

Pa6ouasi 30Ha
MpoBegeHa nu BepuduKaLuusa cnegytouiero?

FNagKocTb MOBEPXHOCTU cTosa (OTCYTCTBYIOT OCTpble YIbl WA Ha/UMLLIWIA nOCTOpOH-DAa b Her

HWIi mMaTepuan, KOTOPbIi MOXeT MoBpeAuTb MaTepuas 3aroTOBKM B npouecce 06epThbi-
BaHUsA)

YuctoTa NOBEPXHOCTU CTOMA U BO3MOXHOCTb ee nogaepxaHus O Aa 0 Het
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PaGouyee MecTO 3a CTOJ/IOM uMeeT AOCTaTto4yHoO CBOGOAHOI’O npocTpaHcTBa AN CKna-J Aa | Hert

\AbIBaHUA ynakoBKu (06epTKu)

ICyliecTBYIOT /i1 COOTBETCTBYHOLINE UHCTPYKUUN SOP B paGoyeii 30He? O da [ HeTt

\Aara/nognucob

E.3 KoHTpoOnbHbI NUCT atTecTauun MoHTaxa (IQ): npouecc ¢ npuMeHeHMeM KOHTeliHepa

OG6bI4HO aTTecTauyusa O BbINONHAETCA TONBLKO TOrAa, Koraa uMmeeTcs o6opyaoBaHue, KOTOpoe HE06X0AMMO YCTaHO-
BUTb. ANbTEPHATUBHO A/151 NpoLecca, KOTopbiii BKAoYaeT TONbKO NOABI M MCNo/IHEHWEe UMK 3agad, pa3pabotka SOP u 06-
yyeHUe UX MOXEeT paccMarpuBaTbCA HEKOTOPbIMU yypexaeHuamu Kak 1Q. MoaroToBKY KOHKPETHLIX OMepaTopoB, HaHATbIX
ansa OO mn PQ. cnepyeT 4OKYMEHTUPOBaTh B oTYeTax 06 arTecTauum.

OGyyeHue
>0, OGyueHue Mopgnuck
paGoTHuKa sop
OGyueH ATTecTaums Aata MpenopaBatenb OGyuaembliii
Pa6ouas 3oHa
MpoBegeHa nu Bepudukauua cnepyiouiero?
FNagKoCTb MOBEPXHOCTUM CTona (OTCYTCTBYIOT OCTpble YFMbl WAM HANMAWWI NOCTOPOH-H fa F Her
HWii MaTepuan, KOTOPbIA MOXeT MoBpeAUTb MaTepuas 3arotoBkM B rnpouecce 06epThbl-
BaHUA)
YuctoTa NOBEPXHOCTU CTONA U BO3MOXHOCTb ee nogaepxaHus O da 0 Het
O Oa [ Het
PaGoyee mMecTOo 3a CTO/IOM MMeeT [AOCTAaTO4YHO CBOGOAHOrO MPOCTPAHCTBa ANA CKNa-
biBaHUs YNakoBKW (06epTKM)
ICyliecTBYIOT /i1 COOTBETCTBYHOLINE UHCTPYKUUN SOP B paGoyeii 30He? O fda O Het
\fara/noanucsb

MpunoxeHue F
(cnpaBouHoe)

JoKymMmeHTaumsi atTecTauum aKcnayatTaumm.
PyKoOBOACTBO A/151 MEAULMHCKUX YUpexXaeHuii

MpumeuaHne — Monb3oBatensam opm, NpeanoXeHHbIX B faHHOM NPUIOXKEeHUN, pa3peLlaeTcs Aenarb Konuu
aTux dpopm, npu aTom 3a MCO ocTaloTca Bce gpyrue npaBa, OTHOCALMNECS K 3TOMY AOKYMEHTY B Lie/IOM.

F.1 KOHTpOnbHbIW NIUCT aTTecTauuu akcnayataumm (OQ): npouecc TepMocKienBaHus

HwxHAs rpaHya BepxHss(paHuuya

Temneparypa ck/ienBaHus (TepMOCBapKM) (LL) (UL)

Temnepatypbl, pPEKOMeHAOBaHHbIE W3roTOBUTE/IEM NpeaBapuTesibHO  cdhop-
MUpOBaHHOIA 6apbepHOii cUCTEMbI AN CTepuAu3auum

[PakTUyeckas Temneparypa, LOCTUTHYTasA BO BpeMA UCMNbITaHUsA

TemnepaTtypbl, AOCTUrHYTble B MpoLecce WCMbITaHus, GUTLI B npegenax, 0O a0 Het
PEeKOMEeH[I0BaHHbIX W3rOTOBUTENIEM MNpeABapuTeNbHO c)OPMUPOBaHHOW 6a-
PbepHoii cucTeMbl ANsl CTepuAn3aumu
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\InanasoH TeMneparyp Tepmocknemsakus (B *C)

oT Ao
/laHHbIe OT

N Bepudmkauus npoBegeHa

Mpouecc

ISOP/ucnonbaoaaHHas npoueaypa (npoueaypbl)
YTBepaeHHas aara u Bepcusi

MoparoroBka oneparopa K NnpoBeAeHuio npoueaypbl
®.1.0.oneoarooa nooiuen NoAroToBky (pgara)
P.1.0.oneoatooa nooiuesn NOAroToBKY (Aara)

®.1.0.oneoarooa noouien NOAroToBKy (Aara)

Texo6cnyxuBaHue

ISOPIucnonbaoeaHHasi npoueaypa (npoueaypbl)
YTBepaeHHanA gata u Bepcust

MoparoroBka oneparopa K npoBeAeHUio npoueaypbl
®.1.0.oneoarooa nooiuen NoAroToBky (gara)
P.1.0.oneoatooa nooiuesn NOAroToBKy (Aara)

P.1.0. onBBaT003 nooiuesn NOAroToBKy (nara)

KonnyecTtBo oueHEeHHbIX 06pa3 0B

MeTop ucnbiTaHUA

CootBeTcTBME
KauectBO Kputepuu npuemku
Humwii ypoBeHb BbIcokuii ypoBeHb
LienoctHocTb KneeBoro coean-KneeBsoe coeguHeHNE Leso Ha 3aaH-
o A u ah O Aa [0 Het O Aa [0 Het
HeHus HOW WMpUHe
MooaeoeHo
MeToa ucnbitTaHuA
HeT KaHaNOB UMM OTKPbITbIX YaCcTeW
p 0 Aa [ Her 0 Aa O Her
coeuHeHus
MooBeoeHO

LieNnocTHOCTb YNaKkoBKW HeT NPOKOMOB UMK pa3pbiBOB

58

O Aa }:\ Het }:\ Aa }j Het



http://WWW.BREMAN.RU/

@ MocTaBKa U pEMOHT MeAULIMHCKOro o6opyaoBaHuA

@@ «MEOAVAHA» OO0, [ WWW.BREMAN.RU]

CaHkT-lNeTepbypr, yn. Mapwana Tyxa4yeBCcKoro 22

EeﬁgmmAm!:! +7 (812) 336-54-66, 8-800-333-06-39
MooBeoeHO

MeToa ucnbitTaHus

MPOYHOCTL K/1€eBOro coeAnHeHus
P A YaoBneTBopsieT 3ajaHHbIM KpUTEPUAM O Aa [0 HeTt myi O HeTt

MooBeoeHO

MeTtop ucnbiTaHuA

OTKpbIBaeTcs 6e3 pa3pbiBa Matepuana, 1 Oa 1 Het O Aa O Het
BO3MOXHOCTbL  BCKPbITUA  CHATUEM
paccnoeHus, pasgeneHnsa unu pasno-
NoBepXHOCTHOrO Cnos MmaTepuana
pKEHUA
IAcenTu4yeckoe usBneyeHne MOXXHO BCKpbITb 6e3 noBpexaeHns unm
p PeNAy O Aa [0 HeTt O Aa O HeTt
KOHTaMUHALK COAEePXUMOro
MooBeoeHo
MeTopa ucnbitTaHus
ipyroe YkasaTb 0 Aa [ Her O Aa OHert

MooBeoeHO

MeTtop ucnbiTaHuA

Temnepatypa (T), onpegeneHHasal =
na PQ {cpegHee wmexpay HWKHeWN
rpaHuLeii 1  BepxHeli  rpaHuuei,
Obl4HO (pakTMUyeckasi TemnepaTty-
pa B ucnbiTaHumn)

F.2 KOHTpOnbHbI NUCT aTTecTauyum akcnayatauum (OQ): npouecc o6epTbiBaHUA

Mpouecc

ISOP/ucnonbaoeaHHas npoueaypa (npoueaypbl)

YTBepaeHHas aara u Bepcusi

MoparoroBka oneparopa K NnpoBeAeHuto npoueaypbl

®.1.0. oneoaTtooa nootuen NoAroToBKY (Aara)

P.1.0. oneoatooa nootuesi NOAroToBKy (aara)

P.1.0. oneoaTtooa nootuen NoAroToBKy (aara)

KonuyecTtBo oLeHEeHHbIX 06pasL/oB
KayectBO Kputepuu npuemku CootBeTcTBUE

LIesIoCTHOCTb 3aKpbITuA 3aKpbITME HenpepbiBHOE, HET OTBepCTWii uan nepepbi-- Aad D HeT
BOB, HET KaHa10B
MooBeoeHo
MeToa ucnbitTaHuA

LlenoCcHOCTb ynaKkoBKu HeT npokonos., pa3pbiBOB, 3a41MpPOB [0 Aa N Het
MooBeoeHO
MeTop ucnbiTaHUA
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IAcenTn4yeckoe usBrieyeHme

MOXHO BCKpbITb 6€3 MoBpexAeHus wan KoHTamuHauuu a0 Her

coaepXxumoro
MooBeoeHO
MeToa ucnbiTaHus

Coopka (cknapbiBaHue U T. N.) CO-

OTKpbITas UM OLEHEeHHas ynakoBka cooTeeTcTByeT po--/Aal Her

rnacHo AOKYMeHTa/IbHO I'IOATBep)K-IKymeHTaano noaTBepXAeHHbIM npoueaype/MHCTPYKH

\NeHHbIM npoueaype/uHCTPYKUUAMUMAM No c6opke

no cGopke MNooseoeHo
MeToa ucnbitTaHus

\Apyroe YkasaTb 0 Aa O Her
MooBeoeHO

MeToa ucnbitTaHus

TexoGcnyxuBaHue

YTBepXAeHHasA faTa U Bepcus

ISOP/ucnonb3oBaHHBA Npoueaypa (npoueaypbl)

MoaroToBka onepartopa K NpoBeAeHUIO
®.1.0. oneoatooa
®.1.0. oneoartooa
®.1.0. oneoaTtooa

npoueaypbl
noowesn NoAroToBKY (gara)
npowen NoAroToBKyY (Aara)
npotuen NoAroToBKY (Aara)

F.3 KOHTpOnbHbIi NUCT aTTecTaumn akcnayatauum (OQ): npouecc ¢ UCnosib30BaHNEM KOHTeliHepa

Mpouecc

YTBEpXAeHHas AaTa U Bepcus

ISOPIucnonb3aoeaHHas npoueaypa (npoueaypbl)

MoaroroBka onepartopa K NnpoBefeHnto
®.1.0. oneoaTtooa
®.1.0. oneoatooa
P.1.0. oneoatooa

npoueaypbl
nootuen NOAroToBKY (gata)
nootuesi NOAroToBKY (aara)
nootuesn NoAroToBKy (aara)

Konn4yectBo oLleHeHHbIX 06pasLIoB
KauectBO Kputepuu npuemkun CooTBeTcTBUE

Banupatowmii  MexaHusM U1 Henpe-HenpBpbLIBHOCTL/LB/IOCTHOCTb 3aKPbITUS NOAAEPKUBA- O fAaOHer

PBIBHOCTE/LIENIOCTHOCTE 3aKpbITUSA nucL 6e3 paspbiBa KNEeBOro coeAnHeHNAI3aKpbITUA
MooBeoeHO
MeTog ucnbiTaHus

CucTema KOHTPONsA BCKPbITUS ICuctema KOHTPONSA BCKPbITUS U MECTO NPOBEePEHO O faOHer
MooaeoeHo
MeTop ucnbiTaHus

LlenocTtHocTb ¢hunbrpalknanaHa HeT NpoKoNoB, pa3pbIBOB, KAHAOB, NOBPEeXAEHNI O Aa O Het
MooaeoeHo
MeTog ucnbiTaHus

LlenocTHOCTb NpoKnagKu KeT noBpexaeHuii O Aa O Her
MooBeoeHo
MeTog ucnbiTaHus
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IAcenTuyecKoe U3B/ie4eHme MOXXHO OTKPbITb 6€3 NOBPEXAEHUA U KOHTaMUHALUN O AaOHer

COAePXXMMOTO
MooaeoeHo

MeToa ucnbitTaHus

ipyroe YkasaTb 0O AaOHer
MooBeoeHO
MeTop, ncnbitaHus

Texo6cnyxuBaHue
ISOP/ucnonbaoBaHHas npoueaypa (npoueaypbl)
YTBepaeHHas aara u Bepcusi
MoparotoBka onepaTtopa K NpoBeAeHNIo NpoLeaypbl
®.1.0. onBoaTtoBa nooiuesn NoAroToBKy (gata)
P.1N.0. oneoarooa nootuen NoAroToBKy (aara)
P.1.0. oneoarooa nootiuesn NOAroToBKY (Aara)
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MpunoxeHue G
(cnpaBouHoe)

JOKyMeHTaumsi atrectauum 3KCnayaTmupyemMoro 060pya0BaHus.
PyKoBOACTBO A/151 MEAULMHCKMX YUpexXaAeHWi

MpumeuaHne — Monb3oBatensm hopM, NPeaIoKeHHbIX B aHHOM NMPU/IOKEHUM, pa3pellaeTcs genarb Konuu
3Tux chopm, npu aTom 3a UCO ocTatoTcA Bce Apyrve npaBa, OTHOCALMECA K 3TOMY AOKYMEHTY B Lie/IOM.

G.1 KOHTpO/bHbI NMUCT aTTecTaLmm 3KcnayaTupyeMoro oopygosaHus (PQ): npouecc cknenBaHus

Temnepatypa, onpeaeneHHas As npolecca CKnensaHus T=

(konua U3 KOHTponbHoOro nucta O0)

[dakTUyeckKas Temneparypa ansa artecraumu akcnayarauum HwxHaa rpaHnuya(LL) BepxHsasa rpaHuua (UL)

(konua U3 KoHTponbHoOro nucta O0) LL: UL:

lonyck Ha OTK/toueHue e rpagycax (CornacHO MHCTPYKLMAM OTK/IOHEeHMWe OT HOpMbI (A)

M3rotToBuUTENA annapara Ansa TepMocKienBaHus) A =

Pe3ynbratbl A1 BEPXHEro N HWKHEro sHayeHus T-A = T+A =

YcnoBus T-AiLL T+ Aslll

ICooTBeTCTBYET YCNOBUAM? O Aa [0 HeTt O ha O HeTt
Kputepun

Mpouecc O Aa [0 Het

YTBEpXAEHbI M WUCMNOMb3YIOTCA WHCTPYK

Lmn

Pa6OTHUKM NpOWN MOATOTOBKY Ha WH-

cTpyKumnax SOP - ha - Her

Mpouecc ctepunusauun CTepunusauus — Ctepunusauusa — ICtepunusaumusa —
UMKNA uukn B unkn C

\JaTa/Bpems cTtepunusauum

MpoTtokon cTtepunusayun npunaraerca? O Aa [0 HeTt O Aa O HeTt O Aa [0 Het

MapameTpbl cknemBaHus

Temneparypa

laBneHue

MpoaoMKUTEeNLHOCTL CKneMBaHMﬂICKOpOCTb

ipyroe (yka3atb)

KonnuectBO oLeHEHHbIX 06pasLoB
O6pasubl cneayeT OLeHUBaTh NOC/e cTepuansauum, pacnpegeneHus n oépawenus {cm. 3.2.3 6)].
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KpuTepuu KauecTBa

KauectBO Kputepuu npuemkun CooTBeTCcTBUE
LilenocTHoCcTb  Kneesoro  coeauHe-Kneesoe coefnHeHNe Lenoe Ha 33fjlaHHOM WnpUHe [ Aa O Her
HUA MooBeoeHO
MeToa ucnbitTaHusA
HeT kaHan10B UM OTKPLITLIX MPOMEXYTKOB Ha coepu- O Aa O Het
HEeHUW. HeT ny3bipei
MooBeoeHoO
MeToa ucnbitTaHuA
LLleNnocTHOCTb YNakoBKu HeT npokonoB u pa3pbIBOB £ Aa O Her
MooBeoeHO
MeToa ucnbiTaHuA
MPOYHOCTL K/1eeBoro coeAnHeHns YaoBneTBopsieT yCTaHOBNEHHbIM KpUTEpUsM [0 Aa O Het
MooBeoeHO
MeToa ucnbiTaHuA
BO3MOXHOCTb  BCKpbITUA  CHATMEMOTKpbIBaeTcs 6e3 paspbiBa MaTepuasia, PpacCroeHus, O fla 0 Her
NOBEPXHOCTHOrO C/Nosi MaTepuana pasgeneHns Nnun pasnoxeHus
IACcenTUYecKoe nsBrieueHue MOXXHO OTKPbITb G€3 NOBPEXAEHUA UNN KOHTaMUHA- D Aa O Her
LMn coaepXumMoro
MooBeoeHO
MeToa ucnbitTaHusA
ipyroe YkasaTb [ Aa QHer
MooBeoeHo
MeToa ucnbiTaHuA
6.2 KOHTpONbHbIW INCT aTTecTauum 3KcnJayaTupyeMoro o6opygoBaHus (PQ): npouecc 06epTbiBaHUA
Kputepuun
Mpouecc 0 Oa 1 Het
Pa3pa6oTaHbl U ucnonblyrrca SOP
PaGOTHMKWN NpoLwwn NOAroToBKY no SOP O Aa [ Her
CTepunusauunsa — Crepunusayna — ICTepunusauus —
Mpouecc ctepunusauumn p u p 4 p u
LUUKNA unkn B uukn C
ara'epemsi ctepunmnsauum
MmeeTcs NpoTOKON cTepunmMsayun? O Aa | 0 Het O Aa O Het O Aa | O Het
KonuuectBO OLeHEHHbIX 06pasLoB
O6pa3ybl cneayeT oueHUBaTb NOc/ie cTepunnsauumn, pacnpegeneHnsa n oépauwenus [cm. 3.2.3. nepeuncneHue 6)].

Kputepuu npuemku

KayectBO

Kputepuu npuemku

CootBeTcTBUE

LlenoCTHOCTb 3aKpbITUSA

MooBeoeHO

HenpepbiBHOE, HET MPOMEXYTKOB B COE€AUHEHUU unn npopbi-1 Aa O Het
BOB. HET KaHa/10B

MeToa ucnbitTaHus
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LLleNnocTHOCTb YNakoBKu HeT npokonos, pa3pbIBOB, pa3pyLlueHuii, NATeH 1 Aa Q Her
MooBeoeHo
MeToa ucnbitTaHus
OKoHYaHuUe mabauybli
KauectBO Kputepuun npuemku CootBeTcTBUE
IAcenTuueckoe nsBneyeHue BO3MOXHOCTb BCKpbITUSI Ge3 noBpexgeHus wunu KoHTamuHa-[] Ja O Her
LU COAEePXKMMOro
MroeeoeHo
MeTopa ucnbiTaHus
ICoopka (cknapbiBaHue M T. MN.)OTKpbITas W coGpaHHasi ynakoBKa COOTBeTCTBYeT fokymeH-/[a O Her
cornacHo AOKYMEHTA/IbHOTanbHO noATBepXAEHHOW npoueAype/MHCTPYKUMM no cGopke|
noATBePXAEHHOM npoueaypelnooseceno
MHCTPYKLMK No c6opke
pyxy P MeTopa ucnbiTaHus
pyroe YkasaTb 0 Aa Q Her
MooseoeHO
MeTopa ucnbiTaHus
6.3 KOHTpOnbHbI NUCT aTTecTauyuu akcnayatupyemoro oéopygosanus (PQ): npouecc ¢ npuMeHeHneM
KOHTeliHepa
Kputepuu
Mpouecc O fa O Hert
YTBepXAeHbl 1 ucnonb3oBaHbl SOP O Aa O Het
PaGOTHMKWN NpoLIN NOAroTOBKY no SOP O Aa O Het
Mpouecc ctepunusauumn CTtepunusauusa — CTepunusayna — ICtepunusauusa —
LUKNA uukn B unkn C
\Mlara/Bpems cTtepunusauun
iMeeTcsi NPOTOKO cTepunusaunmn? O Aa | O Het O Ada O Het O Aa | O Het

KonuuectBO OLeHEHHbIX 06pasLoB
(O6pa3ybl oLeHNBAIOT NOC/Ie CTepunn3auum, pacnpegesneHis n oépaweHus {cm. 3.2.3, nepeuncrieHue B)].

KpuTepuu npuemkm

KauecTtBO KpuTepuu npuemku CooTBeTCcTBUE
Banuparownii  MexaHM3aMm U He-HBNPepbIBHOCTL/LLEENOCTHOCTb 3aKPbITUA NoAAepPXuBa- M fa O Her
NpepbiBHOCTL/LIENIOCTHOCTL inacb 6e3 paspbiBa K/1eeBoro coefMHBHUAI3axpbnus
BaKpbITUA MooseoeHo

MeTopa ucnbiTaHus
LienocTHOCTb chunbTpal/kna-HeT NPoKoIoB, pa3pbiBOB, KAHA/IOB, MOBPEXAEHWNIA. O Oa O Het
naka MNooseoeHo
MeToa ucnbiTaHus
LlennoCcTHOCTb NpoKNagKu HeT noBpexaeHui O AaOHer
MooBeoeHO
MeToa ucnbiTaHus
IAcernmuecxoe U3BieyeHne MOXXHO OTKPbITb 6€3 NOBPEXAEHUA U KOHTaMUHALUN CO- 0 Oa O Het
inepXxmmoro
MooBeoeHoO
MeTop, ucnbiTaHus
KoHTponb (HecaHKLMOHUPO-MexaHN3M KOHTPONA BCKPbITUS Lenblii n ahcheKTUBHBIN? O Oa OHer
BaHHOro) BCKpPbITUS NooseoeHo
MeToa ucnbiTaHus
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pyroe YkasaTb 0 fla O Het

MooBeoeHO
MeTop ucnbiTaHnsa

MpunoxexHue H
(cnpaBouHoe)

Tpe6oBaHMs K UCNO/Ib30BaHMIO YC/I0BUIA Hanbosee XyaLero ciayyas.
PyKOBOACTBO A/151 MPOMBbILLIEHHBIX U MEAVLMHCKUX YUYpexaeHuit

H.1 O6wee npeacTtaBneHne
NCO 11607-1 paccmaTpuBaeT HauxXyAluii cnyyaii B Tpex o6nactaX, U B KaXAOM c/lyyae 3TO O3HA4yaeT 4YTO-TO He-
MHoOro apyroe. YtoGbl NpaBU/IbHO MHTEPNpPeTUPOBaTb U MPUMEHATb pasfesibl, ONUCbIBalOWME HAUXYALNIA cryyaidl, BaXHO
NOHMMaTb UCMNONb3yeMYIO TEPMUHOOIMIO.
A nMeHHo:
- 6apbepHasi cucmema O/1s1 cmepuiu3ayuu — MUHMMa/lbHas ynakoBKa, KoTopasa npegoTepallaer AOCTyn
MUKpO-
opraHvusMoB U NO3BOJISIET OCYLLECTBUTL acenTUYeCcKoe U3BneyeHne MeguLMHCKOro nsaenusa 8 Mecte UCNOMb30BaHUSA;
- 3awjumHasi ynakoska — KOHpurypayms matepuasioB, npegHasHauyeHHbIX ANA 3aWnTbl 6apbepHoii cucTembl
ans
cTepunvsaymMm U ee COAEPXUMOTo OT MNOBPEeXAEeHWs C MOMeHTa COOpkM (YnakoBOUHOW) cuUcTeMbl A0 MecTa
MUCNoNbL30BaHUA
(copepxumoro);
* ynakoso4Hasi cucmemMa — co4yeTaHue 6apbepHoii cMCTeMbI AR CTePUIU3aLUA 1 3alUTHO YNaKkoBKMW.

H J KoHchurypauumsa B Hauxygwem cny4vae. MeguuymHckue nsgenus

B WNCO 11607-1:2006. nopnyHKT 6.1.6, yka3aHO: «EcnvM AnA aHaNOrMUHbIX MEAULMHCKUX Wu3fenuii Ucnosib3oBaHa
OflHa M Ta e ynakoBOoYHas cucTema, crefyeT AOKYMEHTa/lbHO OoopMuUTL 0GOCHOBaHWE A/ YCTAHOB/IEHUA CXOACTBA U
naeHTUMKaLUUM KoHcUrypaumm ynakoBKM NpU HaUXYALWINUX AOMYCTUMbIX YCNOBUAX NMpUMeHeHus. Kak MuHumyMm, cnepyet
Mcnonb3oBaTb KOH(Mrypauuio nNpu Haumxyglumx AONyCTUMbIX YCNOBUSIX, YTOGbl onpegenuTb COOTBETCTBME HacCTOALEMYy
cTaHaapTy».

B npefsenax cemeiicTB MeAULMHCKUX u3genuii (1. e. MeAULMHCLWIX WU3AeNINii, KOTOpble CXOXW, HO He WAEHTUYHbI)
o6LLy0 GapbepHyo CUCTeMy A/ CTEPUIN3ALMM MOXHO MCNONb30BaTh A/ 3aWUTbl LesIoro psiga MeAULMHCKUX U3fennii.
Hauxygwmii gonyctuMmblii BapuaHT onpeAensitoT nyTem uAaeHTUMKauMM MegUuLMHCKOro usgenusa (M3genwii}. Kotopoe cos-
[aeT HauOornbliee HanpsikeHWe ANA YNakoBO4YHOW cucTeMbl. HauxyAawwuii gonyctumblii BapuaHT KOHdurypauun moxet
npeAcTaBnATb COGO HaubGonee rpomosfkoe U TsAXenoe uspenve e OOGbIYHOW rpynne MeAULMHCKUX U3fenuii unu usgenuve
C HauGO/NbLINM YNC/IOM COGOPHLIX 3/IEMEHTOB WM APYrMX OCOGeHHocTell. 3ayacTylo onpefeneHve Hauxyglero AOMNycTu-
MOro BapuaHTa KOHUrypauum MOHATHO. OfHAKO B HEKOTOPbIX C/Ay4yasX MOXeT NoTpeGoBaTbCA MCMbITaHNE HECKO/IbKUX
MeAULMHCKUX u3penuii (Hanpumep, caMoro TSXKENIOro U3fenusA, a TaKkke U3feNIMA C HauGONbLUUM YUC/IOM COOPHbLIX 3ne-
MEHTOB). YTOOblI OoGecrneynuTb MNOJIHYIO NPOBEPKY CUCTEMbl Ha MPOYHOCTb. lMpaBu/bHas XapaKTepucTuka W OLleHKa Hau-
XyALllero AonycTMMOro BapuaHTa KOHdMrypauum obGecnedyvT HafexHyl 3aluty BCceM APYruM MeAULMHCKUM Uu3fenuam
ceMelicTBa CO CTOPOHbI pacCMaTpMBaeMOi yNnakoBOYHO CUCTEMbI.

H.3 Hauxypauwuii gonyctumMblii BapnaHT. BapbepHas cuctema gns ctepunmsaumm

JononHutenbHoe ykasaHue, Kacawlieecsi WCNbITaHUI HauxyAliero AoNycTUMOro BapuaHTa, NpeAcTaB/eHO B
NCO 11607-1:2006. noanyHKT 6.3.4, Ha 3KCMAyaTaUMOHHblE UCMbITAaHUS YNAKOBOYHOW CUCTEMbl: «3JKCMayaTauUOHHble WC-
NbITAaHWA [O/MKHbI NMPOBOAUTL Ha GapbepHoOWl cucteme, NPUMEHAEMOW B HauXyALIMX YCNOBUAX, KOTOpas W3rotoB/ieHa B
3aflaHHbIX NPOU3BOACTBEHHbIX Npegenax (opMUPOBaHUA U CK/IEUMBaHUSA YNaKOBKW W MNocne BO3fAelCTBUA Ha Hee BCex
YCTaHOBJ/IEHHbLIX MpoLEeccoB cTepunusauuu». CyuecTeyeT ABa AOMUHUPYIOLWMX MOAXOAA, KacalolMXCs K/o4YeBbIX BONpo-
COB flaHHOro pasfena.

MepBblii 1 HanbGonee oGWMII NOAXOA 3aK/1lO4YaeTCA B BblGOpe npeaBapuTesibHO CHOPMUPOBAHHBIX GapbepHbIX CU-
cTeM N5 CTepUNM3auun, U3roToBIEHHbIX C UCMOMb30BaHMEM MOMHOCTLIO BaMAMpoBaHHOro npouecca. bapbepHble cu-
cTeMbl AA CTepunusauuu, KoTopble NpousBeAeHbl CepuiiHo, NapTUAMM 8 TUMUYHbIX PaGouux YC/NOBUAX B paMKax OKHa
Ba/infaLum, NCNbITbIBAOT U oueHuBaloT. MyTem BbiGOopa nogxoAsuiero pasmvepa BbIGOPKM U3 HECKO/IbKMX NapTuii (06bIYHO
Tpex) OAMH MOXHO NOATBEPAUTH Ha 3aflaHHOM AOBEPUTE/IbHOM YPOBHE, UTOObl GbiN MpeAcTaB/ieH NONHbIN AMana3oH Xa-
paKkTepuCcTUK YNakoBKM (Hanpumep, NPOYHOCTL K/ieeBOro coefuHenus). CnefosatenbHO, BbIGOPp 06beMa BbIGOPKM U yYucna
oLeHMBaeMbIX MapTuii ABNAETCA BaXHbIM KOMMOHEHTOM [AOKYMeHTa/IbHO ohopM/IeHHOro o60cHoBaHUA. CylyecTByeT MHO-
XeCTBO CTaHAAPTHLIX 06pa3L0B, KOTOPbIE MOMOraloT onpeAesneHnio pasmepa BbIGOPKU.

BTopoii noaxop BkNO4aeT U3rOTOB/iEHME GapbepHbIX CUCTEM ANA CTepunusayum B NMPOM3BOACTBEHHbIX YCNOBUAX
HauXypguero cny4yasl, 06bIYHO 3TO 3KCTpeMasibHble 3HAYeHUs] B OKHe Banngauuu. B HekoTOpbIX cnyyasx G6apbepHble cucte-
Mbl MOTyT W3roTaB/MBATbLCA NPU HaMMeHbluel Temneparype, HaMMeHbLUEeM AaBMeHMN U MUHUMA/IbHON MPOAO/MKNTENIBbHO-
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CTU (CkneuBaHus), AoNycKaeMbiMU Banupauueil, 4To6bl NosyuYnTb GapbepHble CUCTEMbI ANl CTEPUIM3aLMM C KayecTBamu
KNeeBoOro COeAMHEHUs, COOTBETCTBYIOLWMMU HauXyAleMy C/iyyaldo B HWKHel rpaHuue [ONycCTUMOro MHTepBasia. OGbIUHO
napameTpbl, UCMOMb3yeMble ANs ycTaHoBneHus OO. ucCnNonb3yloTcs A/s NPOU3BOACTBa GapbepHbIX CUCTEM ANA CTepu-
NiM3auun. KoTopble HeooXoAuMbl AN OUEHKU 3(h(heKTUBHOCTU YNAKOBOYHOW CUCTEMbl. DTOT MOAXOH MOXET oKasaTbCsl
3aTpaTHbIM, MOCKOJ/IbKY MOTpeGyeTcs MPOM3BeCTU KOHKPEeTHble W OoTAe/ibHble MapTuu u3genuii AnA co3fgaHus GapbepHbIX
cucTem AN ctepunmnsauum a Hauxyawmnx ycnoBmsax Npon3BoACTBa.

N B TOM 1 B gpyroMm noaxofge BbINOSIHEHNE KOHEYHOTO K/1IeeBOr0 COeAVHEeHUA ANs 3akpbiTus {Ha npeaBapuUTesibHO
cthopmupoBaHHOli GapbepHOii cucteMe A/l CTepunv3auum, cucTteMe JIOTOK — KpbilWKa WaM no TexHosioruu copmupoBa-
HUS — HaNOJ/IHEHUA — YKYMNOPKW) NpU KpaiiHMX wWiu 3a npepenamMu KpallHUX YCTaHOBJ/IEHHbIX 3HA4YeHWii napameTpoB Npo-
Lecca cKiienBaHusl, UTo6bl 06ecneynTb NPOU3BOACTBO GapbepHOl cCUCTEMbI A/ CTepunM3auum B HaUXyALWnx AoNYyCTUMbIX
yCcnoBusXx.

Moaxop, npepycMaTpuBaloWuii goctwxkeHne coorBetcTBus MCO 11607-1, GyaeT 3aBuUCeTb OT WU3FOTOBUTENA Meau-
LMHCKOrO M3fennsi, HO B KaXAOM c/iyyae BbIOpaHHbIi Nogxop Heo6xo4uMo noagepxarb NoAxoAsuUM 0GOCHOBaHMEM, KO-
TOpbI/i BK/IIOYAKOT B AOKYMEHT/IbHO OChOPM/IEHHbI NMPOTOKON Bangauuu ynakoBku. BbiGop GyaeT 3aBUCETb OT MOIUTUKMU
KOpNopaTUBHOIO pUcKa 1 3KOHOMUYECKUX NpoGnem.

H.4 Hanxyawwuii gonycTumbiii BapuaHT KOHMrypauum ynakoBku. Mpouecc n3roroBneHnus 6apbepHoii

cucTeMbl A5l cTepuansanum

Hauxypawwuii gonyctumbiii BapvaHT KOHdmrypauum cHoBa o6cyxpaetrca B MCO 11607-22006, noanyHKT 5.1.5: «[Mo-
cne Bangauuu NMpoLeccoB NPou3BOACTBa NpeABapUTeSIbHO OT(POPMOBaHHbIX 6GapbepHbIX CUCTEM U GapbepHO CUCTEMbI
ONA CTepunv3auum HeoGXOAUMO AOKYMEHTa/IbHO O¢opMUTL O0GOCHOBaHWE A/ YCTaHOB/IEHUA Nogo6UA U uaeHTUdUKa-
LM KoHdurypauum B pacyeTe Mo Hauxyguwemy BapuaHTy. Kak MMHMMYM, HEOGXOAMMO MPOBOAUTL Ba/MAauuio KoHdurypa-
UMM B pacyeTe MO HauxyAllemMy BapuaHTy A/11 YCTAHOBJ/IEHWSI COOTBETCTBUSA C HACTOALMM cTaHfgapTom». B atom cnyuae
HauMXyglWwuii AONYCTMMbIN BapyuaHT KOH(Urypauum npuMeHsitoT K npoueccaM nNpousBoAcTBa GapbepHbIX CUCTEM ANs CTepu-
Nu3aumn. a He caMoro MeAuLMHcKoro usgaenus. Mpu Banupgauun NpousBOACTBEHHbIX npoueccoB {npeaBapuTenbHO cdop-
MUpPOBaHHbIE) GapbepHblie CUCTEMbI AIA CTEPUIN3ALUN MOXHO CrpynnupoBaTb B ceMmelicTBa, Hanpumep nakeTbl C 3uUrsa-
roo6pasHoii BbIpaGOTKOW, B KOTOPbIX A/NIA Bepxa M HU3a UCMNOMb3yeTcA OAMHAKOBLI/i MaTepuasl, HO pas/IMYHOro pasmMepa.
Y10o6bl 0GecneunTb 3HAYMMOCTb Baugauuu Afsi BCero ceMeiictBa GapbepHbIX CUCTEM AN CTepunusauuun, HeoGxoaumo
naeHTUMUUpPOBaTb HaMxXygwuii AONMYCTUMbIA BapuaHT KOHdwurypauum cemeiictBa {npegBaputesibHO CCHOPMUPOBAHHbIX)
6apbepHbIX cuctem. Mpu TBpMOCK/eMBaHUM BaXHO pPaccMOTpeTb Kpas n/olwagn KieeBoro coepuHeHusi. Hanpumep, u
6onbluve, U Masble NOWAAN CK/IEMBaHUA Ha nakeTax, GMUCTEpPHbIX ynakoBKax NpeAcTaBnsAloT OAUHAKOBble NMPoGneMbl U
TpeGyIloT OLUeHKU. [NA rBpMoc)OpMOBaHMSA JIOTKOB U KPbILIEK MOXHO PacCMOTPeTb 06Liee KOMMYECTBO KBaApaTHbIX CaHTU-

MeTpoB cknemsaemoii Macchl (T. e. o6liee KONMUECTBO KBaApaTHbIX CAHTUMETPOB Noj, CknevBaloweli NnacTuHoii). Takoii

nogxos MNO3BO/IUT OLUEHUTb B/IMSIHUE HEAOCTATOUHOIO WM M3GbLITOYHOrO NpOK/eneaHus, a Takke pacnpegesneHve aasrie-
HUSA U TeMnepaTypbl.
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CocTaB/ieHvie NpoToKoa Ba/ingaumMm KOHEYHOM YyNakoBOYHOM CUCTEMBI.
PykoBOACTBO 47151 MPOMbILUIEHHbIX NPeAnpUaTHii

MpumeyaHne — Bainpauma KOHEYHOW YNaKOBOYHONW CUCTEMbl, BK/lOYalolleii GapbepHyl0 cuctemy pAnA cre-
punvaaumn U 3alUTHYIO YNakoBKy, BK/lOYaeT pa3paboTKy COOTBETCTBYIOWEro NMpPOTOKo/a Bangauuu, UCNONIHEHME 3TOro
NPOTOKO/NIA U KPUTMYECKOro aHa/n3a pesynbTaToB UCMNbITaHUsA, YTOObI onpegellTb. YAOBNETBOPAIOTCA U NpeabABiseMble
K ynakoBou4Holi cucteme TpeGoBaHus {UICO 11607-1:2006. nyHKTbI 4.3.6.3 u 6.4).

1. 1 NnaHoBble 3afja4M U UCXOAHBbIE AaHHble ANSl Pa3paboTKU NPoToKoNa

Kputuueckum anemeHTOB npouecca Baiujauuu sBAsieTCA AOKYMeHTa/lbHOe ochopmyieHMe nnaHa UChbITaHWiA yna-
KOBOYHOI1 cucTtembl. OGbIYHO 3r0 fAenaeTcs NOCPEACTBOM COCTaB/I€HMA NOAPOGHOro NMPOTOKONa, B KOTOPOM ONUCbIBalOTCA
nocTtaB/ieHHble 3afiauu, AeTasiM KOHCTPYKLUMM YMaKOBOYHOW cucTeMbl, NaH(bl) BbIGOPOYHOrO KOHTPOMS, 3afaHHbI CPOK
roAHOCTU GapbepHOii cUCTEMbl ANA CTEPUAIM3ALUM U YNAKOBOYHOW CUCTEMbI, METOAbI UCMbITAHUS U 0GopyAoBaHue ANs
MX OCYLLECTB/IEHUA, KPUTEPUM NMPUEMKM U Apyras OTHOcAWAACA K Aeny UHdopMauyuA. MPoToKon A0MKeH GbiTb AOCTaTOuY-
HO NOAPOGHbLIM, YTOOGLI BeAyluii UCMbITAHMA WHXEHEP MOT MOHATb, YTO criegyeT AenaTb ANA BbINO/IHEHUA TpeGoBaHWiA
Banmpaumn.

B npoTtokone 6yAyT onucaHbl MeToAbl UCNbITaHWl, Noaxoaswme ANs OLEeHMBAeMOro Tuna YNakoBOYHOW cUCTEMbl,
BK/IlOYas MeToAbl UCMbITAHWUA LEeNOCTHOCTU ynakoBKM (6apbepHoii cucTeMbl AnA cTepunusauum). (JononHutenbHoe 06-
CYyXAEHUe METOAO0B UCTbITAaHUA MOXHO HAliTM B npunoxeHusx A u O.) CneayeT BblGpaTb COOTBETCTBYIOWMIA MeTOA XecT-
KOro BapuaHTa OGpalieHusi U OTrpy3Ku, YTOGblI peasIMCTUYHO MOATBEPAUTL LESIOCTHOCTb YNaKOBOUYHOW cucTeMbl (6apbep-
HOW cuUcCTeMbl Ans CTepuM3auumM) U o6ecneuynTb BbICOKYI0 BEPOATHOCTb TOro, YTO GapbepHasi cuctema Ans cTepunvsauuu
M ynakoBO4YHasi cucTeMa JOCTUTHYT MecTa MPUMMEHEeHUs B MPUTOAHOM A/ UCMO/MIb30BaHUA COCTositHUKU. B npotokone cne-
AyeT yKasaTb TpeGoBaHUA K CPOKY FOAHOCTM YNaKOBAHHOTO MEeAULMHCKOTO M3fenus v metof BepudmkauuyM 3TOro acnekra
NPOEKTUPOBaHMA YNaKOBOYHOW CMCTEeMbl (4OMNONHUTENbHYIO MHGOPMALMIO NO UCMONb30BaHUI0O YCKOPEHHOIO CTapeHus ANns
OLEHMBAHUA CPOKa FrOAHOCTU GapbepHOli CUCTEMbl Afsl CTEepPUNIU3aLMN WU YNAKOBOYHOW CUCTEMbI CM. B NpUNoxeHuun A).
Pa3mMep BbIGOPKU A1 BCEX METOAO0B UCMbLITAHMA AOMKEH GbiTb AOCTATOYHO GOMBbLUMM, YTOGbI 0GECNeUnTb 3HaUYUMBbIN CTa-
TUCTUYECKU/ aHaIU3 U FapaHTMpoOBaTb BbICOKYIO CTeneHb HageXHocTu. Mocne pa3paGoTku MPOTOKona A/ NPOEKTUPOBa-
HUSI U OLIeHWBaHUS YNaKOBO4YHOI cuCTeMbl TpeGyeTcsi yTBEpXAeHMEe BCEX 3aTPOHYTbIX CTOPOH Mepef HayaloM UCMbITaHWI,
KOTOpPOe, KaK BCe acneKTbl NPOTOKoNa, HE0OGXOAUMO 3a,0KYMEHTUPOBATb.

MNpumeuaHme — Pa3pa6oTka GapbepHoii cuCTeMbl ANs CcTepunusauuu siBNsieTcss  GaslaHCOM  UMMetoLerocs
BPEMEHM M PecypcoB, U MOXET OKasaTbCsl, UTO MapaMeTpbl NPOU3BOACTBA YNaKOBaHHOIO MeAULMHCKOro usgenusi 6yayTt
KOPPEKTUPOBATLCA B NPOLECCe MCMO/IHEHUS MPOTOKONA. ONbITHbIE KOMMNaHWM MPUMEHSIIOT TMGKUii nogxoA, HO Bceraa Ao-
KyMEHTUPYIOT BCe U3MEHEHMsI NPOeKTa UK NpoLieoca ¢ apryMeHTMPOBaHHLIM 0G0CHOBaHUEM.

(.2 MoHVMMaHMe NpoeKTUpyeMoii KOHUTypaLun YNakoBOUHO cucTeMbl

BaXHbIM acnekToM Ba/MAauuu NpoeKTa YNnakoBOYHOW CUCTEMbl SIBNSIETCA MOHMMAaHWE Pas/iMUHbIX YPOBHEN ynako-
BbIBaHUSA. KOTOpble MOTYT GbITb UCMNO/Mb30BaHbl. MoHAas yNakoBOYHAasA cMCTEMa MOXET BK/ouaTb GapbepHylo cuctemy Ans
cTepunusauun (Hanpumep, NakeT WM NOTOK), AONOMHUTE/NbHbIE YPOBHW 3allMTHOM YNakoBKW (Hanpumep, KapToH, rotoBas
ynakoBKa), a TaKke OTIpy30uHylo Tapy. [pu ucnbiTaHUM onpefeseHHbIM WHAWKATOPOM MPUEMKM MPoeKTa YNaKOBOYHOM
CUCTEMbI SIBNSIETCA MogfepaHue GapbepHol CUCTeMbl Ans cTepunusauuu (NepBUYHON YNakoBKWU), KOTOpasi OLEHUBAeTCcs,
ucxoAs U3 pe3ynbTaToB UCMbITAaHUA LEe/IOCTHOCTU. Kpome TOro, BTOPUUHbLIM U TPETUYHbLIV YPOBHU ynakoBbiBaHUSA, KOTOPbIe
oGecneunBaloT packniafky, MapKMpoBKY U 3aliMTHble (DYHKLMUW, 3a4acTyl0 MOFYT OLEHMBATbCSl MO OTAE/IbHOCTM MO MPOTO-
KOJTy. MOCKO/IbKY BHOCAT CBOI BKNag B ah(hpeKTUBHOCTb BCEWl YNaKOBOYHOW CUCTEMBI.

Mepepn, NOAroToBKOW MpPOTOKOMAa BaMpauun o6GbIMHO OLEHMBAIOT GMOCOBMECTMMOCTL GapbepHOl cucTeMbl ANA CTe-
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punusauuu. M3rotoBuUTeNlb MEAULUHCKOTO WU3AEeNusi AO/MKEH YUUTbIBaTb /lo6Gble MOTEHUUasIbHble B3auMoAeiicTBUS Me-
AVUUHCKoe u3paenvelynakoeouyHass cuctema (ecnv NPUMEHVUMO) Mepej BOKEHUEM CPeACcTB Ha Banvpauuio GapbepHoi
cUCTeMbI /I CTEPUNN3ALIUMN.

(.3 MpynnupoBKa ynakoBOYHbIX CUCTEM /151 Ba/iMgauuu

Mpu onpepeneHUyn u oLEeHVBAHUWN YNAKOBOYHOW CUCTEMbl HEOGXOAUMO 06AYMAaTh APYrve KOHCTPYKLUM YNaKOBOYHOW
cucteMbl U MeAULIMHCKUX YCTPOICTB, KOTOpble MOryT noTpeGoBaTb Banupauuun. B GOTblUMHCTEE crlyyaeB cxoxue meau-
LMHCKMEe u3penus, obpasytouime cemeiicTBO MeAULUHCKUX U3fennidi, MOXHO BaiuaupoBaTb BMeCTe TaM. e YNakoBO4YHble
MaTtepuasibl, ynakoBoyHoe 0GopyAoBaHue, NPoLecChbl CTEpPUIM3ALUN U APYIUe acfeKkTbl UCNOMb30BaHUA U CpPOKa FoAHOCTU
MeAULMHCKUX u3penuii noxoxu. MoXHO NopeKkoMeHAoBaTb BbIGOpP KOMOWHauuu usaenuelynakoBoyHass cucTema, KoOTo-
pas npepctaB/iseT Hauxygwuii cny4vaid, UToGbl 0oGecneunTb MeHee TpeGoBaTesibHbie BapuaHTbl 6apbepHOii cucTembl AJisi
cTepunv3ayMm U COOTBETCTBYIOLLETO MeAMLMHCKOro usgenus. Bo Bcex Takux cnyvasx MPOTOKON AO/MKEH BKAOYaTb 06O-
CHOBaHWe ANA NpPUMeHsieMOoro noaxopa. MHorga Takke BO3MOXHO NMPUCNOCOOUTHL CyLLECTBYIOLWME YNaKOBOYHblE CUCTEMbI
K MeAULMHCKUM M3AeNUAM, YTOOGbl YMEHbLUUTb C/IOKHOCTU C MPOTOKO/IOM Bajvjauuu UNU 4ToGbl MPOBECTU BauAauuio
Nno cueHapuio HauxyZuwero cry4vasi, KOTOpbIi OXBaTUT MHOXECTBO KOMOMHauuii ynakoBodHas cucTtema/mMeauLVHCKoOe usge-
nve. MeguUMHCKNE U3[ENUA CO CXOXUMMU (pU3NYECKUMU pasMepamu ulunuv KoHdurypauum ynakoBOUHbIX CUCTEM, CXOXUX
C npoweawnuMm BaiMgauuio KOHCTPYKLUUAMM, MOTYT AaTb OCHOBY [J/1i BECXOrO0 OCHOBAHWUS OFPaHW4YMTb KO/MYECTBO MCMbI-
TaHWiA. TpeGylowmxcsa A ycTaHoBeHUsi 3(hheKTUBHOCTY GapbepHOI cUCTEMbI ANl CTepUIn3auum.

1.4 OnpegeneHue pasmepa BbIGOPKU AN BaIUAALMUN KOHEUHOI YNaKOBOYHOI CUCTEMbI

BblOpaHHbIli pasMep BbIGOpKM GyAeT 3aBUCETb OT YMNAKOBOYHOW CUCTeMbl, Mog/exalleii ucnbiTaHuio {Hanpu-
Mep, GapbepHasA cucTema AN CTepunusauum, 3awWuUTHble YNaKOBKW, TPAHCNOPTHasi KOpoOKa), TWnMa peakuunm Ha WcCnbl-
TaHue {KayecTBEHHas XapaKTepucTMKa WM NepemMeHHasl) U BOMPOCOB, CBA3AHHbIX C MPUMEMIEMbIMU YPOBHAMM pPUCKA
(NCO 11607-1:2006, NyHKT 4.3).

a) Ana GapbepHOii cucTeMbl Ans cCTepunusauuu, Kotopas B NEpBYIO ouyepeAb OypeT onpeaenstb nNpuemiemMoctb
BCell YNaKkoBOYHOW CUCTeMbl, UCMbITaHUA crnegyeT BbINOMHATL, UCMOMb3YA pa3mep BbIGOPKM, KOTOPbLI o6Gecneunut nony-
YeHne CTaTUCTUYECKN 3HAYUMbIX JaHHbIX.

6) [Ana kayecTBeHHbIX AaHHbIX {Hanpumep, npoligeHo/He MpolileHO) pasMep AaHHbIX GyAeT 3aBUCETb OT XXenaemo-
ro ypoBHS JOBEpPUA N Xenaemoi HafieXXHOCTN pe3ynbTara.

B) [lnA nepeMeHHbIX AaHHbIX B UCMbITAHUAX, F4e MOydaloT peasibHOe 3HayeHue, € NPOTUBOMO/IOKHOCTL pe3ynbTa-
Ty npoiigeHo/He npoiigeHo TpeGyeTcsi BbIGOpPKa MeHbLUEro pasmepa, YTOObl MOMYYUTb CTATUCTUYECKU 3Ha4YMMOe 3Haue-
Hue. MoaTomMy pekoMeHAyeTcsi TaM. rje BO3MOXHO, NpeBpaTuTb UCMbITAHNA KayeCTBEHHble B UCTLIT3HUA KO/MUYECTBEHHbIE
{Hanpumep, ncnonb3ys LWKany oLEeHOK), UTOObI YMEeHbLWNTbL TPeGyeMmblii pa3Mep BbIGOPKU.

r) TpaHcnopTHas KopoGka, KoTopas GyaeT BMellaTb MHAMBUAYallbHble GapbepHble CUCTEMbl A1 CTepunmnsauumn
NM60 BTOPUYHbIE UM TpeTU'Mble KOPOGKM, MOXET MMeTb HECKOrbKO pa3smepoB BblGOPKW, HauMHas € OfHOro o6pasua,
ecnin B OfHOI TPaHCNOPTHOW KOpPOGKe COAEepPXUTCA [OCTAaTOYHOE KONMUYECTBO GapbepHbIX CUCTeM ANA cTepunusauyuu,
YTOObI BbINONHATL afieKBaTHbIE NapasifieNibHble ONbIThl € UCMbITAHUAX YNAaKOBOYHOI CUCTEMBI.

MpumeyaHne — [NA eAVHUUbI UCNbLITYEMOW KOHcMrypauum, Hanpumep YNakoOBOYHOW CUCTEMbI, copepxaiieid
ABeHaguatb (12) 6apbepHbIX CUCTEM ANA CTepunusauuu, pasMmep BblIGOPKM COCTaBUT He ABeHaguatb (12). a oguH {"o6-
pasew,. a Kaxaaa 6apbepHas cuctema oyaet aBnsaTbea 1/12 uenoro o6pasua.

1.5 OnpegeneHue KpUTEpUEB NPUEMKU

KpUTMueckum KOMMOHEHTOM Banujauuu ABMSETCA OnpeAesieHue, YTO COCTABUT MOJOXUTE/bHbIA pe3ynbrar Baiu-
Aauun. CnepyeT yCTaHOBUTb KPUTEpPUM NMPUEMKM A0 Hayana BaMfauuum U CKOHLLEHTPUPOBATLCA HAa NOCTaBKe MeAULWH-
CKOro u3genvs KOHEYHOMY MO/ib30BaTesllo B HEMOBPEXAEHHOM U CTEPU/IbHOM COCTOSIHUW. [leTalibHble KPUTEPUMN MPUEMKU
MOryT MO3BO/IMTb AONYCK Ha NOBpPEeXAeHne MeAULMHCKOro U3fenus Uan ero ynakoBo4yHol cuctembl. Popma U cogepxaHue
NPUEMOYHbIX KpUTEpPUEB MOTYT MEHATLCA B LUMPOKOM Avana3oHe B 3aBUCMMOCTM OT KOHKPeTHOW cuTyauuu. Metogbl MoryT
MEHATLCA OT MPOCTOro KpuTepusi npoligeHo/He NpoOiiAeHO A0 WCKIIOUUTENIbHO KOFMYBCIBEHHBLIX KPUTEPUEB WU CUCTEM
aHanusa. BHeceHHble B MPOTOKO/ MPUEMOYHbIE KPUTEPUU U TEXHUUECKUE YC/IOBUA Ha YNaKOBOUHYIO CUCTEMY TECHO CBS-
3aHbl. XOTA MPOTOKO/N UccriegyeT Gonblue acnekToB YNaKOBOYHOW CUCTEMbl, YeM OGbLIYHO OTC/IEXMBAlOT B MNpouecce Mo-
BCEeAHEBHOIO NPON3BOACTBA.

1.6 MoprotoBKa 6apbepHOIi cUCTEMbI ANA CTEPUIM3ALUN K UCTIBITAHUAM

BapbepHble cucTeMbl ANA CTepunusauuu, NpeacTaB/ieHHble AN Baiufauun NpoeKkTa YNakoBOUHOW CUCTEMbI, U3-
rotaBIBalOT B COOTBETCTBMM C TUNOBbLIMM PaGounmMu MHCTPyKuusmu (SOP). YnakoBo4Hble CUCTEMbI TPeGylOT cTepunu-
3auuM Cc NOMOLbIO MpolleAllero BaIupauuio npouecca crepunusayuu. CTtepunuvsauuio MOXHO NpeBpaTUTb B8 MNpoLecc,
NPoOXoAsAWmii B HauxyAawux AONYCTUMbIX YC/IOBUSIX, NMOCPEACTBOM BbIMO/IHEHUS HECKONbKUMX LMKI0B cTepunusauyuu. yna-
KOBOYHble CUCTEMbl AO/MKHbI COAEpXaTb pea/ibHOe MeAULMHCKOoe u3fenve wiu ero MMMTauuio, HECTU COOTBETCTBYIOLLYIO
MapkupoBky, a IFU (MHCTpyKUUU MO NPUMEHEHUI0) BKNaAbIBalOT Y)XX€ B KOHEYHYIO0, BbiyCKaeMyl Ha PbIHOK YNaKOBOUHYIO
cuctemy (cm. DIN 58921).

1.7 OnpepgeneHuve ycroBMiA TPaHCNOPTUPOBAHMUA
Ha ocHoBe BBOAHbLIX JaHHbIX MPU MPOEKTMPOBAHUMU, KAacaloWUXcs rMoGanbHOI NOTUCTUKU U pacnpepeneHus, OXu-
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AaeMbIX An15 paccMaTpMBaeMoro MeAuLIMHCKOro usgenus, onpeaensitoT UCMbiTaHWe Ha oGpalleHue M TpaHcnopTuposaHue
(UCO 11607-1:2006. NyHKT 5.5). 3TO UCNbITaHUE MOXHO CMN/IAHMPOBATb C MOMOLLbIO Pa3rMYHbIX CPeACTB:
- peasibHasi OTrpy3Ka (CM. MpuMeyaHue);

. CTaHAapTM30BaHHaA UMUTaLMA B nabopaTopuu:

- naéoparopHble UMUTaLUM Ha OCHOBE U3MEPEHHbIX NO/EBbIX AaHHbIX:

. BO3feiicTBUE OKpyXawlleli cpegbl (KnMmaTnyeckoe BO3felicTBME) B 3aBUCUMOCTU OT paccmarpuBaemMoro
cnyvas.

PykoBoACTBO No BbIGOPY NoAxoAsLLero Merofa UcnbiTaHUA, CBA3aHHOro ¢ Npo6aemaMu pacnpegeneHus.
cM. ASTM D4169. Ains gononHuTenbHoi MHOpMaLum No 3KO/IOFMYEeCKUM Npo6iemam CM. NpunoxeHue A.

MpumevaHne — He pekomeHAyeTCA WCNONb30BaTb peasibHOe TPaHCNOPTUPOBaHWE Kak EAMHCTBEHHbIVI MeTon
OUEHKMW. OObI4YHO He cywiectByeT BO3SMOXHOCTU AOKYMEHTa/IbHO nNoa TBepAuTb, B KAKOM pexume npoucxogusna nepeBO3Ka.
B 60/1e€ EeCTKUX UM MEHee XeCTKUX ycnoBusx.

(.8 OnpegeneHue cpoka rogHOCTU

OfHUM 13 BaXHbIX acneKkroB NPoOToKona Banupauuu SIBAAIOTCA 060CHOBaHME M nMapameTpbl UCMNbITaHUA ANA ycTa-
HOBJ/IEHUSA CpOKa roAHOCTU MeAuuuHcxoro usgenusa (MCO 11607-1:2006. nyHKT 6.4). EcT yka3aHO Ha ynakOBOYHOW cu-
cTeMe MeAWLMHCKOro usfenus. YnpasneHue KOHTpons kavyectBa FDA TpeGyeT [OKYMEHTa/IbHO MNOATBEPXKAEHHOINO CBU-
AeTenbCcTBa. UTOOGbI NoAaAepXarb 3asiBfeHHble AaTbl OKOHYaHWA cpoka rogHocTtu. EBponeiickuii colo3 TpeGyeT yKasblBaTb
AaTbl OKOHYAHUSI CPOKa FOAHOCTM Ha ynaKoBKax BCeX MeAMLMHCKUX usgenuii B cootBeTcTBUM ¢ AupektuBoii EC Directive
93/42/EEC, KoTOpasi NOCTAHOB/SAET, UTO «TPebyeTcsA B COOTBETCTBYIOLWEM MeCTe HaHeCTM MapKUPOBKY C yKasaHueM pAatbl
(roga n mecsLa), 0 KOTOPOIi MOXHO UCMO/b30BaTb MeAULIMHCXO0E u3aenne 6e3onacHo».

Mcnonb3oBaHne YCKOPEHHOTro CTapeHWUs AIA UCMbITaHUA CPOKa FoAHOCTU GapbepHOW cUcTeMbl ANA CTepunusauyumn
06bI4YHO NPUHUMAETCA Kak AeiicTByloulee AN BHeAPEHUS HOBbIX MEAULMHCKUX M3Aenuii npu ycroBUWN, YTO ecTecTBEHHOe
cTapeHue B YC/IOBUAAX 3KCNayaTauun NOATBEpAUT AaHHble, NOJlyvYeHHble Npu YCKOPEeHHOM cTapeHuu. MpOoTOKON YCKOpeH-
HOro cTapeHusi cnepyeT pa3pabaTbiBaTb Ha OCHOBE KOHCEpBaTUBHOW Temnepatypbl. KOTOPYIO BbiGMPAlOT Tak TLaTeslbHO,
4YTOObI MaTepuanbl (Kak MeAULIMHCXOTo U3fenus, Tak U YNakoBOYHOW CUCTEMbI) He OblIM NoBpeXAeHbl B pe3ysbTare JKc-
TpeMa/ibHbIX YC/I0BUii, BbIXOAALWMX 3a FPaHULbl AONYCTMMOro AuanasoHa A/ UCNO/Ib30BaHUA 3TUX MarepuanoB. OGbIYHO
BbIMOTAIOT CEPUI0 UCMbITAaHUIA ANA OLEHUBaHUA LIENIOCTHOCTU ynakoBku (GapbepHOl cucTeMbl ANA CTepunusauuu), oco-
GeHHoOCTell BCKpbITUA (ec/in nMerTCs) U 06LMNX CBOWCTB CaMUX YNaKOBOYHbIX MaTepuasioB.

Ansa o6eyxaeHNs nCNbITaHUA Ha CTaGU/IBHOCTb CM. nNpunoxeHne M. nognyHkT 4.8.2.
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MpumeuaHne — [oNONHUTE/NbHYO UH(hOPMALMI0O MOXHO HATU B HOPMATMBHO-TEXHUUECKOM [AOKYMEHTE
EU-MEDDEYV 2.2/3.Mpunoxexue J
(cnpaBouHoe)

BBo/Hble [laHHbIE NPOEKTMPOBaHMS. KauecTBEHHbIE XapakTEPUCTUKN MEAVNLIMHCKUX N3aenuid.
PyKOBOACTBO /151 NPOMBbILLSIEHHBIX NPeANpUATUI

J.1 BBegeHne

Mpexae 4yeM NPUCTYNUTL K MPOEKTUPOBAHUIO YMAKOBOYHOW CUCTEMbl A/ MEAULMHCKOro u3fenus, nopsiexaliero
(PMHULWHOWI cTepunusauum, BaXHO U3YUYUTb BCe KavyeCTBEHHble XapaKTepUCTUKM MeAMLMHCKOro usgenus u TpeGoBaHMsA K
HeMy, KOTopble MOryT MOB/UATbL HAa NPOEKTMpPOBaHMe YNakoBOYHOW cuctembl (MCO 11607-1:2006. pasgen 6). Haunyuwmii
Cnoco6 BbINOMHUTBL 3TO A/ OTBETCTBEHHbIX 32 NPOEKTUPOBaHNE YNaKOBOYHOW CUMCTEMbI 3aK/1H0HAeTCA B y4acTUM B NOJIHOWA
paspaGoTke NpoAyKTa, HauMHas C caMmoii paHHeii ctaguu. MonyyeHue HeoGxopumoli MHopmauuu, TpeGyemol AnA Ha-
Yana npouecca NPOeKTUPOBaHUA, [O/MKHO ObiTb KpPOCC-(DYHKLUMOHa/IbHOW [eATeNIbHOCTbIO, TpeGyioleid B3aumopeicTBUs
psaAa opraHusauuii. 3T opraHusauuM BKOYaOT (Ha OrpaHUuYMBasCb 3TUM) TeXHUYecKue, NPOu3BOACTBEHHblE, MapKeTUH-
roeble 1 perynupytoLymMe opraHusauumn.

Ha BbiCOKOM ypoBHe BBOfHblEe fAaHHble NMPOEKTUPOBAHUA MOXHO MpeAcTaBUTbL KaK KayeCTBEHHble XapaKTepuCTUKU
NPOAYKLUMN N KOHKPeTHble TpeGoBaHuA B Heli. KauecTBeHHble XapaKTepUCTUKU NPOAYKUUU — 3ITO OObIYHO husnyeckue xa-
PaKTEPUCTUKM MEAULMHCKOro Usfenusi, Kotopoe Heo6Xxo4MMO YynakoBbiBaTb. KOHKpeTHble TpeGoBaHUA K NPOAYKLMU MOX-
HO pa3fennTb Ha HEeCKONIbKO KaTeropuii. T KaTeropum ABNAIOTCA TPeGOBaHMAMM K 3awmTe NpPoAyKuuu, TPeGoBaHMAMMN K
NPoOn3BOACTBY, TPeGOBaHMAMM K MNpoLeccy cTepunusauyuu, TpeGoBaHWAMM K OGpaLleHuIo, XpPaHEHUI0 U pacnpejenieHuio,
TpeGoBaHMAMN K MapKeTUHry, GIOMKEeTHbIMU TpeGoBaHUAMM, TPeGOBaHUAMM NOTpeGUTeNns U TpeGOBaHUAMM periamMmeHToB.
Kaxgana u3 atux kateropuii B3aumocBsi3aHa C APYrMMuy, pasBuBaeTCA NapaifieslbHO LUKy pPasBUTUMA NPOAYKLUMM U urpaet
ponb a onpegeneHMn KOHCTPYKLUU KOHEUHOI YNaKoBOYHOI CUCTEMBI.

Kaxpgaa M3 atux kareropuii 6yaeTr obcyxaeHa B NpunoxeHuu J. 4To6bl oGecneuntb 6a3oBoe PyKOBOACTBO MO cGopy
BBOAHbIX AaHHbIX Nepef MPOeKTUPOBaHWEM YMaKOBOYHOW CUCTEMbl AN MEeAULMHCKUX U3fAenuid, noanexawmx OMHULLHOW
cTepunusauumn.

J.2 XapakTepucTuku npoayKumnmn

MepBblii aTan c6opa BBOAHLIX AaHHbIX MPOEKTUPOBAHUA BK/lOYAeT aHA/IN3 XapaKTepucTUK MeULMHCKOTO M3Aenus.
3710 chusnyeckne xapakTepuCcTUKM MeAULMHCKOro U3fenus, KoTopbie NOMOrYT B NMPUHATUM HEKOTOPbIX OCHOBHbIX peLueHuid,
KacaroLmnxcs Tuna ynakoBo4Hol cuctembl, Tpedytouieiica Ana nomelleHnss MeAULIMHCKOTO Usfenus.

®dusnyeckme xapakTepucTUKn BKOHAIOT (HO 3TUM He OrpaHUYNBaloTCA):

a) Paswmep: Mop pasmepom MeAULMHCKOrO U3fenua crepyet NOHUMATb AJIVHY, WAPUHY, AnamMeTp v npodunb
mepau-

LIMHCKOro U3fennsa U KOMMNJEKTylolue, KOTopble ABMAIOTCA YacTbIo Le/Ioro u3genus.

b) Macca: OnpegensioT o06llyl0 Maccy MeAWLMHCKOTO Mu3fenus W BCeX KOMMIEKTYIOWMUX, NoAexalmx
ynakoBbl-

BaHUIO.

c) LieHTp TskecTu: OnpepensitoT coxpaHseT N MeAULMHCKOe usfenve paBHOBeCcMe WIN CMeLjaeTcsl, 4To
noMoXeT

onpeAennuTb OPUEHTaLMI0 MeAVLIMHCKOro Usfenus B yNnakoBOYHOW cucteme.

d) Mpodmnb: OnpeaensoT Nponnb MEAULIMHCKOro U3[ennusa N Bcex KOMMAEKTYIOLWMX.

e) OcTpble KPOMKU/KOHLbI: OnpeAensitloT Ha/inuMe OCTPbIX KPOMOK W KOHLIOB Ha MEAULMHCKOM u3genun un
KOMMNeK-

TYIOLWMX. KOTOpble MOTYT NOBpeAuTb GapbepHyl cucteMy Ans ctepunusauuu. Takke onpepgensitor, Tpedyerca nm
3awuTa

nonb3oBaTesito AN NULY, KOTopoe OyAeT BCKPbIBAaTb YMaKOBOYHYI CUCTEMY OT OCTPbIX KPOMOK W KOHLIOB Ha
MeAULMHCKOM

n3genun N KOMNIEKTYoLWMX.

f) XapakTepucTuku noBepxHocTu: Onpeaensiior, TpedéyeTca Nu cneyuasbHas 3awmTa NoBepxXHOCTel MeAULMH-
CKOro wusgenusa u Komnaektywwmx. Hanpumep, Oyaer nu 310 MeAULMHCKOe usgenne € MOKPbITUEM WU C
LepoxoBaToii

NoBepxXHOCTbI0, KOTopas nouapanaeT 6apbepHble MaTepuasbl CUCTEMbI A/ CTEPUNN3ALUU, UIN NONIMPOBaHHOE Me-
AVLUMHCKOe u3aenue, KOTOPoe MOXET M3HALUMBATLCSA NoJ, AeiiCTBUEM MaTepuasioB 6apbepHOii CMCTeMbI AN1Si CTEPUU-
3auum.
A) Cpok rogHocTu: BaXHO NOHMMaTb, MMeeT S MeAULMHCKOe u3genue AaTy UCTEUEHUA CpoKa AelicTBuUsi. A Takke
MOXXHO 1 NPOA/IUTL CPOK FOAHOCTU NPU HA/IUUUU JAHHbIX AONOMHUTE/IbHON Banugauuu.
h) CnocoGHOCTb K U3MEHEHMIO KOHdurypauum: Onpeaensiior, MOXHO WM HeT MaHUMNyIUPOBaTb MEAVLIMHCKUM W3-
AenveM. uTo6bl MPUCNOCOGUTL €ro Moj YNakoBOUYHYI cucTeMmy. HeKoTopblie ynakoBOUYHblE CUCTEMbl TPeGylT NOMecTUTb
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BHYTPb MeAULMHCKOe usgenve, cobniofas onpefefieHHylo opueHTauuio. CnocoGHOCTb MeAULMHCKOTO U3Aenust K TpaHc-
¢hopMMPOBaHUIO YACTO AaeT BO3MOXHOCTb YMEHbLIUTL pasMep yNakoBOUHOI CUCTEMBI.

J.3 PykoBoACTBO MO 3aujute MegULMHCKOro usgenus
OpHOI 13 rnaBHbIX (PYHKUMIA YyNaKOBOYHOW CUCTEeMbl ABMSETCA 3awuTa MeAULMHCKOro M3genus Ao MecTa MCNoJib-
30BaHuA. UToG6bl cnpoekTupoBaTb 3(PIEKTUBHYIO U 3KOHOMWUYHYIO YNaKOBOYHYI0 CUCTeMYy AN MeAMLMHCKOro usaenus,
cnepgyeT NPOBECTU OLLEHKY YYBCTBUTE/IbHOCTU MeAMLMHCKOro usfaenvs. YyBCTBUTENIbHOCTb, HapsaAy € Takumu chaktopamu,
KaKk o6paboTka Mpu U3rotoB/IEHUN, CTEpUIM3aLUA U obOpalieHue nNpu pacnpegeneHnn m B MecTe UCNOMb30BaHUA, MOMOryT
onpeAennuTb TpeGoBaHUA X O6Luel 3awmTe MeAULMHCKOTO u3genus B Lenom. NMoHMMaHue 3TUX TpeGoBaHWUII MOMOXeT npu-
HATb pelleHune, Kacatolleecsi Bbioopa maTepuana Ais 6apbepHoii cucteMbl U A1 3aWMTHOW YNakoBKU.
OueHKa TpeGoBaHUA K 3almMTe MeANLIMHCKOTO U3Aenunsa A0/MKHA, KaK MUHUMYM, pACCMOTPEThL criefytollee:
a) YyBCTBUTENLHOCTL K Temnepatype: Onpeaensior, CyLWeCTBYOT /M Kakue-nuGo oOrpaHu4eHuss mno
BO3AENCTBUIO
Ha MeAMLMHCKOe nsgenuve KpaiiHUX TeMnepaTyp paspeLleHHOro gvanasoHa. 3To NOMOXeT onpeAennuTb, NoTpedyeT nu
MeAULMHCKOe u3faenne KOHTPOSIMPYEMbIX OKPYXAloLMX YC/I0BUii Npy pacnpegeneHunu.

b) Bnara/anaxHocTb: Onpeaensior, CYLWeCTBYOT /M Kakue-nu6o OrpaHMYeHUss Mo BO3AEelCTBUIO Ha
MeAULVHCKoe

usgenuve KpaiiHUX 3Ha4YeHU BNaXHOCTH.

c) CeeT: OnpeAensioT, CYLWEeCTBYIOT /N KaKue-m60 orpaHUYeHusi No BO3AeiCTBUIO HA MeAULIMHCKOe usgenve
ynb-

TpadhmoneToBbIx (YP) nyueii v cBeTa BUAUMOI YacTu cnekTpa.

d) Kucnopog: Onpefensior, UyBCTBUTENLHO /M MEAULVHCKOE U3fenue K Kucnopogay.

e) Ypap: OnpegeneHve UHTEHCUBHOCTU COYAAPEHMIiA, KOTOpble MOXET MOMyUUTb MeAguLUHCKoe usgenuve 6es
yna-

KOBKW. MOMOXET ONnpefenuTb CTeneHb 3aluTbl OT YAapoB, KOTOpasi NoTpeGyeTcsi OT yNakOBOUYHOI cucTeMbl. Takke
BaXHO

noHumartb, GyAeT N MeAULMHCKOe W3feNnve OAMHAKOBO BOCMPUUMUMBO K CuUNe YAApoB B onpenefieHHol
opueHTauum.

f) Bu6pauus: OnpeaensoT, UYyBCTBUTENIbHO /M  MeAMUMHCKOe wu3genve K BubGpauyuu. Yacto npwu
NpoeKTMPOBaHUN

YNaKOBOYHOI CUCTEMbI NOMOTaeT 3HaHWe Pe30HAHCHOI YacTOTbl MEAULMHCKOTO M3fenusa. 3TO NOMOXET ONnpeAenuTb
cre-

neHb TpeGyloLleiica 3almThl.

J.4 PyKOBOACTBO MO XPaHeHMUIO, pacnpeaesieHnio 1 o6palleHuio

J.4.1 TpOEeKTUPOBLUUK YMNAKOBOYHOIW CUCTEMbl AO/MKEH MOHMMaTb, Kakue HanpshKeHUs UCMbITbIBAeT YMNaKOBOYHaA
cucTemMa Ha MPOTSHKEHMU CBOEro XXM3HEHHOro uukna. Ciofla BXOAAT Bce (haKTOpbl XpaHeHWs, pacnpepeneHus U oGpaile-
Hus. TpeGoBaHUA K YC/MOBUAM XpaHeHusl, pacrpepesieHusi U o6palleHusi onpeaensioT MaBHbLIM 06pasoM Mo Tuny meam-
LMHCKOTO M3Aenusi, TUMy YnakOBOYHOW cUCTeMbl U Tuny pacnpepesieHus. MonHoe NOHMMaHMe 3TUX (PaKTOPOB MOMOXET
paccMoTpeTb Bce Tpe6oBaHUsSl K HEOGXOAUMOI 3aluTe MEAULUHCKUX U3AENUiA.

J.4.2 OueHka Tpe6GoOBaHMIi K XpaHeHUIO, pacnpeAernieHU0 U 06palleHuIo, AO/MKHA, Kak MUHUMYM, BKMOYaTb criegy-

ouiee:
a) XpaHeHue: MpoBOAAT NOJHYHO OLEHKY YC/IOBUIA XpaHeHus. 3Ta OUeHKa [O0/DKHa BK/YaTb YC/I0BUS
XpaHeHusa Ha
NPOU3BOACTBEHHbIX NMpeAnpuUATUaX, B pacnpeaenutesibHbIX LieHTPax U Yy KOHEUYHOro nosib3oBartenis. KnioueBbiMu
chakTopa-
MU SIBNAIOTCA OrpaHUMYEHUs TMPOCTPAHCTBA, MPOGMEMbl CKMaAMpoOBaHMA WM wWTabenupoBaHUss U Bo3felicTBUE
Temnepary-
pbl/BNaXXHOCTU. YCNOBUA XpPaHEHUs Y KOHEYHbIX NOJib30BaTesieil OLeHUTb C/I0kKHee, B TO e BpeMsi, Kak MUHUMYM,
[OKHO
cyluiecTBoBaTb MOHMMaHWe BCEro pasHooGpasusi YC/NOBUI XpaHEeHWs MEeAULMHCKOTO U3fenus KOHeUHbIM
nonb3oBaTesieM.
Ciofa MOXHO BKrouUTb XpaHeHue B GONbHULE, B PETMOHA/IBHOM LIEHTpe, WU MeAULMHCKUE U3fenus pasBo3AT no
Knu-
HMKaM TOProsble OpraHu3auum.
b) PacnpegeneHueltpaicnoptupoeaHue: [MpoBOAAT OLEHKY YCNoOBuiA pacnpegenenusi. MonHas oueHkKa
pacnpege-

NEeHUs MOXeT OKa3aTbCA TPYAOEMKOW U 3aTpaTHOlW, OfHAaKo HeOGXOAMMO B OCHOBHOM MOHMMaTh (PaKTOpbl,
BKJ/IIOYEHHble

B pacnpegerneHue, YTo6bl CNPOEKTUPOBaTh 3(P(PEKTUBHYIO U 3KOHOMUUHYIO YMAKOBOUYHYIO cuUcTeMy. Onpeaensior
Takue

OCHOBHble (haKTOpbl, Kak CpefcTBa TPaHCMNOPTUPOBAHUA, UCMOMb3yemble ANsi NMEePeBO3KU MeAULMHCKUX usgenuii
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MeXAay:
NpoV3BOACTBEHHbIM NpeANpUATUEM, YAaNIEHHBIM UIN KOHTPAKTHbLIM YUYpeXAeHUeM, BbINOHAOWMM CTepUIM3aLmnio
(ecnu
yyacTByeT); LEHTPOM pacnpegeneHus W notpedutenem. OueHKa pacnpefenieHMs [O/DKHA Takke BK/IOYaTh
pacnpegene-
Hue noTpe6utensim. Cnoco6bl BbINOMHEHUS BCEX NepemelleHuii MeauLMHCKOro U3fenus sIBNSIOTCA KPUTUYECKUMU
BBO-
AHBIMU AaHHBIMMW NPOEKTUPOBAHUS.
c) O6pauieHune: NMPOBOAAT OLIEHKY YC/I0BUii 0GpaLLeHnsi C MeAULMHCKUM usgenuem. 31a oLeHKa BK/loYaeT He-

CKOJ/IbKO (paKTOPOB OT YC/IOBUIA U3rOTOB/EHUS, pacnpeaeneHus U notpedutens. TpeGoBaHuA K 3aluTe MegULMHCKOro
u3genus 3a4yacTylo HenmocpeacTBEHHO CBA3aHbl C TEM. Kak 0GpaLaloTcs ¢ MegULMHCKAM M3genuemM, BPy4HyI0 Unm c
nomo-

b0 MaWWHHbLIX cpeacTB. CpefAcTBa ANA o6GpalleHUs € MeAULUMHCKUM u3fiennem O0GbIYHO onpegenstorcs
KoHdmrypaumeii

€ro ynakoBKu, OT TOro, AB/AETCA /I OHA OTAE/NIbHbIM NPeAMETOM UK efuHMULEl Ha NOAAOHE, U KaK OHa nocTynaeT Ha
MeCTO UCMO/Ib30BaHUA.

J.5 PyKkoBOACTBO MO U3roToB/IEHUIO

J.5.1 MpexAae YemM NPUCTYNUTb K MPOEKTMPOBAHMIO YNAKOBOYHOW CUCTEMbI AJIA MeAULMHCKOro u3genus Heobxopau-
MO U3YyUUTb TEXHOJIOTUYECKME MPOLLeCChl, KOTOPbIM GyAyT nMoABepraTbCsi MeAULMHCKOE U3fenve U ynakoBo4yHas cuctema.
MpoeKTUPOBLWVK AO/MKEH NMOHMMaTb BCe MNpoLecChbl, BOB/NEeYeHHble B (hopMupoBaHuWe, CKlleMBaHWEe M MapKUPOBKY YMako-
BOYHOW CUCTEMbI.

J.5.2 OueHKa Tpe6oBaHuii K M3roToB/IEHUIO [O0/HKHA BK/KOYATb, KAK MUHUMYM, criepyiollee:

a) MecTo: OnpepgensioT, rge MegULMHCKOE usaenuve 6yaet NpousBoAUTLCA U yNakoBbiBaTbCcsA. Cloga MOXeT BXO-
OUTb HECKONIbKO MeCT, ecnu MeAUUUHCKoe usgenne, KOMMOHEHTbl COOPKU Urbl CbipbeBble MaTepuasibl [OMKHbI Nepeme-
WwaTbCcA MeXay npeanpuaTUsSMU nepep (OMHULWHBLIM ynakoBbiBaHMeM. MecTo oLeHMBaloT, UTOGbl onpeAenuTb, CyLWECTBYIOT
nv akTopbl OKpYyXarlleili cpefbl, KOTOpble HEOOXOAVMMO OLIEHUTb A1 OnpegesieHus cpeAy HUX (hakTopoB, OKasblBalo-
WUX B/IUSAHME HA MPUHATME peLleHUii OTHOCUTENIbHO NMPOEKTUPOBaHUA YMaKOBOYHOW cucTteMbl. Takke, eciu OAHO U TO Xe
MeAULUMHCKOoe u3genue njaHuMpyeTcss NPou3BOAUTb B HECKO/IbKMX MecTax, Heo6XxoAumo uaeHTUduuupoBaTb Bce cylie-
CcTBYIOLME pasInumsa Mexay npegnpuaTusimm.

bj OGopypoBaHue: Heo6xoaMmMO NPOBECTM MNOJIHYIO OLEHKY MMEIOWEeroca ynakoBOYHOro 0GOpyAoBaHUs, UYTOGbI

cnpoekTupoBaTb 3((PeKTUBHYIO U 3KOHOMUYHYIO YNAKOBOYHYIO cuUcTeMy. B xofe Takoli OLEeHKU onpeaensitoT BO3MOXHOCTU
ANA NPOEKTUPOBAHUS YNaKOBOYHOW CUCTEMbl, COBMECTUMOI C cyLiecTBYOWMUM oGopyaoBaHueM. Takke uUaeHTUULMpPYIOT
BCe 3a30pbl, KOTOPble HEO6XOA4MMO 3aMNOIHUTL NYTEM NPUOGPETEHUS A,0MOTUTENIBHOIO YNAaKOBOYHOIro 060pyA0BaHUA.

c) Banupauus: KnoueBbiM KOMMNOHEHTOM pa3BUTUSI NPOU3BOACTBEHHbIX MPOLIECCOB A1 GapbepHbIX CUCTEM

ans

cTepunusauum ABASAET Bangauus npouecca. Bpems n ctoMmocts Meponpusituii no Banugauuun ans oopMmmpoBaHus,

CK/lemBaHus U c60pKU 6apbepHOli CUCTEMbI CHauYasla AOMKHbI 06CYXAATbCA B NPOeKTe 6apbepHoii CUCTEMBbI.

d) OGyueHue: [Nsi NPOEKTUPOBaHUA HOBbIX GapbepHbIX CUCTEM criefyeT paccMOTpeTb BPeMsi U CTOUMOCTb

Mepo-

NpuATUiA NO 06y4YeHUI0 oNepaTopoB coGMpaTh YNAKOBOUHYIO CUCTEMY UK YNPABNATL 060pyAO0BaHMEM MO cGOpKe.

J.6 PykoBOACTBO NO NnpoLieccy cTepunansauum

Mpexage uYeM NPOEKTUPOBATbL YMNAKOBOUHYK CUCTEMY, HEOGXOAMMO MOHUMATL MPOLECC CTepUaU3auuuM MeguuUH-
CKOro uspgenusi. 3HaHue Mpouecca CTepuu3auuM MOMOXKET PYKOBOAUTHL K/IIOUEBLIMU pPELIeHUsIMUY, KacalolwuMucs marte-
pUANIOB KOHCTPYKUUM ANs 6apbepHoii cucTeMbl ANs cTepunusauuv. [onofIHUTENbHYIO MHGOPMauuio no TpeGoBaHUAM K
npoueccy CTepuIn3aLmm 1 ccblIkaM MOXHO HaliTU B NpuioXxeHuu B.

J.7 PyKkoBOACTBO MO MapKeTUHry
J.7.1 MpPOEKTUPOBIUNK YNAKOBKN AO/MKEH MOHUMaTb OCHOBHbIE MPUHLMMbI MapKeTUHra MeguLMHCKOro musgenus. ba-
30Bblii N/IaH MapKeTWHra oGecneynT 06GPaGOTKY AAHHbLIX, KacaloWuxcs noTpeGuTeneil, pbIHKOB U MecTa paccmaTpuBae-
MOro usfienusa B oGLLeM M/ieHe Mo MeAULMHCKUM usgenuam. 3Tta uHdopMauusa O6yaeT UCnonb3oBaTbCA ANA NPOABUXEHUSA
psAAa KNoYeBbiX pelueHnii OTHOCUTEIbHO NPOEKTUPOBAaHUSA YNAKOBOYHOW CUCTEMbI.
J.7.2 OueHka Tpe6GoBaHMii K MapKeTUHry MeAULIMHCKOTO U3AeNnuns AO/DKHA, KaK MMHMMYM, BK/lOYaTb criefylouiee:
a) MoTtpe6utenu: MnaH MapKkeTUHra MOXeT AAaTb OCHOBHYIO aHaJ/IMTMYECKYI0 WHchopmauuio o ToM, KTo Gyaet
nonb-
30BaTbCA paccmaTpuBaeMoili YNaKOBOYHOW cucTemoil. PakTopbl, Kacallumecss NoTpeduTens, Kak MCnonb3oBaTb
ynakoBouy-
HYIO CUCTeMY, MOMOTYT MPUHATbL OCHOBHbIE pPeLleHUsi OTHOCUTEIbHO NPOEKTUPOBaHUA YNaKOBOYHOW CUCTEMbI.
b) PbIHKM: MnaH MapKeTUHra onpeAenuT, Ha Kakue pbIHKM MOXHO npegnaraTb paccMarpusaeMoe MeAuLUHCKOe
usgenve U B KOHEYHOM uTore npogasBaTb. 3TO MOXHO MUCMNOMb30BaTh A/IA onpeAesieHUs KOHKPeTHbIX TpeGoBaHUiA
CTpaHbl
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OTHOCUTE/IbHO MaTepuasioB, MapKMpPOBKM W pacnpepefieHnsi, KoTopble MOryT MOBAMATbL Ha NpoeKTUpoBaHue
ynaKkoBO4HOM

cucTtembl.

c) KoHdurypauusa: MMnaH MapkeTMHra MOXeT AUKTOBaTb, KaK YynakoBbiBaTb MefuUMHCKOe wuspaenue:
oTAeNbHbIMMU

eAvHULLaMK, B TPyNnoBoii Tape (MynbTunax) WamM gaxe Kak yacTb HaGopa ¢ ApYrMMU MeAULMHCKAMU U3fenusamu.
O6bI4YHO

MapKeTUHI onpegenser HeOGXOAUMOCTb B 3TUX KOH(Urypauusx Ha OCHOBe npepnonaraeMoro o6bema, sanycka B
npowus-

BOACTBO. cpefHeli NPoAaXHONM LieHbl Ha npeAnonaraeMbiX PbIHKaX U JIOTUCTKU, CBA3aHHOW ¢ pacnpepeneHnemM. Xots
npo-

eKTUPOBIUNK YNMaKOBOYHOW CUCTEMbI WHOrAAa He y4yacTByeT B MNPUHATUMM pelleHWA, OHU SABNAIOTCA K/oYeBbIMU
BBOAHbLIMU

AaHHBIMW A4N151 NPOEKTUPOBaHUA YNAaKOBOYHO CUCTEMbI.

J.8 PykoBoACTBO No GrogxkeTy

J.8.1 O6WwMM (pakTOpoM pA/isi BCeX NMPOEKTOB, KacalTCA /I OHU MPOEKTUPOBaHUsS YMNaKOBOYHOW cucTembl gnsa me-
OVLMHCKUX u3genuid, nognexawmx (PUHULLHOW cTepunvM3auuu, WM HeT. ABNAeTcs GlomkeT. Mpexae yeM NPOEKTUpoBaTb
yNakoBOYHYI0 CUCTEMY ANA MeAULMHCKOro u3aenus, HeoGXoAUMO TMOJIHOE MOHUMaHWe 6laKeTa ANA NPOEKTUPOBaHUA
3TON ynakoBOYHOW cucTembl. MoHMMaHMe GlogKeTa NOMOXET PYKOBOAUTL MPUHATUEM BCEX BaXHbIX peleHWMA Ha Bcex
3Tanax NPoeKTUPOBaHUA yNakoBOYHOW CUCTEMBI.

J.8J OueHka TpeGoBaHUii GlogKeTa [O/MKHA, KaK MMHUMYM, BK/1lO4aTh crieayioulee:

a) Matepuan: OnpegensitoT COOTBETCTBME 3aTpaT Ha BblGpaHHble MaTepuasibl YNaKOBOYHOW CUCTEMbI
MeULMHCXO0-

My usgenuio. JononHUTENbLHO paccMaTpuBaloT 3aTpaTbl Ha HE0GXOAMMbIE YCTAHOBOUYHbIE MaTepuaibl.

b) MpousBoacTBo: OnpeAensloT 3arpatbl, CBA3aHHble CO CGOPKOW YNakoBO4YHOW cuctembl. Cioga BXxogaT
3aTpartbl

Ha MHCTPYMeHTapuii, 06opyaoBaHue, apeHAy NOMeLLeHUs, HaklagHble pacxoabl U onsaty Tpyaa.

C) Lienouka noctaBoK: OnpegensitoT pacxofbl, CBA3aHHbIe C OTCbIJIKOW MeAULMHCKOro u3genus yepes cuctemy
pac-

npepeneHus. Cioga BXoAUT CTOMMOCTb NMEPEBO30K MeXAY NpeanpuaTUsAMU, NepeBO30K B LEHTPbI pacnpegesieHusa un
oT-

npaBKu NOTPeGUTENIO.

J.9 PykoBOoACTBO NO NoTpeoutensm

J.9.1 MpOEeKTUPOBIYMK YNaKOBOYHOI CUCTEMbl AO/MKEH NMOHUMaTb OCHOBHble TpPeGOBaHWSA, Kacaloluecs YnakoBOY-
HOIl cuCTeMbl AN MeAULMHCKUX usfenuii, nognexawmx GuUHUWHOK cTepunusaumm. OCHOBHble TpeGoBaHWA 3ak/ouva-
I0TCA B TOM. 4YTO GapbepHas cuctema A/s CTEPUIN3ALMU KaK YacTb YMaKOBOYHOW CUCTEMbl HyXAaeTcAa B NoApepxke
CTEpPU/ILHOI LeNOCTHOCTU U npefycMaTpuBaeT acenTuyeckoe MW3B/leYeHMEe COAEepPXMMOro e MecTe MUcnosib3oBaHus. Kpo-
Me TOro, oueHKa TpeGoBaHWU/ K NOTPEGUTENI0 MOXET OKa3aTbCA C/IOXKHbLIM NpoueccoM. B To e Bpems, UTOGbl CNPOEKTU-
poBaTb 3(P(heKTUBHYIO YNAKOBOYHYIO CUCTEMY, BaXHO KaK MOXHO /y4ylue MOHUMATb MOTPeGUTENnsA U 3HaTb OKpPYXalolyyto
ero cpepy.

J.9.2 OueHka TpeGoBaHWiT K NOTPEOGUTENIO [O/MKHA BKIOYATb, KAaK MUHUMYM, criefytouiee:

a) MotpeGurers: BaxxHO NOHUMaTb, KTO GyAeT No/1b30BaTbLCA YNaKOBOYHOW CUCTEMO. [N MeAULIMHCKOrO nsaenus.
nognexaiwyero (pMHULLIHOK cTepuAn3aLmun, 3To 3a4acTyo TEXHUK ONepaLoHHO, HO B TO XXe BPeMs 3TO MOTYT ObITb pasHble

paGoTHMKM B pasHbIX 06CTOsATENbCTBaX. MOHMMaHMe MaKCMMa/lbHbIX TpeGoBaHWii K MOTpeGuTesnto MOMOXeT B npouecce
NPUHATUA pelleHnii 0 NPOEeKTUPOBaHUM.

b) OKpyXxawuwasa cpega notpeé6utensa: OnpepensiloT ycnoBusi B MecTe MCNO/b30BaHWUsA, B KOTOpoOM OyaeT
BCKpbl-

BaTbCAl 6GapbepHasaA cuctema pgns cTepunusauymi. AN MeAULMHCKOro u3genus, nogjexawero QuHuLHo
cTepunusayuum,

O6GbIYHO 3TO OMepauvoHHaA wau 6GonbHUUA. YacTo OKpyXawlue YC/IOBUS OKasblBalOTCA CTPECCOBbIMU,
YCKOPSIIOLWMMU

paspylieHne usgenusa, NO3TomMy cnepyeTt NpeanpuHATL onpefesieHHble Mepbl, YTOGbl UCNO/Mb30BaHNe YNaKOBOUYHOW
cucTte-

Mbl He BHOCWJ/10 OMNO/IHUTE/IbHOTO HaNpPsXXeHUsi B aTMocepy NPpMMeHeHUs Usgenus.

c) JlerkocTb BCKpbITUA: BapbepHasi cucteMa A/is cTepunusauum Ao/MKHA /1IerKo BCKpbIBaTbCs, UTOGbI U3BNeYb
Meau-

LUMHCKOEe u3genve, He Hapywasi acenTUku. 3ro OCHOBHOW MPUHLMN YNaKoBbIBaHUSA CTEPU/IBHOTO MeAULMHCKOro
usgenus.

Ecnu 6apbepHyl0 CUCTEMY BCKPbITb C/IOXHO, YBBIbIUMBAETCA PUCK KOHTaMuHauuu. Mpu HapylleHUU CTEePUrbHOCTY
mMeau-
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LMHCKOIo U3genus NPUMEHSTbL TaKoe u3genue He JOMycKaeTcs.

d) NpeHTuUdMKaums MeAULMHCKOrO wusgenus: PaccmaTtpuBaloT Bce Tpe6oBaHMSI K uAeHTUUKaLUu
MeAVULMHCKOro

M3aenusi, KOHKPETHO OTHOCUTENILHO NOTPEGHOCTEe NOTPEBGUTENS UM Te. KOTOpPbLIE NOMOTYT NOTPe6GUTEo B Cpeae 1c-
NnonbL30BaHUs 3TOro usgenusi. [ONONHUTENbLHYI0 WH(OPMAUUI0 M CCbIIKM Ha Tpe6GoBaHusi K ugeHTudukauuu
MeAULMHCKOro

M3genus MOXHO HaiiTK B NnpunoxeHuu N.

J.10 PykoBOACTBO NO pernameHTam
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MpunoxeHune Q
(cnpaBouHoe)

BaxHO NOHMMaTb NYTU perynmpoBaHusA pbIHKOB A1 pacnpeaeneHus MeguLMHCKUX usgenuii. Tpe6oBaHusa paspe-
WweHus OoT perynnmpyrwmx opraHoB 4acTo pas/invyarTCAa B Pa3HbIX permoHax u Moryr noBrbisiTb Ha npouecc NPpUuHATUA
peLLeHUA NpU NPOEKTUPOBaHUN YNAKOBOYHOI cUCTeMbI. JONONHUTENBHYIO UH(hOPMaLUIO NO TPeGOBaHUSIM PerlaMeHTOB U
CCbIIKaM MOXHO HaiiTn B npunoxexnn N.MexaHn3Mbl aHanM3a pycka. PyKOBOLACTBO AJ151 MPOMBbILLIEHHbIX
npeanpusThia
N MEAULMHCKMX YUpeXaeHNT

K.1 MpunoxeHunsa

CyuiecTByeT MHOXECTBO NPU/IOXEHUIA A/1A aHAIM3a PUCKA, KOTOPble MOTYT BK/loYaThb:

K.1.1 Wcnonb3oBaHuelnpunoxeHus/cuctema: 3TOT aHaA/IM3 paccMmaTpuBaeT ynakoBaHHOe MeAULMHCKOe usgenve cC
no3uuun Nosnb3oBaTtesisl, NOo/yYMBLLETO 3TO MeAULIMHCKOe usaenue:

a) NOHMMaHWA TpeGoBaHMii U onaceHuii NonbL3oBaTens:

b) nerkoctTb NpUMeHeHus, T. €. BCKPbITUA'M3BNEYEHUA:

C) NTOHUMAHUA NPUTOXEHUI MEAVLMHCKOTO U3genus v BpeaHbie akTopbl:
d) olIMGOUHBII NOpAAKa MCNOb30BaHUA MEAULIMHCKOTO U3aenus.

K. 1.2 MpoekT: Mpouecc aHanM3a NpoeKTa NMO3BO/SET pa3paboTyMKaM paccuuTaTtb U NpPeaycMOTpPeTb B MeAULUH-
CKOM u3AeNnuM 1 YNakoBOYHOW cUCTeMe KayecTBO U HafeXHOCTb, 3Has NOTEeHUUaslbHble HeAOCTaTKU, KOTOPbIX MNbITaloTCs
n36exarb. MepeueHb NOTEHUMA/IbHbLIX BUAOB OTKa3a CNPOEKTUPOBAHHOW KOHCTPYKLUUN:

a)obpaboTka:

b)crepunuzauusn:

C) pacnpepeneHue;

d) B3aumogeiicTBue niogeii;

€) pacCMOTpEHME YHUKArbHbIX BUAOB OTKa3a:

f) paccmoTpeH/e KOHKPETHbIX 0TKa30B 6apbepHbIX XapaKTepPUCTUK.

K.1.3 Mpouecc: TexHoNornueckuii Npouecc MOXeT BHECTU cepbe3Hblii BKNag B MOTEHUMa/lbHble OTKa3bl Ha MecTe
(ucnonb3oBaHus). AHau3 npouecca uaeHTU(UUUPYET NOTeHUuuasibHble OTKa3bl, KOTOpble HEe0GXO0AVMMO paccMOTpeTb B
npotecce pa3pa6oTku MeaULMHCKOTo usgenus:

a) o6opyaoBaHue (pasHoOGpas3ue yCTaHOBOYHbIX MapamMmeTpoB);
b) maTepuanbl (M13MeHUMBOCTb OT NapTUX K NapTum);

C) oKpyatouias cpega (M3MeHUMBOCTb OT MecTa K MecTy);

d) nepcoHan (kBanudmcayus/onsbir).

K.2 MexaHu3Mbl aHanus3a pucka

K.2.1 AHanu3 BugoB u nocnegctBuii otkasoB (FMEA): 3ta meTtogonoruss nomoraer paHXupoBaTb BO3MOXHble OTKa-
3bl. KOTOpble MOFYT NOTpeGoBaTb AOMO/IHUTE/IbHOrO BHMMaHWA Unu Gonee rny6okoro aHanusa. AHanus FMEA oGecneuu-
BaeT YNOpPsiJOMEHHbI aHa/IN3 KOHKPETHOW (DYHKUMKM Ansa uaeHTudmkauum n knaccudmkauymm no cepbe3HOCTU M3BECTHbIX
W NOTeHUMaNbHbIX BaA0B OTKasa A0 TOro, Kak OHu cnydarcs. TunmyHble warun FMEA Bkntovalor:

a) naeHTUUKaLMI0 BaXXHbIX DYHKLMOHA/IbHbIX 3TaMoB, T. €. npoLecca:

b) nepeBoa xapakTepucTuk B chopMaTt NoTeHLmanbHbIX BUAOB OTKa3a;

C) MAEHTUMKaLMIO NOTEHLMA/TbHBIX NOCNEACTBUI U NPUUNH B3aMOCBS3aHHOIO (BTOPUYHOIO) OTKasa;
d) onpepeneHne TeKyLero KOHTPONA:

€) NpMcBOEHNe KaTeropmm XXecTKOCTU, YacTOTbl NOSAB/IEHUSA U BbISABNIEHUA:

f) pacuet RPN (kateropus npuoputeta ypoBHSA pUCKa);

A) cuctematusaumio RPN (chopmart MapeTo) U onpepenieHne peKoMeHAYeMOoro AeiicTBus;

h)peructpauyuio npeanpuHATOro AelicTeusa u onpeaeneHne pesynstupytowieii RPN:
i) nocnepytoLLyo AeATENbHOCTD.

K.2.2 AHanu3z metogom pepeBa oTka3oB (FTA): AHanus FTA sBnsetcs [eAyKTUBHbIM, <HUCXOAALMM» MOAXOAOM K
aHanM3y BuAoOB OTKa3oB. OH oGecneunBaeT JIOTMUECKUII CTPYKTYPUPOBaHHBIN MpoLecc, KOTOpbii MoxeT uaeHTuduumpo-
BaTb OTKa3 U ero NocneAcTBUA 40 TOro, Kak OH peasibHO Npou3soligeT. TunuuHble atanbl FTA BKovaloT:

a) nepeyeHb BO3MOXHbIX ONACHOCTEiA;

b) onpegenexne oTkazoB NN KOMGMHaLMK OTKA30B, YTO NPUBEAET K UMEHOBAHHbLIM ONMACHOCTAM:

C) NOAroToBKY AuarpaMmMbl fiepeBa OTKa3oB;

d)ucnonb3oBaHne AepeBa OTXal0B A1 NpepbiBaHUA MPOEKTUPOBaHWUA WM UCK/IIOYEHUA U3 NpoeKTa Henpuemse-
MbIX MocneacTBUiA.

K.2.3 AHanus puckoB u ornpeaeneHne KPUTUUYECKUX KOHTponbHbIX Touek (HACCP = XACCIH): XACCI sBnsetcs

cucTteMaTMyeckum nogxoAom K ngeHTudunkaLmm, oLleHMBaHMIO N KOHTPOJII0 puckoB. Tunuywe atanbl XACCI BKoyaloT:
a) nposefieHne aHasin3a cTeneHn pucKoB:
b) onpepeneHne KPUTUUECKNX KOHTPO/IbHBLIX TOoUueK (CCP):
C) ycTaHOB/IEHNE KPUTUYECKUX NpeAenos;
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d) pa3pa6oTKy npoueayp MOHUTOPUHTA;
€) ycCTaHOBJ/IeHUE KOPPEKTUPYIOLWNX AeNCTBUIA;
f)pa3pa6oTKy npouenyp sBepudumkauum:
B) paspaboTKy npoueayp XpaHeHUs 3anucei u JOKyMeHTauuu.
O6cyxaeHne nnaHoB BbIGOPOYHOTO KOHTPOsIA. PYKOBOACTBO 4151 MEANLMHCKUX YUPEXAEHWIA

NCO 11607-1:2006 n NCO 11607-2:2006 ycTaHaBNMBAlOT B NyHKTe 4.2;

MnaHbl BbIGOPOYHOTO KOHTPOJIS,, UCNO/Ib3yeMble AN BblGoOpa U UCNbITaHUI YNAKOBOYHbLIX CUCTEM. AO/MKHbl ObITb
NPUMEHNMbI K OLEeHUBAeMbIM YNakoBOYHbLIM cuctemaMm. MnaHbl BbIGOPOUHOIO KOHTPOJ/IA AO/MKHbI ObiTb OCHOBaHbl Ha CTa-
TUCTUYECKM 3HAYMMOM 0GOCHOBaHUN.

MpumeuaHne — TMpumepbl NOAXOAALWMX MNJIAHOB BbIGOPOYHOIO KOHTpPO/AA npuBegeHbl B WNCO 2859-1 unu
NCO 186. B otAeNnbHbIX CTPaHaX U permoHax MOryT GbiTb YCTAHOBJIEHbI NJ1aHbl 4ONOMHUTE/IbHOTO BbIGOPOYHOIO KOHTPOIA.

B MeguLMHCKNX y4ypexaeHUsX MOCTOAHHO BO3HUKaKOT BOMPOCHl, CBA3aHHble C TPeGOBAHUAMM CTAaTUCTUYECKU 3Ha-
YMMOrO M/iaHa BbIGOPOYHOrO KOHTPOJIA: UTO 3TO O3HA4YaeT U KaKk 3TO 060CHOBaTb? B npunoxeHun L gaetca pykoBOACTBO,
KaK OTBETUTb Ha 3TU BOMPOCbI B OTHOLUEHUM GapbepHbIX CUCTEM OAHOKPATHOINO U MHOroKpaTHoro npumeHeHus. Ecnu Balue
MeAULMHCKOe YyupeXaeHue He MMeeT HaKOM/eHHOro onbiTa NO cTaTucTMce, paboyasa rpynna, paspa6aTbiBaiowjas 3TOT
AOKYMEHT, npeasiokuna 6bl 06paTUTLCA 3a MNOMOLLbIO K CNeuuasIncTy no craructuke. Kpome Toro, sHaUMrBrbHblii 06bLemM
mHdopMauumn nmeetrca B MHTepHeTe, ANA NMOUCKA MO K/OYEBbIM C/O0BaM «MiaHbl BbIGOPOYHOro KOHTPOMSA» UNU «pasmep
BblIGOpKM». CyluecTByeT cemMb MNporpaMm Ha BeG-ysne, MO KOTOPbIM MOXHO paccumTatb 06beM BbIGOPKM Nocre BBOAA
Tpebyioueiica nHpopmauun.

Llenb nnaHa BbIGOPOYHOrO KOHTPO/A 3ak/oyaeTcsi B oGecneyeHUU YBEpPeHHOCTU, YTO MnpeaBapuTenbHO onpege-
NeHHble KpUTepun MPUEMKU YAOB/ETBOPAIOTCA He TOMbKO B o6GpasuaxX, HO U BCEMU MHOXecTBaMu WM NapTUAMK, Npo-
M3BeAEeHHbIMM MO 3TOW TexHosnorun. OAHUM M3 CMOCOGOB ABNAETCA UCMbITAHWE KaXKAOrO 4YsieHa MHOXecTBa WAW napTuw.
Hanpumep, ecnu Bbl CTepUINM30Ba/In 3arpysKy, Bkaovatoulyto 50 meguLMHCKUX M3aenuii B o6epTke, TO KOHTPO/Ib BCeX yna-
KOBOK fIB/IIETCSI CTATUCTUYECKU OGLie3Ha4YMMbliM O0GOCHOBaHueM. [pyroii cnoco6 3ak/ioyaeTcsi B OoTGope (418 KOHTpons)
MEHbLUEro yncna ynakosok. OfiHaKo ecnu Bbl pelnnun NpoBepuTb TOSILKO OAHO ynakoBaHHOe u3fenue, 3ro Aact HepocTa-
TOYHO MHdOpPMaLMKN, YTOObI 0GecneynTb COOTBETCTBUE OCTa/IbHOW YacTU 3arpy3xu. AHaJIOTMYHO, €C/IM OAHO ynaKoBaHHOe
usgenve, KOTOpoe NPoOBepU/IN, OKasaslocb HenmpueMneMbiM, TO Haflo OyAeT nepeAenbiBaTb BCIO 3arpysky?

FapaHTMpPOBaHHbI YpOBeHb CTepunibHOCTM (SAL) siBnsieTcA pesynbTaTom cTepunuMsauum U oGbIMHO Npegnonaraet
onpegeneHHyl0 cTeneHb fAesakTUBauUuM MUKPOOOB, MPOU3BEAEHHYI0 3B CYeT Mpolecca crepunusayuu, UCNonb3yiollero
HarpeBaHue, XUMU4YecKue BellecTBa, OG/y4eHWe WM couyeTaHue 3ITUX cpeacTB. SAL He nogpasymeBaeT NpPUMEHEHUs
APYrux acrnekroB 6e30NMacHOCTU, KaK YpOBEHb [e3aKTuBauuMu B Xofe Mnpolecca cTepunvsauuu, onucaHvsi ypoBHA 6es-
OnacHOCTU A1 COXpaHeHusi CTepusIbHOCTU nocne crtepunusauun. Ha noapepxaHue crtepunbHocTM Bnusiet cama CBC.
HO rnaBHbIM O6GpasoM MpaKTMKyeMble MpoueAypbl OGpalleHUss U XpaHeHUss B MeAULIMHCKOM yupexaeHuu. Moatomy mepgu-
LMHCKOMY yUpeXAeHUI0 NoTpedyeTca onpeaennutb 3TU Npoueaypbl U CNocob v YpoBeHb 6e30nacHOCTU As Bepudukaumnn.

CylwecTtByeT psAf, (haKTOpoB, KOTOpble creAyeT yyecTb Npu pa3paGoTKe M/IaHOB BbIGOPOYHOrO KOHTPONSA C LeNnbio
onpepeneHNsi COOTBETCTBUA BCEro MHOXeCTBa UK BCeli NapTuM ynakoBOK NpeABapuTe/ibHO onpesesieHHbIM KpuTepusm.

- Yucno ynakoBoK a COBOKYNHOCTU unu naptuu. Ecnu Bawe yupexaeHne nveeT ynakoBaHHbIi NPOAYKT U Bbl
npo-

mssogute TONbko 1 WT. B Mecsl, €4UHCTBEHHbIM OOLLEe3Ha4YMMbIM MJIAHOM BbIGOPOYHOIO KOHTPO/A ABNAETCA
ucnbiTaHue

KaXA0W ynakoBku. B TO e BpeMs ecnv yupexzjeHue NPou3BOAUT YyNaKoBaHHbIW NPOAYKT, & COBOKYMHOCTb Wrbl
naptus

coctaBnsieT 1000 wT. B MecsLl, TO GyAeT HEAKOHOMHO UCMbITbIBATbL KaXAYI0 M3 HUX. MO3TOMY pa3paGoTaHHbIi nnaH
Bbl-

GOPOYHOr0 KOHTPOJIA YMEHbLUAET PacxXofbl 3a CHeT UCMbITAHNA TONIbKO YacTU COBOKYMHOCTU WU NapTUM.

- Cnoco6 npou3BoACTBA NapTUM U eB onpeesneHue.

MpumeuaHne 1 — WCO 2859-1 B nepByl ouyepeAb UCNOMb3YKOT ANA  HENpepbiBHOW cepuu  napTuii
(cm. NCO 2859-1. nyHKT 1.2). B 60nbHMLIAX, Kak NpaBu1o, He NPOU3BOAAT HENPEPbBHOI cepun NAEHTUYHbIX YNaKOBOK.

MpumeuyaHve 2 — BoONbHULUbLI MOTYT paccMmarpuBatb (DOPMUMpPOBaHME, CK/IEMBaHME U CTEPUIM3aLUI0  CXO-
XUX KOHUenuuii ynakoBku (Hanpumep, MaKeTOB) Kak cepuiiHoe NMPOU3BOACTBO, HECMOTPA Ha TO UTO pa3Mepbl U 3arpysku
OT/INYAIOTCA.

CnepoBartesibHO, NapTUA MOXET paccMaTpuBaTbCH KaK Urcrio npovusBefeHHbIX YNakoBOK B Nnpegerniax onpegesieHHO-
ro BpeMeHHOro uHTepBasia (T. €. B ;eHb Ha Ye/I0BeKa, Ha YNaKOBOUHbIA CTONM U T. 4.)
- Tun paHHbIX, KOTOPble NMPOM3BOAUT Ball MeTOA UCNbITaHUU. [laHHble MOryT GbiTb HENpepbIBHbIMU (YNCNO:
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Hanpu-
Mep. NPOYHOCTL K/IEeBOTO COEAVHEHUS) WU AUCKPETHbIMU (NpoligBHO/HE nNpoiiAeHO: HanpuMep, BU3yaslbHbIi
KOHTPOJIb)
M TpeGyloT pasHbIX CTATUCTUYECKUX METOAO0MOrMMii U NNaHoB BbIGOPOYHOro KOHTpons. Hanpumep. ANSI/ASQ Z1.9
paccma-

TpuBaeT nepemMeHHble (HenpepbiBHbIE) AaHHble, a ANSI/ASQ Z1.4 — guckpeTHble (KaueCTBEHHbIE) AaHHbIe.

MN3MeHunBOCTb (CTaHAApPTHOE OTK/IOHEHME), KOTOpYH NpPOU3BOAUT MeTO[ UChnbiTaHus. Yem Bbllle M3MEHYUBOCTb,
Tem Gosblue 06pasLoB Hafo UchbITaTb. ATO oAHA M3 NMPUUUH, NO KOTOpOl paGouas rpynna, paspabatbiBaloljas AaHHbI
[OKYMEHT, peKoMeHAyeT UCnosib3oBaTb MeTOAbl UCNbITaHUii C 3afABMEHUAMU O NPELU3NOHHOCTM U CUCTEMATUYEecKoW mno-
rpewHoctu (P&B). KOTOpble AEMOHCTPMPYIOT U3MEHUYMBOCTb MeTofa MCMbITaHUA.» YpOBeHb pUCKa, NpUeM/ieMblii B Ballem
yupexaeHuun. CyujectByeT nsa TMna pUCKOB, CBA3aHHbIX c no6bIM nna-
HOM BbIGOPOYHOIO KOHTPOnA. OAWH PUCK 3ak/oyaeTcsi B NMpPUMeMKe COBOKYMHOCTU WAW NapTun, Aaxe ec/im HEeCKOJIbKO
ynakoBOK (paKTU4eCKU He COOTBETCTBYHOT KPpUTEPUAM MNpuemMKu. 3TO HasbiBAeTCs «PUCKOM notpe6urtens», unu 0. Bropoii
pucK 3akntoyaeTcs B GpakoBKe Bceli COBOKYNMHOCTM WM NapTUM YNaKOBOK, AaXe eCnu 3ro MpoucxoAuT He B pesysibrarte
HecTaHAApPTHOro Aediekra. ATO Ha3biBaeTCA «PUCKOM NPOU3BOAUTENS», UNU «.

- Pacxopbl, cBfi3aHHble C M/IAaHOM BbIGOPOYHOrO KOHTPO/SA, 3aBMCAT OT M/aHa M OT ucnbiTaHuii. Ecnu pacxogbl
C/IMLWKOM BbICOKU, pasmep BbIGOPKM MOXHO YMEHbLUUTb, NPU 3TOM BaXKHO OCO3HaBaTb, YTO YPOBEHb PUCKa YBENTUYUTCA.

Kak ykasaHo Bbliwe, thakTopoM, yBe/nMuMBalowWmUm Tpedyowuiica pasmep BbIGOPKU, ABNAETCA U3MEHYNBOCTb METO-
Aa UCTbITaHUA, MO3TOMY B@XHO MPEANPUHATL Mepbl M0 CBEAEHUI0 K MUHUMYMY M3MeHUMBOCTU. OAUH U3 KpuTepueB ycnexa
3aKnioyaeTcs B yCTaHOBNEHUMN AeTallbHbIX, YeTXO onpeferieHHbIX KpuTepues NPUeMKN 1 METOA4,010TUN.

TpebyeTcs, UTOGblI ANA KaXAOlM MCNbITyeMOl KauyeCTBEHHOW XapaKTepUCTUKM CYLLeCTBOBa/IM UYeTKue Kputepuu npu-
eMku. BusyanbHbili KOHTPONb GapbepHbIX CUCTEM A/ CTepUNn3aLumn MCnonb3oBaTb /lerko. C ero NoMoLLbl0 MOXHO Npo-
CTO y6eAuTbCA, YTO YNaKoBKa Liena.

McnbiTaHne Ha MPOYHOCTbL K/1€eeBOro coefiuHeHUsa chopMUPOBAHHLIX B BalleM Y4YpeXx[eHUM NakeToB WUAN PY/IOHOB
TpeOyeT yCTaHOB/IEHUS] BEPXHEro U HWKHEro npegenibHbIX 3HA4YeHWi. ECnM MPoOYHOCTb KNeeBOro COefVHEHUs! CIINLLKOM
HU3KasA, LIe/IOCTHOCTb MOXeT HapyluTbcsA. ECnM NpoyYyHOCTb CAMUILKOM BbICOKasi, TO NPU BCKPbITUM MOXET MPOU3OWTU pas-
pbIB BO/IOKOH MMW paccrioeHve mMarepuanos. HacTto 3a MUHMMasibHOE 3HAa4YeHWe NMPOYHOCTU K/1eeBOro coefiuHeHus GepyT
3HayeHue, yCTaHOBMEHHOE B KpUTepusax rpmemMkKu. a TeCT Ha BCXPb/Me BPY4YHYIO AEeMOHCTPUpPYyeT BO3MOXHOCTbL acenTu-
YeCcKOro WU3B/IEYEHUs] COAEPXMMOro, U pe3ynbTaT ero UCMNosb3yeTcs Kak BepxHWii npepen. limeeTca HecKoNbKo cnoco6GoBs
[OCTUXEHUA NPOYHOCTU K/1EEeBOro COeAMHEHUs, U BaXHO PelunTb, KakKuM MeTofoM 3TO cAenaTtb, U NpuaepXxusarbcs 3TOro
MeToga. MsmepeHue NPOYHOCTU K/E€EBOro COeAWHEHUS C UCMOJIb30BaHWEM TpexX pasHbIX MeTOAO0B MO3MLMOHUPOBaHUA 06-
pasua B ucnbiTaTe/IbHOM YCTPOWCTBE MaXeT faTb O4YeHb pasHble pesynbTartbl. Takke BaXHO YyCTaHOBUTb MecTa A/ Onpo-
6oBaHuA. MocTaBLWMK NaKeToB, PY/IOHOB U 06GOpPYAOBaHUA A/11 CK/eNBaHUA MOXEeT npeaocTaBuTb MHdoOpMaumio, Kotopas
NOMOXET YUpPEeXAEHUI0 YCTaHOBUTb NpefesibHble 3Ha4YeHus.

Mpu npoBeaeHnn OQ u PO nnaH BbIGOPOUYHOro KOHTPONs 6yAeT oTAinyaTbCcA OT NOBCeAHEBHOTO NjaHa ANA ynako-

BOK. BbINOJ/IHEHHbIX B YUpeXAeHUW. TN 3Tanbl NpegHa3HauyeHbl A/151 yCTaHOBIEHUS1 BO3MOXHOCTEel UCnosib3yeMoro npo-
Lecca ynakoBbiBaTb usgenve, a Als JOCTUXEHUs1 3TOro nNoTpedyeTcsi 6onblue faHHbIX. Pe3ynbratbl OQ U PQ MOXHO
MCNO/b30BaTh A1 YCTAHOB/EHUS U OLLEHKU U3MEHUYMBOCTU. TO MOXHO UCMO/bL30BaTh AJ1A NOATOTOBKUA NOBCEAHEBHbIX
nnaHoB BbIGOPOUHOro KOHTpons (106]
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McnbiTaHne Ha ctabunbHocTb (MCO 11607*1:2006, NYHKT 6.4).
PyKoBOACTBO A/151 MPOMBbILLNIEHHBIX NPEANPUATIUIA

M.1 YnakoBouHasA cMmeTe*,a C 3TMKETKOW WM MapKUPOBKOW, Ha KOTOPOIi yKasaHa fgara OKOHYAHWUS CPoOKa FOfHO-
CTU MPOAYKTa, AO/MKHA MMETb [aHHble O CTaGU/IbHOCTH, KOTOPble AEMOHCTPUPYIOT, YTO K/leeBble COefuHEeHUs GapbepHoii
cucteMbl AN CTepuan3auuMm U Matepuasibl OCTalOTCA AOCTATOYHO CTAOW/IbHbIMM, YTOObI NOAAEPXMBATb LE/IOCTHOCTb B
TeyeHue yCTaHOB/IEHHOTO BpeMeHu. MPOYHOCTb KneeBbiX COEAUHEHUIA MOXHO OLEeHUTb C MOMOLLbI0 WUCMbITAHUA Ha pac-
TSOKEHMe WM Ha paspbiB U Ha otcnauBaHue. Matepuanbl GapbepHbIX CUCTEM ANA CTEPUNM3aLMM MOXHO MUCMbITaTb Ha
Takue OCHOBHble CBOMWCTBA, KaK Npojes NPOYHOCTU NPU pacTsXXeHUW, yanuHeHue, NMPOKOS U CONPOTMB/IEHWE pa3fupaHuio,
6apbepHble cBolicTBa U ap. (cm. 4.3).

M.2 Tpe6oBaHue NCO 11607-1 3akno4aeTcss B TOM. UTO UCNbITaHME Ha CTaGUNILHOCTb [O/MKHO BbIMOMHATLCA Ha
OCHOBe CTapeHus B pea/ibHOM BpemeHW. [laHHble O CTaGW/IbHOCTU HA OCHOBE YCKOPEHHOTO CTapeHusi OGbIYHO WCMOfb-
3yIOTCA. NMOKa He nony4at pesynbraTbl NPU ecTeCTBEHHOM cTtapeHuu. Mpu noarotoBke o6pasLoB GapbepHbIX cUCTeM AN
MUCNbITAHUA HA CTaGWUNbLHOCTbL HEOOXOAMMO OLEHUTb TaKoe >Xe 4YMCNOo Oo6pasLoB, Kak ANA UCMbITAHUA NPU YCKOPEHHOM
CTapeHuu, KOTopble CTEPUIM3YIOT U MOMELLAIOT Ha XpaHeHWe ANA CTapeHusl B eCTECTBEHHbIX YcnoBusx. CoctapeHHble 06-
pasubl 4acTO UCMNbITLIBAIOT Yepe3 MHTepBasibl, 60/ee KOPOTKMe, YeM XOHeyHas fAara. yKasaHHass Ha 3TUKeTKe GapbepHoii
cucTeMbl ANns CTepuaM3alui, 0COGEHHO NPU OLLEHUBAHUN HOBbIX MaTepuasioB, KOTAA AaHHbIX O CTaGU/IbHOCTM He MMeeTcs
VN OHU OrpaHUYEHbI.

M.3 B crtaHgapte ASTM F1980 pgaetcs LeHHOe PYKOBOACTBO, KacalolieecA pa3paboTKu YC/0BUIA YCKOPEHHOro cTta-
peHuA. N o6CYXAaeTCs BaXHOCTb BblGOpa Temnepatyp ANl CTapeHus, KOTopble He npeBbilalT npeAesnos, YCTaHOBMEH-
HbIX ANS MaTepuanoB G6apbepHbIX CUCTEM ANA CTepUrbI3auun. B fOKyMeHTe Takke oOCyXaaloTca pasfeneHve usyyeHus
CTaGUIbHOCTM U UCNbITaHU 3hHEKTUBHOCTU YNaKOBOYHON CUCTEMbl U AasibHeliluve MYHKTbl, UICXOAA U3 Toro cpakra, 4To
HeT HeoGXOAMMOCTM BK/IlOYaTb MeAMLMHCKUE usfenus B 06pasLibl 6apbepHbIX CUCTEM AN UCMbITAHMA HA CTaGU/IbHOCTb.

M.4 TOHATHO, YTO fAaHHble ANA KpUTepueB KNPoiifeHO/HB NPOMAEHO» MOXHO MOMYYUTb B UCTbLITAHUAX HA YCKOPEH-
HOe cTapeHue uUnu ctapeHue B peasibHOM BpeMeHU. B To e Bpemsa TemmnepaTypbl YCKOPEHHOro cTapeHusi MOryT co3farb
ANA MaTepuana u 6apbepHoOil cucTeMbl ANA CTepunu3auuu KpaiiHe CNOXHble YC/OBUSA, KOTOpPble He MOFyT BO3HMKaTb B
peaslbHOM MMpe, U TakKMM OOpasoK, CO3[aeTcsl J/IOXKHOe npeAcTaBfeHUe O BuAax oTkasos. lMpu onpegeneHun Temneparyp
cTapeHus U Kputepues MPUEMKU HEOOXOAMMO NpPOSBAATL Gonbluoe TepneHue. Monb3oBaTenb MOXET MOUCKaTb TeHAEeH-
LMK, yKasbiBawolme, YTO Marepuasibl U KneeBble COeAVWHEHUA MOTyT U3MEHATbLCA TakMM OGpasoM, YTO 3TO CO BpPEMEHEeM
NnoB/AnsieT Ha LIe/IOCTHOCTL GapbepHOoii cucTeMbl Ans crepunusauuun. Hanpumep, ecnu TeHAEHUMM 3aMeTHO HeraTuBHble,
TO MaTepuasl MOXeT OKa3aTbCA HenpurogHbiM AN UCnosib3oBaHusA. PelueHne 06 UCNOMb30BaHWU BbIGPaHHbIX MaTepua-
NnoB N GapbepHOli cucTeMbl A/ CTEPUIN3ALMN OCHOBAHO HA YPOBHE PUCKA M KPUTUYHOCTM XapaKTepPUCTUKU MO OTHOLue-
HUIO K (PyHKLUMM GapbepHOW cucTeMbl A CTepuUnM3auMyM M yNnakoBO4YHOW cuUCTeMbl B npolecce oGpauieHus, pacnpegene-
HUA U XpaHEeHUA U [O/MKHO GbITb AOKYMEHTa/IbHO OCPOPMIEHO B 060CHOBAHUW.

M.5 NCO 11607-1 coBeplIEHHO 4YE€TKO pas3fensieT UCMbITaHUs CTaGU/IbHOCTM GapbepHOW CUCTEMbl A/ CTepUnu-
3auMM 1 uUcnbiTaHua 3h(PEeKTMBHOCTU YNaKOBOYHOI CUCTEMbl U cuUUTaeT UX OTAeNbHbIMM pasgenaMu. [laHHbli cTaHfapT
He 3anpelyaeT Nosb3oBaTeNio 00bEAUHUTL 3TW UCMbITAHWUSA, HO NMPU 3TOM HepeasibHble HanpsHKeHUs OKa3biBalOTCA Ha 006-
pasubl. YTO MOXET MPUBECTU K OTKasam, He MPOMCXOAALMM NPU HOPMasILHOM XpaHeHMU U pacnpegeneHun. CyliectByer
HECKO/IbKO MPUYMH, MO KOTOPbIM He criefyeT OObeMKATb UCMbITaHUA CTaGU/IBLHOCTU M UcCNbITaHUA 3addekTUBHOCTU yna-
KOBOYHOW CUCTEMbI:

a) NCO 11607-1 cunTaeT HapylleHNe CTEPUIbHOCTM CKOpee CBSI3aHHbIM C COGbITUEM, a He CO BpeMeHeM. Takue
COGbITUAA NPOUCXOAAT NPU OOpalleHnn, XPaHeHUN 1 pacnpefeneHnn MeAULMHCKUX M3[AeTNA U OObIYHO ABNAOTCA
paspy-

LWNTeNbHbIMM MO XapakTepy.

b) OGbeaNHEeHNE UCNbITaHUI CTaGUNILHOCTM U UCNbITaHUI pacyeTHbIX XapaKTepUuCTUK MOXeT co3gatb ANA
ynako-

BOYHbIX CUCTEM HepeasibHble 3KCTPeMa/ibHble YCNOBUSA M U36bLITOUHbIE HaMPSHKEHUS, He BO3HMKallMe B
HOPMaIbHbIX
ycnosusx pacnpegeneHusi. Hanpumep, YCKOpeHHOe CTapeHue 3a4acTylo BO3felicTBYeT Ha 6apbepHble cUcTeMbl Asis

cTe-

punusauyMy NOCTOSAHHO NOBbIWEHHbIMU TeMnepaTypamu (255 'C) B TeueHue NPOAO/MKNUTENbHbIX NEPUOAO0B BpeMeHMU
(He-

CKO/IbKO MecsileB). 3aluUTHasi ynakoBKa MOXeT 3HaunTeslbHO OCNaGHYyTb [0 TakoW cTeneHu, KoTopas npusBepeT K
oTKasam

BO BpPeMsA 3KCnyaTalMOHHbIX UCMbITAHUN.

C) Ecnu oTka3 npousoiifer BO BpeMsl 3KCn/lyaTalMOHHbIX UCTIbITAHWUI COCTapeHHbIX YNAKOBOYHbIX CUCTEM WU
6a-
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MpunoxeHne N
(cnpaBouHoe)

PbepHbIX CUCTEM ANIA cTepunusauun, TPYAHO UK Aake HEBO3MOXHO OMnpeAeniuTb OCHOBHYIO NPUUUHY. Cnyyunca nu
oTKa3
3a cueT cTapeHusi (BpeMeH1) Unm 3To 6b110 NpPo6emMoii pacueTHo 3¢hheKTUBHOCTU YNaKoBKM (COGbITUE)?

Wcnonb3oBaHne MHTepHeTa. PykoBOACTBO A/151 NPOMBILLIEHHBIX MPEAnpUsaTUiA
N MEANUMHCKUX YUpeXaeHWUi

NHTepHeT cTa/n MoMe3HbIM WHCTPYMEHTOM Moucka WHopMauuy nNo MeAULMHCKUM U3AENUMAM U COOTBETCTBYIOLMUM
npocheccuoHanam. MockonbKy agpeca CCbIIOK MOCTOSIHHO MEHSIIOTCS, Hauny4yllMM BapuaHTOM SABMSETCA WCMo/ib30BaHue
MH(POPMALIMOHHO-MOUCKOBOI cucTeMbl. OGLIYHO NMOUCK «periaMeHTbl N0 MeAULMHCKUM U3feNnusM B (CmpaHe)» paeT MHO-
)eCTBO CCbI/IOK. HYacTo MMeITCA YKa3aHUA aipecoB CCbIJIOK C NepeBoAaMu periaMeHToB Ha ApYrux A3blKax.

MpunoxeHue O
(cnpaBouHoe)

Banumgaums Metofa vcnbiTaHus. PyKOBOACTBO A/151 NPOMbILLMEHHBIX NPEANpPUSTUiA

0. 1 NCO 11607-1:2006 n NCO 11607-2:2006. pasgen 4. TpeGyloT BanugauMu BCeX METOAOB UCMbITaHUS.
Banupa-

LU0 MeToZa UCMNbITAHUA UHTEPNpPEeTUPYIOT pasHbIMM NyTAMU. B npunoxeHun Q gaHoO PyKOBOACTBO MO Banuvaauuun
meToga

ucnbiTaHus.

0.2 MeTopabl MCMbITaHUsA, KOTOpble MNOABEPra/iuCb OMUUNaNbHLIM MeX/aboparopHbiM ucnbiTaHuaM (ILS. Takke
M3BECTHble Kak Kpyroeble (MexnaGoparopHble) uccrefoBaHusA] ABNAIOTCA NpegnovTuTeNnbHbIMKM, MOCKONbKY ILS Bcerga
oGecneunt nonb3oBaresia 3asB/ieHMeM, yCTaHaB/IMBaOWMUM MOBTOPSAEMOCTb (CXOAMMOCTL) U BOCMPOM3BOAUMOCTL MeToAa
ucnbiTaHus. MoBTopsieMOCTb (CXOAMMOCTb) ABNSIETCA Mepoii Bapuauuu B npegenax opHoi naéopatopuM U 3aBUCUT OT

HECKO/IbKMX NepeMeHHbIX, BK/llo4as oneparopoB, oGopyAoBaHMe, U3MEHEeHUs B 3aBUCMMOCTM OT BpemeHun u T. a. Boc-
Npou3BOAUMOCTb SIBMIIETCA Mepoii Bapuauuii mexay naéopatopusmu. B GonblumHcTBe npumepoB 1LS Takke oGecneuut
nonb3oBaTtesisi MokasartesieM YyBCTBUTENIbHOCTU MeTOofa MCNbITaHUA, KOoTopas SIBNSAETCA Mepoil npegesioB mMeToga MUCHbl-
TaHuii. ILS MoOXeT Takke oGecneunTb NokasaTe/lb KOPPEKTHOCTM MeToga UchnbiTaHWA. Bce ykasbiBaeT Ha TO. UTO MeTop,
UCNbITaHUii MOXem 6bIMb BIMAUPOBAH. OAHAKO BaXHO OTMETUTb, UTO BaiMgauuio He NPOU3BOAAT B HOBOI naGopartopuu
6e3 AONOMHUTENbHbIX Mep.

0. 3 Mpwu yTBEPXAEHUN MeToAa ILS B naGopaTtopum HEOGXOAVUMO NPUHATL MepPbl AN AeMOHCTpaLuMu, YTo 3ToT
MeTog, paGoTaeT TaK Xe. Kak paGoTan npu BbinonHeHun ILS. OGbI4HO B oT4yeTe Mo 1LS ucnonb3yrotc npoGbl
pasnyHbIX

MaTepuasioB, Ha KOTOPbIX BbIMOMHAIOTCA U3MepeHusl B AnanasoHe pes3ysibTaToB MUCCMefyemMoro Metoga MUCrbITaHUSA.
Torpa

KaK 3Tu npo6bl 06bI4YHO He uaeHTuduumMpytotca B ILS. 3adacTyo cneymanucTbl MOryT onpefennTb UCTOYHUK 3TUX
npoo.

Mo3TomMy MOXHO BbINO/IHUTL OrpaHNYEeHHoe BHYTPEeHHee nccnefosaHne As onpegeneHns NoBTopsemMocTy B npepe-
nax Baweii naéopatopun. Takoe wuccrnefoBaHWe MOXeT MPUHATL BO BHUMaHue Takue hakTopbl, Kak pasHble
oneparopbl

Wnu pasHoe o6opyAoBaHMe U T. N. Pe3ynbTarbl Takoi Bangauum Heo6xoaumo AokyMmeHTMpoBartb (MCO 11607-1:2006.
noanyHKT 4.4.1). Kputepuii npuemkn GyaeT BbINOMIHEH, €CIU BHYTPEHHASA NOBTOPSAAEMOCTbL GyAeT paBHa Wau nyduwe
ILS-Bocnpouasogumoctu (MCO 11607-1:2006. noanyHKT 4.4.2).

0.4 HeT HeoGXOAMMOCTU [AEMOHCTPUPOBATb, YTO YYBCTBUTE/ILHOCTbL MeTOfa WCNbITAaHUA OfMHAKoBAa C YYBCTBU-
TeNIbHOCTbIO. onpejeneHHoi B xope ILS. [loctaTouyHO GyAeT AOKYMEHTa/IbHOro MoATBepXAeHUsi B 0G0CHOBaHWUW, 4YTO MNpe-
Aenbl YyBCTBUTENILHOCTU 8 Bauleli na6opaTopuy He BbIXOAAT 3a pamMKu auanasoHa 1LS (ABnAOTCA ero NoAmMHOXecTBOM).
Hanpumep, ect naGopatopuss BbINOMHAET UCMbITaHWE MaTepuasioB Noj rMApocTaTMYeCKUM [AaBrneHMeM TONbKO B Auna-
nasoHe ot 20 go 50. TO HET Heo6xoA4MMOCTM B BaMpauuu MeTofa A/ 3HaYeHuidi Hwke 15 n Bbiwe 60. B 1O Xe Bpems
3TO OorpaHuyeHVe HeoGXOAMMO OTMETUTb, U eC/iM NPOoOY UCMbITLIBAIOT Bbille UM HWXe YCTaHOB/IEHHbIX NpeAenoB, MeTog
MCNbITaHUA NOAMEXUT BaTU[aLUn B HOBOM AuanasoHe.

0.5 MimeeTcsi MHOXeCTBO NpuemMsemMbiX MeToA0B UCMNbITaHWIA, KOTOopble He npoxoaunu 1LS. 3Tu meToAbl MOryT ObiTb
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MpunoxeHwne P
(cnpaBouHoe)

onucaHbl B Hay4yHOIi nutepaType, HauMOHa/lbHbIX CTaHAAapTax wnu paspabatbiBaTbCs a naGopatopun. HamGonee BaxHble
BONPOCLI, OTHOCALLYMECA K TakMM MCMbITAaHUSIM: AEMOHCTPauusi, YTO MPU MCMbITAHUU peasibHO M3MEPSAEeTCA TO CBOICTBO,
KOTOpoe TpeGoBasloCb U3MEpPUTb: onpefesieHne YyBCTBUMTE/IbHOCTU U TOYHOCTU [OCTATOYHO, YTOGbl U3MepuTb npegnona-
raemoe CBOWCTBO B YCTAHOB/IEHHOM Auana3oHe 3HayeHWii: onpegeneHve NMOBTOPAEMOCTU MeTOAAa UCNbITaHMA. TO MOXHO
onpeAennTe C NOMOLbIO HAayYHbIX UCC/EA0BaHUI NyTeM TujaTesIbHO CM/IaHMPOBAaHHbLIX 3KCNEepUMeHTOB. I cHoBa HeoGxo-
AVIMO AOKYMeHTa/IbHO 0hOpMUTBL pe3ynibTaTbl 3TUX 3kcnepumeHToB (MCO 11607-1:2006. noanyHKT 4.4.1).

0.6 B 3akntoueHue criegyeT ckasaTb, YUTO BanMaauuss METOAOB UCMbITaHUMA B naGoparopumn TpeGyeT AemMOHCTpauuu
nyTeM npoBefeHUsi 3KCMEepPUMEHTOB, KOTOpble BbINOJIHAIOTCA paccMaTtpuBaeMbiM METOAOM. U MOATBEPXAEHMA NOBTOPSA-
emMoCcTu B npegenax AaHHoi naGopatopuu. Be3 Takoii Banvpgauuu nonb3oBaTesib HE CMOXeT onpegenutb, nNpuemsemblie
AaHHble OH coGpan unn Her.

Vcnonb3oBaHue NoApsiaYMKoB A5 YNakoBbiBaHWs. PYKOBOACTBO f/151 MPOMbILLIEHHbIX
npeanpuATUiA ¥ MeANLMHCKUX YUpexXaeHunii

P.1 O6wue nNonoxeHus

MoApaaYMKY, NpousBoAsliMe YNaKoBblBaHWE, KOTOPbIX WHOIAA Ha3biBalOT [OrOBOPHLIMM MPOM3BOAUTENSAMU WM
CTOPOHHMMM MPOU3BOAUTENSIMU, SIBMAIOTCA MOCTaBLYMKaAMM yNaKoBaHHbIX MEeAULMHCKUX WU3fenuii, roToBbIX K cTepuaunsa-
UMM UAU yXXe CTepusIM3oBaHHbIX. 3TU MpousBoAUTENN NPefoCTaBAIOT YCAyrM KOMMaHUSAM MeAULMHCKOTo 0GopyaoBaHus
B TeX cyyasix, Korga TpebyeTcs AONOMHUTENbHAs 3KCNepTu3a, BO3MOXHOCTU WM MOMELLEHUSA ANA ynaKoBbiBaHUA Mepu-
LUHCKUX U3Aenuii Un Korga KOMNaHUA cama XenaeT oTAaTb Ha CTOPOHY yNakoBbiBaHWE MO 3KOHOMUYECKUM MPUUMHAM.

P.2 ®yHKUUN, BbINONIHAEMble CTOPOHHUMY YNaKoBLYKaMu
MopapsaAYUNK MOXXET BbINOTHATL /1100YI0 PYHKLMIO UK JTIOGYI0 KOMOGUHALMIO U3 criefyiowmnx hyHKuwii:

a) NpoeKTUpoBaHue, pa3paboTka U Baupauus nosiHoi KOHeYHol YyNakoBOYHOI cucTeMbl:

b) ynakoBbiBaHWe NpeAoCTaB/IEHHOTO MeAVLMHCKOro usfenvst B 6apbepHylo cuctemy A1 CTepunvsayuu,
ponorn-

HUTE/IbHYIO 3aLMTHYHO YNaKoBKY U/UIN NOJTHYIO YNAKOBOUYHYIO CUCTEMY;

c) 3aKynka mMatepuasioB U KOMMOHEHTOB MO creyuduKaumm noapsagunka uam UsrotoBUTeNs MeAULMHCKOTo
uspenus:

d) (hMHULWHaA cTepunusauus uim cTepunnsaums no cyénoapsaay ynakoBaHHoro MeguuMHCKOro usaenus.

P.3 OTBETCTBEHHOCTb

MoppAapaYMkn AOMKHbI paGoTaTb B COOTBETCTBUM C [lpaBunamMu opraHusaLun nNpousBOACTBA W KOHTPONA Ka-
yectBa (CGMPs) n TpeGoBaHUAMU peryinpylowmx CUCTeM U CUCTEM Ka4vecTBe, BK/Ioyaa Tpe6oBaHua MCO 11607-1 u
NCO 11607-2. kak Nt06Oii U3roTOBUTESIb MEAULIMHCKUX U3AeNnNiA.
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MpunoxeHune Q
(cnpaBouHoe)

N3roToBuUTENIN MEOULMHCKUX I/I3,q6]1l/|l7l B Ka4yeCcTBe 3aKa3uUuKa O0/NKHbI o6ecneunTb COOTBETCTBUE nogpsagvyuKka rem
XXe ycnoBusam, Kak ecnu 6bl OHM caMu npoussogunun ynakoBaHHble MmeguUUHCKne nsgenuns. Ciopa BXogsaT KOHTpOI's Npo-
€KTUpoBaHNA. CUCTEeMbI Ka4eCTBa, ynakoBO4Hble CUCTEeMbl U Ba/ingauua npoueccos, a Takxke Banugauus crepunumsaymum
B 3aBMCMMOCTU OT paccMmarpusaemMoro cny4yas. FnaBHas OTBETCTBEHHOCTb U 006513aHHOCTMU /ieXaT Ha u3rotoBuTtene megu-

LUMHCKUNX VI3A9]1VIVI, nMewujemMm paspewieHne KOHTPOJ/IbHO-HaA430PHbIX OpraHOB.PyKOBO,ﬂ'CTBO no yCTaHOBﬂeHMI‘O I'IapaMeTpOB
npotecca.
PyKOBOACTBO /151 NPOMbILLSIEHHBIX NPeANPUATUI

Q.1 O6wwue NonoXeHns

MpunoxeHne O NMpUMEHAETCA K KOMMAaHUAM-MPOU3BOAMTENAM NpeABapuTenbHO COPMUPOBAHHLIX GapbepHbIX Cu-
cTeM ANA cTepuan3aumn n 6apbepHbIX CUCTEM ANIA CTEPUIM3ALUN.

Kputnuyeckne napametpbl npolecca, BKAlO4as AuanasoHbl U AOMNYCKW, HEOGXoAUMbI ANA oGecrneyeHus yposneT-
BOpPEHUs MPOAYKTOM onpefesieHHbIX TpeGoBaHWii Npu Bcex npegnosiaraeMbiX YCNOBUSAX MPOM3BOACTBA. OTU MapameTpbl
cnepyeT yCTaHOBUTb, UCMOMb3yA CTATUCTMYECKM OOGLie3Ha4YMMble MeToAbl. Mpumepbl MHCTPYMEHTOB, KOTOPble MOXHO MC-
nonb3oBaTb. BK/1OYAIOT:

- FMEA (aHanu3 BMAOB OTKa30B U UX NOcneacTBuid);
-OOE (nnaHupoBaHue 3KCNepumeHTa):

-aHanIn3 KPpMBOi TBPMOCKNBUBaHUA:

*BU3yasibHble NPU3HaKW.

Q.2 NMpumep. ®opMUpoBaHMe N YKynopmBaHue NoTka
Q.2.1 FMEA (AHanu3 BUA0B OTKa30B U UX NocneacTBUiA)
AHanu3 BUAOB OTKa30B M WX MNOCNEACTBUIA ABNAETCA CUCTEMATUYECKUM MEeTOAOM U3yuyeHUsi oTkas3oB. Ero mox-
HO UCNONb30BaTb A1 pPaspaboTKU MPOAYKLUUM M KOHTpons npoueccoB. OH onpepensieT cepbe3HOCTb U BEPOATHOCTb
BMAOB MNOTEHUNa/IbHbIX OTKa30B, KOTOpble OGbIYHO WAEHTUULMPYIOT Ha OCHOBEe MpeAblAyliero omnbiTa B OTHOLWEHUU
aHaNOrMYHbIX NPOAYKTOB M npoueccoB. B pgaHHom cnyyas (pa3paGoTka NpoAyKUMM) aHanM3 ucnosb3yeTcs AnA ycTa-
HOBJIEHMS NapameTpoB MpoLecca A/ 060PyAOBaHUA Ha KaXAOW CTaguvM WU3roToB/IeHWUs, 3arpyskum (MeAuLMHCKOro us-
Aenusa B ynakoBKy), ckneumBaHusa (CBC) u npouecca ynakoBbiBaHUsl, TOrga Kak B npunoxeHun K onucaHbl MHCTPYMEHTbI
aHanusa pucka.
Mpoueaypa aHanu3a BKOYAET creayoeaio craguu:
'naeHTudUKaLma, kKakme aecdekTbl CTaHYT NPUUNHOK GPAKOBKM NPOAYKLMM (BUA OTKa3a):
-yCTaHOB/IEHUNE NPUYNHBI OTKa3a U KaKasl BEPOATHOCTb €ro BO3HUKHOBEHUS;
-ycTaHOB/IeHNe NOCNeACTBUIA KaXA0ro Buja oTkasa;
-OLeHKa MO CTeNeHN TAXKEeCTU, YacToTe BO3HUKHOBEHUA U IETKOCTU OGHAPY)XeHUA KaXK40ro BuAa oTkasa:
*uAaeHTUUKALNA UMEIOLLNXCA BUAOB KOHTPOJIA U BEPOATHOCTb OGHapYXXeHUsl 0TXaaa;
-pacueT Kateropuu npuoputeta ypoBHsA pucka (RPN = KMYP) gna kaxaoro Buaa otkasa no coopmyne

KMYP = Homep ypoBHs cTeneHu Tshxect X Homep yacTtoTbl BO3HUKHOBEHMS X Homep nerkoctu o6HapyxeHus: (O/)

-pekoMeHAOBaHHbIe AelicTBUSA NO cHXeHuto KMYP.
Mpumep aHanu3a BUAOB OTKa30B M UX NOCNeACTBUII NpuBeaeH B Tabnuue Of1.

Ta6nuua ONl—Mpumep

Eaiure Mocnep* Cre- Tekvumii lerkoctb Jevicr.
Mpouecc PyHKUUNA cTeHe neHb MpuunnHa YacToTa v oGHapy- RPN
Mode KOHTPO/b ous
OTKasa TSHKECTU XXeHus
Mpu-
Mnoxoe p
dopmu- MoBpex- HeBepHasn 6op ansa
dopmupo- copmu-
poBaHune AeHne 10 Hanagka 2 nposepKun 2 40
BaHue poBaHue
NOTKOB npoaykra MaLlnHbI repmeTuny-
Mpokonsbl
HOCTK
Mpu-
OTKpbITOE p
Tepmocsap- Lienocrt- HeBepHasn 6op ana
Ckneunsa- Kneesoe
Ka martepu- HOCTb 10 Hanagka 1 npoBepKu 3 30
Hue coefiuHe-
anos He npogykra MallinHbl repmeTuny-
HOCTHU
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TepmocBap- Kanan s LienocTt- MopLUUHBbI
Ckneusa- p P KneeBom p Busyanb-
Ka maTtepu- HOCTb 10 martepua- 4 o 3 120
Hue coefiuHe- HbIA
anos . npoaykrta na
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OKoH4YaHue mab6auya Q. 1
Fafcire Mocnep* Cra* Tekvuwii lerkoctb Refict-
Mpouecc DyHULMA M é cTeHe neHb Mpuunte Yacrtota K qu"' oGHapy- RPN st
ode OTKase TSHKECTU OHTpOnE XXeHus €
Kanan B Mpy-
TepmocBap- Llenoct- HeBepHas 6op anA
Ckneusa- K/eeBoM
Ka martepu- HOCTb 10 Hanagka 4 npoBepKn 5 200
Hue coepfuHe-
anos v npoaykra MaLWWHbI repmeTuny-
HOCTHU
HepaBHo-
CKknenga- TepmocBap- MepHble LienocTt- HeBepHas Buayaib-
e Ka martepu- KneeBble HOCTb 10 Hanagka 3 i 1 30
anos coefiuHe- [MpoAyKrTa MaLwWHbI
HUA
Cooli
CkaHep Heuutae- | \1ommna nporpawm- MawuHa
Pernctpa- Moe Tb Mbl UAn
LWITPUXOBOrO He pa6o- 1 1 He pa6o- 1 1
Kopa LA navek LWITPUX- TaeT nnoxoe raet
Koga KayecTBo
neyartu

Q.2.2 NnaHnposBaHue akcnepumeHTa (DOE)

MnaHnpoBaHue 3KCnNepuMeHTa MCNOJMb3YIT AJIA CO3aHUs OKHA ONTUMAasIbHbIX NMapameTpoB npouecca. NHbIMK cno-
BamMu. 4TOObl MAeHTUthMumpoBaTb ycnoBusA mnpoLlecca, Kotopble oGecnevyar NMOCTOSHHOE MPOU3BOACTBO MPOAYKLUU XOPO-
wero kayectsa. Mem 6onee nogpoGHbIe AAaHHbIE MOMYyYeHbl HA 3TOM 3Tarne, TEM Jierye ocyLecTBNATbL KOHTPOb npouecca.

®dopmupoBaHue /1I0TKa U nocnegyiollee TepMOCK/IeMBaHMe KPbIWKA TPeGyloT yyeTa Temneparypbl, AaBNeHUA U Bpe-
MeHM 3afiepXkn (NpogomKuTeNnbHOCTb TepMocknenBaHus)). B o6oux cnyyasax HeoGXxoAMMO uAeHTUMUMPOBaTb AnanasoH
ycnoBuii npouecca, KoTopble 6yAyT MMeTb MUHUMMa/IbHOE B/IMSIHUE Ha Pe3y/nbTUPYIOWY0 GapbepHylo cuctemy Ans cTepu-
nusauun.

Hanpumep, ycnoBusi npouecca, HeoGxoguMble ANA oGecrnevyeHUsi NpuemseMoli MPOYHOCTU K/eeBOro COeAVHEeHUs
Npu TePMOCKIENBaHUN C KPbILIKOW, JOMKHbI:

- GbITb AOCTATOYHO yAaeHbl OT YC/I0BUIA, KOTOPbIe NPUBEAYT K OTKa3y K/1eeBoro coefuHeHus.
- NpousBOAUTL KlleeBoe coefiMHeHne XOPOoLLEero KayecTea:
- AEeMOHCTPUpPOBaTb MUHUMASILHYIO U3MEHUYUBOCTL MPOYHOCTU KN1eeBOro CoejUHEHNS.

MOXHO NPOBOAUTL 3IKCMEPUMMEHTbI Pas/IMYHOrO YPOBHA — OT MPOCTOrO, IMHEHOTO CKPUHWHI-3KCMEepUMeHTa, onpe-
Aensilouero oTHOCUTENIbHOE B/USIHWE Pa3/INYHbLIX NapameTpPoB Ha pe3ynbTupylouiee KieeBoe coefuHeHue, A0 BbICOKOWA
CTeneHn C/I0KHOCTH, APOGHOro (hakTOPHOro 3KcnepuMeHTa (KBagpaTtuyHOW mogenu). 3ayvacTylo NMPOCTON JIMHEWHbI JKc-
nepuMeHT NpPoBOAAT ANA NOATBEPXAEHMA 3HAYUMMOCTU NapameTpPoB C MNOC/eAyoWMM Gosee CMOXHbIM UccnefoBaHUeM
No rNaBHbIM TOYKaM, YTOObI NOMYYUTb XOPOLUYID MaTemaTu4yecKyio Mofesb MpoLecca, XOPOLWO COr/1acyolyloc ¢ AaHHbI-
MU. YacTo oGHapyXuBaeTcsi, UTO Temnepatypa siBfseTca Haubonee BaXHOW MepeMeHHOW, 3aTeM uaeT BpeMs U. HaKOHel,
AaBneHne pefKo OblBaeT 3HaUMMbIM Ha GOJIbLLOM MHTEpBaUie.

[nsA ycTtaHOBNEHWSA ONTUMA/IbHBIX YC/TIOBUI TEPMOCKIEUBAHUSI UCMOMb3YIOT C/EAYIOLME UHCTPYMEHTbI:

- aHa/IM3 KpUBOI TEPMOCK/IEMBaHMSA:
- BU3ya/IbHYIO0 OLIEHKY K/leeBbIX COeJUHEHNIA;
- KOMGMHAaL00 aHa/IM3a KpUBOW TePMOCK/IEMBAHUA U BU3YasibHOW OLEHKU:
- onpegeneHne BO3SMOXHOCTHU npoulecca:
* LLeNTOCTHOCTb K/1eeBOro CoeiuHeHNst;
- Ka4yecTBO K/1eeBOro coeAMHeHUN (BU3yaslbHYIO OLIEHKY).

Q.2.3 AHanus kpuBoli TepmocknenBaHus (OLeHKa KaTeropum npotecca)

OTa npoueaypa BKAOYaeT OLEHMBaHMe, KaKk mMaTpuua TemnepaTrypbl, AaBMeHUs U MPOAO/HKUTENIbHOCTU CKNenBaHus
(nay3bl) BAusAET Ha NMPOYHOCTb KeeBOro coeAuHeHus. KpuBble, NOCTPOEHHbIe ANs OnpeAesieHUs 3HAYeHWl pasNMUHbIX
napameTpoB, OObIYHO MOKa3blBalOT, YUTO NMepeMeHHOe AaBfieHne M BpeMs nay3bl MMEIOT MeHbllee B/IMSHWE Ha MPOYHOCTb
K/eeBOro coefuHeHus, MO3TOMy 3TU MapameTpbl AepXaT MOCTOAHHbIMU, a TemnepaTypy MeHslOT. 3areM ycTaHasnuBa-
10T MnpejenbHble 3HAYEHUs NapamMeTpPoB Mpolecca Ha WHTepBase, rae NPOYHOCTb KNEeeBOro COefVHEHUs YAOBNeTBOpsieT
TEXHUYECKUM YycnoBusAM. bapbepHble cucTeMbl ANA CTepuUrmsauun € KieeBbiIMU COeAVWHEHUAMM, NMPOYHOCTb KOTOPbLIX Bbl-
XOoA4UT 3a AonycTuUMble npepesnbl, AOMKHbI COXPaHATb Le/TOCTHOCTb YNaKOBKW, XOTSl K/eeBble COefUHEHUs MOTyT nokasaTb
HeGonbluMe BU3yasnbHble Aed)eKTbl (CM. pUCYHOK Q.1).
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O603HauyeHusn:

X — Temneparypa:
Y— NMPOYHOCTb K/1eeBOK COoegUHEeHUs.

1 — npepgnaraemble npegesnbl Ans npouecca {AnanasoH nposegeHus npouecca!
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PucyHok 0.1 — KpuBasa TBpMOCK/ieneaHus Ansa onTMMasibHbIX NapaMeTpoB npotecca

Q.2.4 BusyanbHble MeTO/, OLeHKN TEPMOCK/IEUBaHUSA B Gannax

KneeBble coenHeHns oLeHUBalOT MO BU3yas/ibHbIM AeddeKkTaM B 060MX KOHLaxX Anana3oHa NpoBefeHus npotlecca.
BoneB BbICOKMe 3Ha4YE€HMSA YKa3biBAlOT Ha /ly4llee KayecTBo. Hanpumep:

a) HwxHuii KOHel, Anana3oHa cKenBaHUA

Bannbl Aedbext
0 OTKpbITbIE KNleeBble COeAUHEHUS
1 LLiInpuHa KneeBoro coeanHeHus coctaBnsaetr meHee 50 % yCTaHOB/IEHHOrO 3Ha4YeHusA
2 > 25 % HepaBHOMEPHOro K/ieeBoro coefjuHeHnsA
3 b 25 % HepaBHOMEPHOro K1eeBoro coefAuHeHUs
4 LLInpnHa KneeBoro coefAMHeHNsA He3HAYNTENIbHO MeHbLUIE YCTaHOBMNEHHOro 3HaYeHus
He3sHaunTenbHasi HepaBHOMEPHOCTb K/1e€BOro coeiMHeHUs
5 KneeBble coeMHeHUs1 XOpoLIEero KayecTsa

b) BepxHuii KOHeL, AnanasoHa CK/emBaHus

Bannbi Aedbext

0 OTBepcTUA B nonumepax
ICBapeHHble coeguHeHus/pacnnaBneHHbIi nonuvep

1 Pe3koe 3akpyumBaHue 60pTUKa J1I0TKa
BHauMTeNIbHasA NPO3Pa4YHOCTb HETKaHbIX KPbILLEK HAa NOJIMMEPHOI OCHOBE
BHauMTe NbHbIA pa3pbiB BOIOKOH KpPbIlLEK Ha GYMaXkHO OCHOBe
YMepeHHOe 3akpyunBaHue 60pTUKa JIOTKa

2 YMepeHHas Npo3pavyHOCTb HETKaHbIX KPbilleK Ha No/MMepPHOI OCHoBe

YMepeHHbIii pa3pbiB BO/IOKOH KpbILeK Ha 6yMaXHOI ocCHOBe
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OKOH4YaHuUe mabauybl
Bannbl Aedbext

3 KpanuaTbie kneeBble coegMHEHUSA
YMepeHHbI/ pa3pbiB BOIOKOH KpbIWEK Ha GyMaXKHOI ocHOBe
HeGonbluoe 3akpyumBaHue G0OpTUKa /I0TKa

4 He3HaumTenbHasi NPO3PavYHOCTb HETKaHbIX KPbileX Ha NOJIMMEPHO OCHOBe
Pepkasa kpanyaTocTb
He3HaunTenbHbI pa3pbiB BO/IOKOH KPbILWEK Ha GYMaXKHO OCHOBe

5 KneeBble coeguHeHUs xopoLlero KayecTsa

Q.2.5 KoMGUHVpOBaHWe aHaIn3a KPUBOIT TEPMOCK/IENBaHUS U BU3YaslbHOW OLEHKU B Gannax
Pe3ynbTaTbl, NO/ly4YeHHbIe OT aHa/IU3a repMOCK/Ie€HHbIX COeAMHEHUIA, MOXXHO 06 beAVHUTL C pe3ybTaramu, nosy-
YeHHbIMU MEeTOAOM BU3YyasibHOI OLIEHKM B 6a/1/1aX, UTOGbI NOMTyUMTb PUCYHOK Q.2.

Y

14
4

Yy

OGo3Ha4eHus:
X — remneparypa.

Y, — NPOYHOCTb KNEeBOro CoOeANHEHUS.
Yj — Bu3yasibHas oLeHKa KauecTBa KNeeBolo COeMHEHUS.

[ay

— npepanaraemMble npegensl AN npoLecca.

2 — npeanioxeHHble nNpefenbl cneymdukaumum

PucyHok Q.2 — lNMpoYyHOCTL 1 BU3ya/ibHOE Ka4eCcTBO K/1eeBOro coeiuHeHusi
B 3aBUCMMOCTU OT TeMneparypbl

Q.2.6 OnpeaeneHne BO3MOXHOCTU nNpoLuecca

Lenblo Banupauumn npouecca ABAAETCA AEeMOHCTpauus NpoBeAeHUsi mpouecca Moj CTaTUCTUUECKUM KOHTPOeM U
NOCTOSIHHOrO NPOM3BOACTBa MPOAYKLUWU, COOTBETCTBYIOLWEN cneuudmkaumn. Havnyulleidi npakTUKoil SABNsieTCsl Bbluucie-

HUe BO3MOXHOCTU npouecca CNCH:

Ecnv npouecc LeHTPUPOBaHHbIi, TO UCMONb3YIOT hopmyny

rge n — BbIGOquHOE CTaHAapTHOE OTK/IOHEeHue:

6e

USL — BepxHwuii 3agaHHbIii npeaen (no cneyudukaumm};

LSL — HWXHWIA 3aaHHbIN Npegen (nNo cneuudukaymum);

Ecnv npoLecc HeLeHrpupoBaHHbIii. TO UCMONb3YIOT hopmyny
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rge CSL — 6nukaiiwnii 3agaHHbI npeaen:
X — cpegHee npouecca.
PykoBogsiume ykasaHus gns sHaveHuii Cp,1 C, npuBefeHbl B Tabnuue 0.2.

Ta6nuua 0.2 — MpumMep 3HaYeHUIA

3HaueHue Cpn YpoBeHb curma Bbixoa npouecca AedpekTel npoyecca
{PPM)
—_ 0.33 1 68,27 % 317311
— 0.67 2 95.45% 45500
—_ 1.00 3 99.73% 2700
LleneBoe 3HaueHune 1.33 4 99.99% 63
Ulyuwe 1.67 5 99.9999% 1
HaunyJwse 2.00 6 99.9999998 % 0.002

YT106bI MakcumMusupoBaTb C,ICpi. NMONE3HO [OCTUYL MUHUMAIbHO W3MEHUMBOCTU, COXPAHAA OKHO TEXHUUECKUX
Tpe6GoBaHUI/i MaKCUMasibHO GonbwKUM. TexHuYeckue YCMOBUS MoOAMeXaT Baaujauuu: APYrMMUA C/loBaMu, B YKasaHHbIX
npepenax Le/OCTHOCTb K/IeeBbIX COEAWHEHUI AOo/MKHa GbiTb rapaHTMPOBaHA, U yNakoBKa [O/DKHA BbiepXuBaTb MPoLecc
CTepUnM3auUun U PUCKU TPAHCMOPTMPOBAHUSA, pacnpegenieHus U XpaHeHuA. MO3TOMy BaXHO MOHUMaTb COYeTaHUe OKHa
npouecca 1 ckfieuBaloLLero o60pyAoBaHUA A1 KOHKPETHOTO MaTepuana.

Ecnu npoBenu uccnegoBaHue M He MONYYWIM MUHMMalbHOe 3HayeHue CA. To cneflyeT NpoBecTU aHa/Iu3 Mnpo-
uecca. MOHMMasA, UYTO upe3MepHas Bapuauus Bcerga WMeeT UCTOYHMK. KoneGaHusi TONWMHBLI MaTtepuana, OTK/IOHEHUS
TeMnepatypbl U MIOCKOCTHOCTM MO NOBEPXHOCTU CKIEeUBaHUA, PErynaTopbl TemnepaTypbl C U3GbITOUHbIMU hAyKTyaumamm
MOXHO NMPOBEPUTh, YTOGbI TOUHO ONpeAesIUTb UCTOUHUKU, KOTOPble BHOCAT HaMbo/bluMii BK1aA B YUpe3MepHyo Bapuauuio.
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CnepyeT Ucno/sb30BaTh GOJbLUIOE KOIMYECTBO NapTUii MaTepuanoB — [OCTAaTOUHOE A/ 06ecneyeHuns penpeseH-
TaTUBHOIO BUAA NPU OXuAaemMoli Bapuauum, YtToobl NPOBEpUTbL YCTOWUMBOCTL pa3sBUTUSI NpoLecca, — Npexae Yem npu-
CTYNUTb K 60nee ohuumanibHO AesiTesIbHOCTU No Banuaauuu.MpunoxeHue R
(cnpaBouHoe)

PaccnepoBaHue (NpuynH) oTKasa.
PyKkoBOACTBO 419 NPOMBILL/IEHHBIX MPEANPUATUIA 1 MEANLIMHCKUX YUPeXAeHWT

R.1 OueHnBaHune oTkasa

R.1.1 Ecnu B xoae Banupauuu Obinu oGHapyXeHbl AedekTbl B npepnaraeMbiX YNakoBOYHbIX Marepuanax unm cu-
cTemMax. CyulecTBYeT HECKO/IbKO MOAXO[0B, KOTOpble MOXHO WMCMO/Mb30BaTb A/ peleHusa npo6nembl. BonblmHCTBO U3
HUX BK/lOYaeT aHanus fAedeKToB ANA onpefenieHns UCTOYHUKOB UMM BUA oTKasa. [lns npoBefeHUs TaKoro aHaniusa uc-
nonb3yloT cnepytolme UHCTPYMEHTbI:

a) MUWKPOCKONUYECKMNi aHaNun3:
b) NoNIMMEpPHbII aHaNu3:
c) py4Hble MaHUNYNALUK.

R.1.2 Ecnu nogxoA oOKasasicsl HEN/IOAOTBOPHbLIM, MOXHO MPUMEHUTb HECKO/MbKO MOAXOAOB K PelieHulo npo6rem,
uyTOGbI OMpPeAEeNIUTL KOPEHHYI0 MPUUMHY WM. HAKOHel, pa3paGoTaTb NiaH KOPPEKTUPYHLUX AeiicTBuii, UToGbl 06GecneunTb
pelueHVe BO3HMKLIEl Npo6ieMbl.

R.2 OnpepeneHve nctoyHuka gecexra
R.2.1 C TOuKM 3peHus aHanusa gedpekta, BHauyasle 0OblI'*l0 onpeaensior, Yem Bbi3BaHa npoo6nema. Aed)ekTbl MOryT
6GbITb 06pPa3oBaHbl 3a CHET NATU OCHOBHbIX UCTOYHUKOB:
- MeAuLUHCKOe usaenve:

. npotiecc:
- ynakoBo4yHas cucrtema:
. yenoBeyeckuii chakTop:

- OKpyXXatolas cpega.

R.2.2 [fechekTbl, NPUYMHEHHbIE MEAULMHCKUM WU3fesIMeM, MOXHO OTHECTM 3a CYeT MaccCbl WIN OCTPOTblI MeAULUH-
ckoro u3penus. flechekTHas GapbepHasa cucTema A1 cTepunuMsauun U MeAuLMHCKOe wusfenuve cregyeT co6paTb 3aHOBO,
cneaa 3a Tem, YToGbl Y/IOKUTL €ro Takum xe o6pasoM, YTOGbI MOXHO Gbl/I0 onpeaenuTb MOGY0 3aBUCUMOCTb BO3HUKHO-
BeHusA Aediekta oT hopMbl UNKU onpeaenuTb U3HOC. BaxkHO 3aHOBO coGpaTb MOJIHYIO KOH(Mrypauuio ynakoBOYHOW cucTte-
Mbl. BK/lloYasi GapbepHylo cucTeMmy A8 cTepuansauyMm U 3awuTHYIO YNakoBKy. 3a4acTylo oTAeslbHO GapbepHas cucrtema
ANA cTepunusauun UM oTAeNbHO YNakoBOYHAsi CUCTEMa YETKO He yKaXeT Ha UCTOYHMK gedhekTa, HO NMpu pa3dopke CTOMKW
ynakoBaHHbIX MeAULIMHCKUX U3AeNNiA NCTOYHNK MOXHO NAeHTU(MLMpPOBaTb BU3yaslbHO.

R.2.3 [echekTbl, NpUuMHEHHbIE B MpoLiecce, CBAA3aHbl C 0GopyAOBaHWEM — BK/lOYasA HeafieKBaTHOE TeXOGCMYXu-
BaHue oGopypoBaHuA. YUpe3mepHoe KoneGaHMe K/lO4eBbIX NapameTpoB npolecca MOXHO paccMoTpeTb Ha cTtaguu 1Q Ba-
nuaaumn. HO 3TO Hesb3fl CUMTaTb BO3MOXHbLIMU OCHOBHbIMM NMpuYnHaMmn. Heo6xoAMMO BbISICHUTbL Ha/lnuMe OCTPbIX 3ayCeH-
LeB Ha ynakoBo4yHOM oGopyaoBaHUW, 0GC/eAoBaTb KOHBeliepbl C BbICTYNAlOWMMM LWNWIBKAMU U CKOGKaMU, M3HOLUEHHbIe
NPoOKNagku U HecoOTBETCTBYIOLNII PEMOHT O0GOpPYAOBaHMA KaK BO3MOXHble OCHOBHble MPUUUHBLI. [edekTbl, NonyyYeHHble
OT 060pyAOBaHUA, YacTO HEOAHOKPATHO 3asBNAIOT O cebGe, UTO cOCTaBNseT ONpeAesieHHYI0 YacTb npouecca. BaxHo npo-
cneguTb GapbepHyl cUCTeMy AN CTEpUIU3alUM UM YNaKoBOYHYIO cucTtemy ¢ fAed)eKToM B OOGpaTHOM Hamnpas/ieHun Ao
KOHKPEeTHOro mecTta fnpouecca ynakoBblBaHusA. Kakylo BMATMHY HaHec/0 MeAMLMHCKOe u3fenue, Kakoi KaHan nonyuuscs
npu ynakoBbIBaHUU, C KaKol CTOPOHbI MallMHbI — BCe 3r0 BaXHble Bonpockl. MocpeacTBom ¢husnyeckoro nepeHoca pe-
cheKTHOW GapbepHoli cucTeMbl ANl CTEPUNIN3ALMN UM YNAKOBOYHOW CUCTEMbl 0GpaTHO B YNaKOBOUYHbI/ npouecc, 3aHOBO
oTCcnexuBas CTaAun NPOU3BOACTBA, MOXHO OTKPbITb BaXKHble B3aMMOCBA3M.

R.2.4 [lechekTbl, KOTOpble He MPOCNEXUBAKTCA [0 MEAULUHCKOIO M3fenus Wau npouecca, MOXHO OTHECTM K yna-
KOBOYHOI cucteme. Heo6xoammo oGcnefoBaTb MaTepuasibl KOHCTPYKLMKM, YTOGbI onpeaenntb, COOTBETCTBYET /M BbIGPaH-
HbIi MaTepuan TpeGoBaHWUAM K MPOKOMY, U3rMOGHbIM TpewmnHaM, aGpasMBHOMY WCTUPAHMUIO WM KaKUM-SIMGO WHbLIM Xapak-
Tepuctukam (cM. npunoxenue A). Heo6xoaumo U3yuuTb AeddeKTbl U3roTOB/IEHUs GapbepHONl CUCTEMbI ANs cTepununsauum
WM yNnakoBOYHOW cucTeMbl, YTOGbl OnpeAenvTb, BO3HUK paccmaTpuBaeMblii aed)ekT A0 NOCTYN/IeHUA CbIpbEeBOr0 Mare-
puana Ha KOHTpO/b, BO BpeMsi 06paGoTKN Ha NpeAnpUATAUM UK Mocne OTrpy3ku c npeanpusaTtusA. CnepyeTt Takke OLEHUTb
KOHCTPYKLMIO YNaKoBOYHOW cuctembl. Clofa [O/MKHbI BXOAUTb 3HaUYMMble KPUTEPUM NMPOEKTMPOBaHMUA, Takue Kak pasmepbl
1 KOHUrypauums KneeBoro coefjiMHeHus, a Takke yCTPOCTBO 3alyMTHOW yNnakoBKu.

R.2.5 MoxHO paccMoTpeTb MPOKO/bl, BO3HWKalolWue Npu Morpyske, paspesbl WM NOTEPTOCTM, NoOsyyaemble Npu
oGpalleHnn, U HenpaBW/ibHble KOH(hUrypauum 3arpy3ku Kak BO3MOXHble 06/51acTy AasibHeliwero uccnepoBaHus. Yenose-
yeckuii pakTop Kak NMpUUMHY NosiBieHUs Ae)eKTOB — 4YacTO OYEeHb CJ/IOKHO pacno3HaTb, NMOCKOMbKY WHOTAA TPYAHO Nony-
UMTb HYXHYI0 MHopMauuio. BaxxHo paccnpawmBaTb paGoOTHUKOB, 3aHATbIX B MPOM3BOACTBE YNAKOBOYHbLIX CMCTEM, O TOM.
4YTO B AelicTBUTENbHOCTU npoucxoauno. He meHee BaXXHO onpefenvTb, YETKO /M BbINONIHANUCL CTaHAapTHble Npoueaypbl
1 NPOTOKObI.
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R.2.6 OTKasbl, BO3HUKAOWMEe B pe3ynbTaTe BO3AefCTBUA OKpyXawoleii cpefbl, MOTYT MMeTb pasHble WCTOYHUKU.
M3meHeHWe BO3AYLIHOTO MNOTOKa BOKPYr OGOpyAOBaHMA, KOTOpoe TpeGyeT KOHTPO/Ns Temnepatypbl, MHOTAA MOXET ebl-
903BaTh NeperpeB UMM HefOCTaTOUYHbI HarpeB geTasieil annaparta, 3aroToBOK u/unv marepuanoB. Hanpumep, BO3AYLUHbIA
KOHAULMOHEP NEepUOANYECKOro LUK/A, PACMO/IOKEHHbIV BBEPXY M HanpasnsioWmii NOTOK BO3AyXa Ha MPWKUMHYIO MUTY
ANs TePMOCK/IeMBaHUsi, MOXET OKa3aTbCA BUPTYa/lbHbIM BUHOBHUKOM. B HEKOTOpbLIX C/lyyasix upe3mepHble Kone6aHus
BN@XHOCTM WM TeMnepatypbl B OKpYXaloleii cpefie UAU NPoAo/MKUTeNbHOe Bo3aeiicTBMe ynbTpadmoneta MOXeT BHECTU
BKNaj B o6pa3oBaHue AedeKTOB, TakUX Kak Npo6nembl, CBsi3aHHble C aaresuveii Tunorpadyckoii Kpacku WM 3TUKETKU, Mo-
BblILUEHMEM XPYNKOCTU YNAaKOBOYHOI cUCTeMbl N 06ecLBeyBaHUEM.

R.3 Xumunyeckune nnm mexaHmyeckue NMPUYUHDI

R.3.1 MNpu paccnefoBaHUU NMPUUUHBLI NOSAABNEHUs Aed)eKTOB Ha GapbepHoil cucteme ANS CTEPUIM3ALMU UM YNAKo-
BOYHOIA cMCTeMe BaXXHO MOCTapaTbCA PasNUunUTb XMMUYECKUe U MexaHU4Yeckue NpuUmrHbI.
R.3.2 XuMuueckue NpUUNHbI MOXHO Pas6uTb Ha TPU KaTeropuu:

a) XUMUYecKne U3MeHeHUss camoro matepuana (Hanpumep, yxyAweHue 3a c4eT BO3HUKHOBEHUA NonepeyHbIX
clwm-

BOK U NOSAB/IEHUA HaseTa);

b) XMMUYECKoe B3auMofeincTBMe MexAy YNakoBOYHbIMU MaTepualaMM W MeAULMHCKUMU  M3[enusaMmu
(Hanpumep,

BbIMbIBaHue Ni1acTuukaTtopos 1M J06aBOK U3 MeANLIMHCKOro U3fenns nnm 6apbepHoil CUCTeMbl NN U3 YNAaKOBKM,
Ha-

HOCALMX ylep6 gpyromy):

c) XMMUYecKoe B3auMogeiicTBMe Mexay 3aluTHOW ynakoBKOl U 6apbepHbIMU CUCTEMaMU A/ CTepun3auuu
(Ha-

npumep. noxenteHne 6apbepHoOl cUCTeMbI 3a CHET NepeHoca aHTUOKCUAAHTOB M3 rohprpoBaHHbIX MaTepruasioB Unn
no-

NIMKPUCTA/ZIMYECKUX 06osioyek). XuMuyeckne TMpUYMHBI SABAAIOTCA pe3ynbTaToM peakuuii unum  unsMeHeHwii
MoseKynsipHoi

NpPUPOAbLI, HaNnpMMep OKUC/NIEHUs WU KpUCTaN/IU3auunM yrnakoBoUHbIX Matepuanos. CnegyeT npoBepuTb f06GaBKU B
mare-

puanax (Hanpumep, KOMMOHEHTbl FepMoMaaBKMX MOKPbITUA, A0GaBKM B Gymary, A0GaBKM MPOTUB CKOJIbXEHWUS,
aHrnagre-

3UN. TEXHO/MOornyeckue A[OGaBKU WU 3arpsisHsAloLiMe BeljecTBa), YTOObl NOATBEPAMTb, YTO OHM He WU3MEHWIU
YNaKoBOYHYIO

cuctemy uUau mMeguUMHCKOe usaenue U He B3aMMOZEeCTBOBa/IM C HUMM, YTO NpUBENO Gbl K BO3MOXHOMY MOSIB/IEHMIO
pedekra.

R.3.3 HanpoTuB, MexaHU4Yeckue OTKa3bl, Takue Kak obGpasoBaHUe TPelWMH e u3rube, NPOKoO/bl, UCTUpaHUe wulvunu
pa3pesbi/cpe3bl. HEOGXOAUMO OT/IMYATL OT XMMUYECKUX OTKa3oB. OGCYXAeHWe C MOCTaBLiMKaMM 4acTo GbiBaeT BaXHbIM
laroM B 3TOIl TOUKe A/ ONPEeAEe/ieHUsi BO3MOXHbBIX UCTOPUUYECKUX MEXaHM3MOB OTKAa30B. 3auacTylo Heo(uumasibHble BOC-
MOMMWHAHMUS HEKOTOPbIX 3KCNEPTOB HA NPeANPUATUAX MOTYT NPUBECTU K NI0A0TBOPHOMY PELLEHUI0 NPOGeMbl.

R.3.4 BaxHO 3aHOBO COGpaTb YMakOBOYHYIO CUCTEMY Lie/IMKOM, NOA0GHO TOMY, KaK 3TO cAenan 6bl 3KCNepT-KpUumMm-
Hanuct. OCHOBHbIE ()OPMbl MEAWULMHCKOTO M3feNnus U YNakoBOYHOW CUCTeMbl crieAyeT BEepHYTb K NMepBOHauyaslbHOii opu-
eHTauuu. MonagaHve MeAWLUHCKOTO U3feNusi B K/eeBble COeAUHEHUs, Ha/IOeHMe GapbepHbIX CUCTEM OfHA Ha Apyryto,
AaBreHne Maccbl MeAULMHCKUX W3feNnuii Ha HWKHee U3denvue B CTOMKE — BCE 3TO BO3MOXHble BUAbI OTKAa30B, KOTOpble
Hauny4ywum o6pa3oM onpeAensitoTcs NPU UCCNeAoBaHUM BCeX OGCTOATENLCTB. YacTo yaaneHue OAHOI Xaproxu u3 rodp-
puUpoBaHHOl Tapbl MOXET MPUBECTU K MOHMMAHWIO MPUUUHBI OTKasa. ATO MOXHO cAefaTb B COYETaHUU C BUGPALUOHHBLIM
MCnbITaHUEM MU UCNbITAHUEM Ha NageHve. BuaeoaHanus ¢ BbICOKOCKOPOCTHOW CbEMKOW MOMOXeT yBuAeTb o6pa3oBa-
Hue gedekTa B pa3BUTUU.

R.4 ipyrue MHCTPYMEHTbI

R.4.1 Mukpockon, He3aBUCMMO OT TOFO0 CTEPEOMUKPOCKONMN, MOMAPU3ALNOHHbI MUKPOCKON WM MUKPOCKON ANA Bbl-
coKoTeMnepaTypHbIX MCC/lefoBaHU, ABMAETCA OYeHb BaXHbIM WHCTPYMEHTOM, MOMOralolWMUM CUCTEMATU3NpPOBaTb MOTEH-
uuasibHble NPUYMHBI OTKa3oB. OTperynMpoBaHHbIi CTBPEOMMKPOCXOJ. KOTOPbI npeAocTaBnsieT TPeXMepHbIi BUA. MOXeT
onpeAennuTb, BHYTPU UM BHe GapbepHOi cUCTEMbl A CTepunm3auum BO3HUKNUN AedieKkTbl, YTO MO3BOMMUT MPOABUHYTHLCA
B NOUCKe BUHOBHMKA. MONAPU3ALMOHHbLII MUKPOCKON BCKPbIBAeT HEBUAMMbIE HaNpsHXXeHUs1 B M/IaCTUKOBOW MneHke. 3Tu
HanpsHKeHUs1 MOXHO WCMOMIb30BaTh A/1A onpefesieHnUsl, HAaCKONMbKO MPOKONA pacTAHYN MJIeHKY U npojasun ee B onpepfe-
NIEHHOM HamnpasfieHMU. 3TO NMOMOXEeT pPasNUUUTL Takue BUAbl OTKa30B, KaK TpewHa npu u3rnbée, mctupaHve v MNPOKOI.
HakoHel, MuKpockon Ansi BbICOKOTEMMEpPaTYpPHbIX WUCC/eAOBaHUii AaeT BO3MOXHOCTb Pacn/aBUTb MONIMMEPHYIO MNEHKY
nog MuKpockonom. BHegpeHHble 4acTULibl MOXHO HarpeTb W ofnpegenvTb, SIBAAIOTCA /1A OHU TrefleM WU MOCTOPOHHUM
3arpsasHuTeneM nocpeAcTBOM HaGMoAeHUsA, NPU KakolW Temnepatype 3Ta 4yactuua pacnnaenserca. [ledekTbl pasmepom
MeHblUe paspelleHnss ONTUYECKOTro MUKpockona (MeHee 5 MX) MOXHO OLeHUTb, MUCMO/b3YA CKaHUPYIOWMIA 3NEKTPOHHBI
Mukpockon (SEM = COM).
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R.4.2 VimeeTcs 60nbluoe KONMYECTBO WUHCTPYMEHTOB AnAa uccnegoBaHnA NoMMepoB, KOTopble OCOGEHHO MNOJe3HbI
ANna onpeaesnieHnsa USMeHeHus niacrtmMmacc:

a) DSC = ACK: AuddepeHumanbHble ckaHupylowme kanopumerpbl unu ACK moryt o6ecneuntb AaHHbIMU O
TOUKax

pasmsAryeHuss U B [OMNOJIHEHME K NOMOLYM B OnpegeneHnmn, Kakme marepuanbl NPUCYTCTBYIOT, ONpeAennTb UX TOYKU
nnas-

JNIeHUA 1 OTKPLITb pas/Inynus B KPUCTaA/ITIMYHOCTU.

b) FTIR = UC-HMBO: NHpakpacHas cnekTpoMeTpus MOXeT onpeaennTb, Kakne MosnekynspHble OYHKLUOHAIb-
Hble rpynnbl UMEKTCA U. UCXOAA U3 3TOro, AaTb CBefleHUs O cocTaBe Martepuasia. CkaHbl HapyllEHHOro NosiHoro
BHYTpPEH-

Hero oTtpaxeHus (A.T.R.) noBepxHOCTU NOMOryT onpepenuTb MPUCYTCTBME HasieTa WUNU APYIUX KOHTaAaMWUHAHTOB.
KoTOpble

MOTyT NOB/IUATbL HAa NPOYHOCTL K/1I€€BOr0 COeAMHEHUA.

9] GC = TI'X: lasosas xpomaTtorpachma MOXeT npeAoCcTaBUTbL [AaHHble, KacalolMecss OCTaTOUYHbIX
pacTBopuTenei,

MOHOMEpPOB U NnacTudukaTtopos.

d) CyujecTByeT MHOXECTBO ApYyrux pusnyecknx MeTojos UCNbITaHUA, KOTOPble MOTYT OKa3aTbCA NOJEe3HbIMKN B
KOHKpPETHbIX 06CTOATEeNbCTBaX, BK/lOYasA M3MepeHWe MacChl, MUCMbITaHWA Ha a6GpasuBHbI W3HOC U UCTUpaHue,
onpege-

NleHne MAOTHOCTH, pPasMepoB, YCTa/IOCTU U pacTpecKuBaHus Npu u3rmée, U3MepeHne MPOYHOCTU, XECTKOCTHbIX
CBOWCTB,

agresum u npoHuuaemoctu. Hanbonee coBpeMeHHble naGopaTopHble UCMbITAHUA, KOTOPbIe MOTYT NOMOYb, BK/lOHAlOT
BbICOKO3(h(heKTUBHYIO XUAKOCTHYIO Xpomatorpacduio (HPLC = B3XKX). renbnpoHukatowyo (CMTOBYI0) XpomMaTorpa-
c¢omo (GPC = IMX). aToMHO-a6¢copOLUNOHHYI0 cnekTpockonuio (AAS = AAC). aTOMHO-3MUCCUOHHYIO CMEKTPOCKONUIO
(AES = A3C), macc-cnektpomMeTputio (MS = MC), aHanin3 ¢ nomoubio Oxe-MUKPO3oKAaA. 3NEKTPOHHYIO CMEeKTPOCKONUIo
ANs Xxumuyeckoro aHanusa (ESCA = 3CXA) n npocBeuynBaloLLylo 3/IeEKTPOHHYI0 cnekTpockonuto (TEM = M3M). NocTas-
LWMKN CbIpbEeBbIX MaTepuasioB MOTyT NOMO4Yb B BbIGOpe NOAXOAALMX METOA0B UCTbITAHUS.

R.4.3 OAVH 1¥3 nocnegHUX amMeTOAOB WCMbITAHUA», KOTOPbI/A OKa3asici Nofe3HbIM. — 3TO MOMbITKA BOCCO3AaTb
AediekT nocpeacTBOM MPOCTOV PY4YHOW MaHunynsuuu. STOT Knacc MCNbITaHWi npegnonaraeT nNpuMeHeHWe M36bITOYHOIO
ycunua B nonbiTKe BOcco3faHus Bupa gedekra. Yacto aHanutuyeckne fAaHHble MO MPOYHOCTU MaTepuanoB, NpoekTam
YNaKOBOYHbIX CUCTEM U B3aMMOAEACTBUSIM MOXHO MOJTYYUTb TOMIbKO MPW HENOCPEeACTBEHHOM HaGNIO4EHUN CUN U peakuuii
ynakoBkKu. MicnbiTaHnsA NPoOCToii MaHUNyNsALMeid MOryT nokasaTb Hanpas/feHNs, B KOTOPbIX Haf0 ABUraTbCA.

R.5 Mopaxopa K pewneHuto npo6nem
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Ecnu na6oparopHble MeToAbl UCCNef0BaHUA HE BCKPbIBAIOT UCTOYHUK NPOG/IEMbl, MOXET MOMOYb [OMNOMHUTENbHOE
paccnepoBaHue ¢ UCNO/b30BaHWEM G/I0K-CXeM NPOLEecCOoB, ayAUTOB NPOU3BOACTBEHHON MbIHMMW. NIAHMPOBaHUA 3Kcne-
PUMEHTOB. Anarpamm Vicukasbl. a TaKke nepeyHs Bcex BO3MOXHbIX NepeMeHHbIX. Bo3BpaujeHne K gokymeHTy FMEA
(cm. npunoxenune K) ansa aHannsa BO3MOXHbIX MICTOYHUKOB OLUINGKM TaKkKe ABNSAETCA XopoLwuM nogxogom. Kpome Toro,
TWaTeNbHbI aHaNnU3, 4TO MOF/1I0 M3MEHUTBLCA UM B YEM OT/INYKE OT APYrMX NPOLLeAIMX Ba/IUAALMIO YNaKOBOUYHbIX CU-
cTeM. MOXeT faTb HanpaB/ieHne 415 C/eAyoLero wara K pelueHuto npo6nemMbl. Bce atanbl TO4HOro U NPELU3NOHHOTO
onucaHusA Npo6aemMbl, CGOpP MMEIOLUXCA AaHHbIX U aeHTUdUKaLms, UCnbiTaHNe BO3MOXHbIX KOPEHHbIX NPUYKH C Nocre-
AYIOLWMM onpegesieHeM 1 Bepuukalmeid pelieHms siBNATCA KPUTUUHBIMU. VITak, BAXXKHO NPOBECTM NOATBepXAaloLiee
uccnegoBaHue ¢ BOCCO3gaHueM Npo6embl, BbINOSTHEHMEM KOPPEKTUPYIOLLEro AelicTBUS, a 3aTeM UCNbITAHUIA AN ycTpa-
HeHUs npo6nembl.lMpunoxeHue S
(cnpaBouHoe)

Mpouecc U3roToBMEeHUs YNaKoOBKU U NPOEKTUPOBaHWE YNakoBOYHON CUCTEMBI.
OueHKa ocyLLIeCTBUMOCTU. PyKOBOACTBO /17151 MPOMbILLSIEHHbIX NPeAnpuUsTHii

5.1 OLeHKa OCyLLeCTBUMOCTU HAYa/TbHOTO M NOTHOMAaCLITaGHOro NPON3BOACTBEHHOTO NpoLecca
ynakoBbIBaHUs
OLEeHMBAIOT OCYLLECTBUMOCTb Haya/IbHOTO W MOJIHOMACLITaGHOro MPOM3BOACTBEHHOIO Mpolecca YnakoBbiBaHUA
ANA TUNa YNakoBOYHOW cucTeMbl, BbiGpaHHOrO B 4.4.2.1 u 4.4.2.2. TunuyHble NpoGsieMbl onucaHbl Hke. Ha AaHHbIA
MOMEHT MOXHO TaKKe MCMNoNb30BaTb MOAPAAYUKA ANA YNakoBblBaHUA. [N pyKoBOACTBA MO MCMO/bL30BAHUIO CTOPOHHEro
ynakoeuika cm. npunoxexHue P.
5.1.1 MnaHupyembIiii 06bem
B nepBylo ouyepeab 3a cyeT CTOMMOCTM OGOPYAOBaHUA U3AENUA MeHbLlero o6beMa O6GbI4YHO ynaKoBbIBalOT B npeg*
BaputenbHO cPOPMUpPOBaHHblE GapbepHble CUCTeMbl ANA CTEpUNU3aUUKn, a MeAULUHCKUE U3[eNnusl ov4eHb GONbLIOro o6b-
eMa 4acTO ynakoBbIBalOT C MOMOLLbLIO MpoLecca 3ak/fenBaHUs 3anosiHeHHO! ¢opmbl. McknoueHWe COCTaBAAIOT cryyau,
ecnn oGopyaoBaHWe nNpeAHasHa4yeHO AN CKAeuMBaHWA 3anosiHeHHbIX ¢hopm. Ecnm cyliectByer oGopyaoBaHue Ans cxie-
MeaHus. paccuyMTaHHOe Ha 60nbLIO 06 beM Usgenus, cM. npunoxeHue O.
S 1.2 Hanuune o6opypaoBaHka/nepcoHana
Ecnun yxe cylecTtByeT ynakoBo4yHasi JIMHWS, OLEHUBAIOT €e BO3MOXHOCTM a OTHOLWEHMU M1aHupyemMoro oobema
usgenus.
5.1.3 PyKoBOACTBO NO OCHOBHbLIM CpeAcTBam
Ecnn nmeeTtca ynakoBOYHas JIMHUA, pacCYMTaHHas Ha MNJaHMPyeMblii 06bemM MeAULMHCKOro Wusfenus, paccyuTbl-
BaloT 3aTparbl Ha OOyyeHMe nepcoHasna, 3aKynky HOBbIX WHCTPYMEHTOB M Balnjauuio 3TOl YNaKoBOYHOW cuctembl. Ecnu
TpeGyeTcs HoBasi NMUHUA, BbIYUCAIOT 3aTpaTbl Ha HOBOe OGOpyAOBaHME C YY4eTOM [AOMNOJIHUTE/NIbHbIX MoTpeGHocTell (Ha-
npuMmep. NPOCTPaHCTBO, 3/IEKTPUYECTBO, CKaTb» BO3AYX), NepCcOHasa U ero NoAroToOBKW, a TaKke Ha BaluAauuio ynako-
BOYHOII IMHUU N JaHHOW KOHKPETHOW YNaKOBOYHOW CUCTEMBI.
5.1.4 O6Lan CTOUMOCTb YNaKOBOYHOII CUCTEMbI
MHorpga nonesHo cHauyana onpegenutb npouecc (cMm. 4.5.2). CymMupyioT:

a) 3aTpaTbl Ha KOMMOHEHTbI, BK/OYaA npejnosaraeMble OTXOAbl, OGpasylolWuecas B XoAae Mpouecca
CK/leuBaHuA:

b) 3aTpaTbl Ha  /pou3BOACTBO/CK/IEMBaHWE. BK/lOHaA  HadyaslbHOe  o6GopyAoBaHME U TeKylue
(skcnnyaTauMoHHbIe)

pacxoabli:

c)npsiMble 3aTpaTtbl Ha onsaty Tpyaa:

d) 3aTpaThbl Ha o6ecneveHne KauecrB3/MHXXeHEepPHbIi WTar n Apyroi 06¢nyXxmBaloLunii nepcoHan:

e) 3aTparbl Ha AONO/HUTENIbHOE 3TUKETUPOBAHUE U MAaPKUPOBKY:

fysaTpaTbl Ha 3alWUTHYI0 YyNakoBKY, KOTopasA TpeGyeTcA A/ onpegeNieHHOro Tuna 6apbepHoii cucTeMbl Anst cTepu-
nusauyuu. pacnpegesieHHble MO eAMHULLAM Ha BTOPUMUYHYIO YMAKOBKY: WAM 3aTpaTbl Ha [AONO/HUTENbHOE
ynakoBbiBaHue:
A) 3aTpaTbl HAa CTEPUNM3aLMIO Ha GapbepHY cUCTeMy A/ CTepunusauum.
CuuTaloT, YTO pasnnuHble 06bemMbl UMM KOH(Urypauum ynakoBOUHbLIX CUCTEM MOFYT COOTBETCTBOBaTb Pas/fIUUHbIM
CTerneHsIM 3arpy3ku B NpoLecce CTepunusauum.

S.2 OueHKa OCyLeCcTBUMOCTU NMPOEKTa YNaKOBOYHOW CUCTEMbI
OLEeHUBAIOT OCYLLECTBMMOCTb BblGpaHHOI 8 4.4 ynakoBOUYHOIi cuctembl. TUNUMUHbIE NPOG/IEMbI NepeuncrieHbl HUXe.

MpumeyaHne — OcylEeCTBUMOCTL He BXOAUT B Tpe6oBaHus WUCO 11607-1 wnu WUCO 11607-2. [aHHbI pas-
Aen Ucnonb3yeTcs A8 OLLEHKN OCYLLLeCTBMMOCTM YNaKOBOYHOW CUCTEMbI.

5.2.1 OueHKa OCYLLEeCTBMMOCTU NPOEKTa YNaKOBOYHOW CUCTEMbI
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5.2.1.13T0 TexHU4Yeckas OLEHKa, B XoAe KOTOpOoii BCA YyNakoBOuHasi cucTema B Le/ioM (BO3MOXHO, TO/IbKO OMbIT-
Hblii 0o6paseL, Ha 3TOM 3Tane) nogsepraloTcs PU3NUYECKUM U KIMMATUUYECKUM HaNpPsHKeHUsM U aHaNM3y UCMbITaHWIA

nocne
NpUIoXKeHUs: HanpshkeHuii. Pe3ynbraTbl aTUX UCMbITaHWI ONpPeAensitoT, CTOUT /I OCYLECTBNATbL NpPeacTaB/eHHbIi
NPOEKT.

5.2.1.2 B UCNbITaHUAX NMOC/IE NPUIOXKEHUs! HanpsXXeHUii 06bIYHO OLEHMBALOT:

a) COCTOSIHME YNaKOBKU, 3TUKETOK U MApKUPOBKM 3aLUTHOI YNaKOBKU:

b) COXpaHeHue U 3awWuTy MeAULMHCKOro U3fAenns CO CTOPOHblI 6apbepHoii cucTembl AnA cTepunusauuu, B
KOTOpOWi

u3penue cofepXuTcs, oT husmuecKux NoBpPeXAeHWiA:

C)BO3MOXHble (Pu3nyeckme B3auMoAeincTBuA Mexay 6apbepHoii CMCTEMOI 1 ee COAEPKMMbIM:

d) coxpaHeHue 6apbepHOii CTEPU/IbHOW CUCTEMOI CBOEIro MMKPOGHOTo 6apbepa.

5.2.1.3MNocKonbKy 3TOT 3Tan 3a4yacTyio He ABMSAETCA MOo/IHOMacluTaGHOlM Banupauueil, CM. pyKoBOACTBO B MpPUIO-
XeHun | o pa3paGoTKe NPOTOKO/MA BaNMAaLnn KOHeUHOW (CTePUIbHOI) YNakoBOUYHOW CUCTEMBI.

S.2.2 MnaH nccnefoBaHNA BO3MOXHOCTU NPUMEHEHUS CMPOEKTUPOBAHHOI YNaKOBOYHOW CUCTEMbI

5221 Wcnonb3yloT AOKYMEHTMPOBaHHbIA MNaH, paspaGoTaHHbIi HA OCHOBE MpPOLUeALIMX BaivMgauuio MeTofoB
MCNbITaHUsA, TEXHUYECKUX YC/IOBUii, PYKOBOACTB M npakTuyeckoro onbita (MCO 11607-1:2006. noagnyHKT 6.3.2). Cm.
npu-

noxeHue A ANA fononHUTeNbHOW MHgopMauum No MeToAam UCNbITaHWUIA.

5.2.2.2MnaH ucnbiTaHWii BKIOYaeT KpUTEPUM «npoiigeHo/He npoiigeHo».

5.2.2.3UcnbiTaHns GapbepHoii cucTemMbl ANA CTepuIusauun NPoBOAAT Ha oGpasuax, OTOOpPaHHbIX C y4eTOM Hau-
XYALWNX AO0NYCTUMbIX BapMaHTOB, NpeaycMoTpeHHbIX B 4.6.3 (MCO 11607-1:2006. noanyHKT 6.3.4).

5.2.2.406pa3ubl nogsepraloT (U3NYECKUM WU  AUHAMUYECKMM W K/IMMaTUYECKUM HanpsiKeHUAM, KoTopble
VMUTUPYIOT OXUAaemMble HanpsHKeEHUSA B YC/IOBUSIX pacnpegesieHus, o6palweHusa n xpaHeHus (MCO 11607-1:2006. noa-
MYHKT 6.3.5).

5.2.30npepeneHne ocywecTBMMOCTU METOAO0M HanXyALlero ciyyas

MNpumeuaHme —  [lONOMHUTENIbBHOE  PYKOBOACTBO MO  OMpeAeneHuo  MEeTOAOM  HauxyAawero  ciydasi
CM. B NPUIOXeHUM H.

Ans nopTBepXAeHWs AOCTOBEPHOCTM OLIEHKM OCYLLEeCTBMMOCTU ONpeAesnsioT YC/IOBUS Hauxygliero AonycTuMoro
BapuaHTa WM YC/NOBUA, KOTOpble B AaHHOM MeCcTe CUMTAlOTCS HauXyALWUM BapuaHTOM A/ psiga (hakTopoB, OTHOCALUXCA
K yNaKoBOYHOI cucteme. Croga BXogaT (HO 3TUM He orpaHUuUnBaeTcs}:

a) NPov3BOACTBO GapbLEPHOI cucTeMbI A1 CTepUn3auum (napameTpbl CK/IEMBAHUA U T. A4.);

b) cTepunusauua (napaMeTpbl, UTC/I0 LUKIOB U T. N.). He TpebyeTca AnA o6pasLoB, KOTOpble CTEPUIU3YIOT ANs
nepBOHaYa/IbHOI OLLEHKMU OCYLLLeCTBUMOCTU:

c) KOHdMrypaums ynakoBOYHOW cucteT. 3pecb TpeGyeTcs MOHMMaHWe, Kak MeAMUMHCKOe uspaenue oGyaet
npopaa-

BaTbCs. KakaA OyfeT eAuHULA NPOAAXU M eAUHMLA UCNbITAaHUA. O4HO U TO Xe MeAULUHCKOoe usgernive MoOXeT GbiTb
npo-

[AHO a pas/IMYHbIX KOH(hUrypauusax ynakoBOYHOW cucTeMbl. Hanpumep, ero MOXHO npogaTtb KaK oOTAes/ibHOe
Me[ULUHCKoe

nsgenve B 6apbepHoii cucteMe A/ CTepuiMsalum ¢ 3aluTHOW YNakoBKOW B KOPOGKe ¢ HeOGX0AMMbIMU 3TUKETKaMu
n

MapKMpoBKoii. Ero MOXHO Takke npofarb B KOPo6Ke Ha 12 wr.. 12 6apbepHbIX CUCTEM C 3alMTHOI YyNaKoBKOii e oT-
AenbHoli Kopo6Ke ¢ HeOGXOAUMbIMM 3TUKETKAMU U MapKUPOBKOIA. Ero MOXHO Takke NpogaTtb Kak 50 6apbepHbIX

cuctem

C 3alUTHOI ynaKkoBKOW B OTAe/bHOM KOpoGKe cO BCeMU HEOGXOAVMBbIMU 3TUKETKaMU U MapkupoBKoii. Ewe moryT
ObITb

eAVHULbI A4NA NPOAAXM pa3mMepa nasera:

d) KOH(purypauus otrpy3ku. Heo6xoaMMo NOHMMaTb, KakK YMNakoBOYHas cuctema OGyaeT OTNpPaBAATbLCSA
3aKa3umky

(noTpe6uTento) n GyaeT N1 OHa NepeynakoBbIBaTLCS BO BPeMsi 3aKka3aHHOTo NoTpeGuTesieM npouecca 3ano/iHeHus:

e) ycnoBusl pacnpepeneHus. 3gecb TpedyeTcsl NOHUMaHWe, Kak ynakoBoYHas cucteMa GyAeT oTnpaBnsTbCs 3a-

Ka3uuKy (notpeduresnto).

5.2.4CTtaTyc ynakoBOYHOI cUCTeMbI «npoLia/He npoLuia» UCnbITaHUA

5.2.4.1 Tocne 3aBeplieHUss CO34aHUA HaNpPsHKEHUI ANA YNaX0eO4YHOW cMcTeMbl HEOGXOAMMO onpeferbiTh Bbigep-
Xana oHa UX U He BblAepxana.

5.2.4.2YnakoBoyHass cucTeMa npollna MUCNbITaHUs OCYLEeCTBUMOCTU, €C/U YAO0BMeTBOpPAET BCEM KpuTepusam
«npoiieHo/He NpoiifeHo», yCTaHOB/IEHHbIM B f/1aHe NMPOBEPKM OCYLLEeCTBUMOCTU CNPOEKTUPOBAHHOI YNaKoBOYHOM
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cu-

cteMmbl. Takum o06Gpa3oM coO3JaeTcA YBEPEeHHOCTb, 4TO CNpPoOeKTUpoBaHHas cuctema 6yaeT paGoTtatb U

hyHKUMOHMpOBaTh

no HasHayeHulo. HauMHaloT NOAroTOBKY K Basingauumn ynaKOBOHHOVI CUCTeMbl, 06bIYHO U3rOTOBJ/IEHHOI C nomMoubro

npo-

weAlero sasiMgaLlmio TexHonornyeckoro npowecca (cm. 4.7).

5.2.4.3Ecnn ynakoBo4yHas cucTeMa He BbINOJIHAET BCe KPUTepuW, ycTaHOB/EHHbIE B N/aHe, TO onpeAensior Buabl
OTKa3oB U paccriiegyloT UX NpuYnHbl. BbINONHAIOT KOppekTupylowme aeiicteua. OHM MOTyT BK/O4YaTb NepecmoTtp
KOHLen-

UMM yNnakoBOYHOW CUCTEMbl U NOBTOPHOE OmnpefesieHne ocyliecTBMMOCTU. PyKOBOACTBO No onpeAeneHnio BuaoB
OTKa3oB
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