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BBeneHue

CTepunbHOCTL COAEPXKUMOr0o ynakoBkn — BapbepHas cuctema Ans crepunusauuu (40 BCKPbITUA ee
ANns npUMeHeHns nagenus) Tpebyet NnoaTBEPKAEHUA HapsAY € AEMOHCTPAaLMeR acenTuku.

BapbepHasa cuctema ans ctepunusauum B 3aBUCUMOCTM OT YCrioBuin 06paboTku, pacnpeaeneHns unu
XpaHeHUs MOXeT 00ecneyYnTb afekBaTHYIO 3aLUTy ANs CTEPUNbLHOrO MeaMUMHCKOro usgenus. B Tex obcro-
ATENbCTBAX, KOrga ynakoBaHHOE U CTEPUIIM30BAHHOE U3fenve noaBepraeTcs NOBTOPHON 00paboTke, MOXET
notpeboBarbCs, Hapsay ¢ GapbepHO CUCTEMON ANA cTepunu3aummn, AONONHUTENbHAA 3alUMTHAsA ynakoBka,
4YTOObI CO3aTb YNAKOBOYHYIO CUCTEMY.

Kaykmoe yupexaeHne 10MmKHO OLIEHUTb ShMEKTUBHOCTL KaXkaoi 6apbepHO CUCTEMbI ANS CTepunusa-
LMW UMM YNAKOBOYHOI CUCTEMBI, Npexae Yem BblGOp OCTAHOBUTCA UMEHHO Ha Heli, YyToObl 06ecneunTb Bbi-
MOMHeHWe YCNoBMWii ANa CTepunusauumn, XpaHeHus u obpallenusn. Kaxaoe yypexgeHue, kotopoe paboraer
CO CTEPUSIbHBIMU U3AENUAMU, AOSHKHO UMETb JOKYMEHTaNbHO OPOPMIEHHBIN NnaH oBy4eHnsa no Bonpocam
XpaHeHus, obpaLLeHns 1 TPaHCNOPTUPOBAHWA CTEPUIIbHBIX U3AENUIA.

CyLLeCTBYIOT permoHarsbHble pasnuyuns B CUCTEMaxX MEHEMKMEHTa KadecTBa W Apyrue TpeboBaHus,
KOTOpble MOTYT BKMOYaTb PasfuyHble MoaxoAdbl K YNPaBMeHUIO TPyAOBbIMM pecypcamu. B niobom cnyyae
npoLiecc 0CHOBATENbLHON NOArOTOBKM ABMAETCS KIOYEBbIM 3MEMEHTOM, W OpraHu3auus AomkHa 00ecneynTb
03HaKOMIEeHWe CBOEro NepcoHana ¢ yMeCTHOCTbIO U BaXKHOCTbIO MX AEATENIbHOCTU MO YNAaKOBbIBAHUIO U CTE-
punusaumm B OTHOLLIEHUM BE30MacHOCTU NaUneHTa.

NCO 11607-1 yctaHaBnuBaet TpeboBaHWA K YNaKOBOYHbIM MaTepuanam, 6apbepHbiM cuctemam Ans
cTepunu3auum u ynakoBo4HbIM CUCTEMAM, BKIIOYAA aTTECTaLMI0 KOHCTPYKLIMKU YNAKOBOYHOW CUCTEMbI U OLIEH-
Ky 3TOW KOHCTpYKUMu, NCO 11607-2 yctaHaBnueaet TpeboBaHusa K Banuaaumm npouecca ynakosbiBaHus. Oba
3TUX OOKYMEHTA NPEeACTaBnAlT cTaHfapThl HA obecneyeHne 3alnTbl MEAULMHCKUX W34 ENnnin, BOSMOXXHOCTH
cTepunu3auum, nogaepxaHus LUeNnoCTHOCTM CTEPUIIBHOW YNAKOBKK U AEMOHCTpaLuuM acentuku. Obnacrb npu-
MEHEHUS KaXKgoro u3 aTUx CTaHAapTOB PacnpOCTPAHAETCA HA YUPEXIEHNUA 34 PABOOXPAHEHUS N YUPEXOEHUSA,
rae MeauuMHCKUe usgenus ynakoBbIBaKT U CTEPUNM3YIOT. HeoBxoanmMo npusHaTh, YTo 06CTOATENBCTBA NPU-
MEHEHUs1 3TUX CTaHaapToB OyayT OTNMYaTLCs, €CNKU U3AENUs UCNOMb3YIOTCA B YYPEXAESHUU 3paBOOXPaHe-
HUS, OT 0OCTOATENLCTB, ECNM OHU UCMOMNB3YIOTCA U3rOTOBUTENEM MEAULMHCKUX U3genuit unu nepepadarbisa-
IOLLUM NpeanpUATUEM.

YcnoBus CNONb30BaHUA AHHOTO PYKOBOACTBA B 3HAYUTENBLHON CTENEHW 3aBUCUT OT CTPaHbl UCMNOMbL30-
BaHudA. MCO 11607-1, UCO 11607-2 n gaHHOE PYKOBOACTBO AAIOT PYKOBOAALUME YKA3aHUA NO UX NPUMEHEHWUIO,
npu YCIOBKUM NOSICHEHWSA CONYTCTBYIOLLETO OKPY>KEHUSI U pErnaMeHTHbIX OrpaHuyYeHUuit. B HEKOTOPLIX pernoHax
MUpa COOTBETCTBUE YYpeXxAeHus 3apaBooxpaHeHusi ctaHaaptam cepun UCO 11607 aBnsaerca TpeGoBaHu-
€M PEernoHanbLHOro UNM HaUMOHAamNbLHOrO pernaMeHTa, B HEKOTOpbIX permoHax cepua NCO 11607 cuutaerca
PYKOBOACTBOM ANl yUpeXAeHUi 3apaBooxpaHeHusi. Hanpumep, NpM3HaHO, YTO B ONpeAeneHHbIX panoHax
Unn nognagarLmx noj AeWCTBME pernameHTa 30Hax MOXHO NPOAEMOHCTPUMPOBATh COOTBETCTBUE CTaHAAPTY
NCO 11607-1 B otnnumne ot cooteetcTeua UCO 11607-2, koTopbliii TpebyeT Banuaaumm npouecca nosnb3osa-
TeneM. B apyrux pernoHax, Tam, rae coorsercreue obonm craHgaprtam — UCO 11607-1 u UCO 11607-2 —
ABNAETCA TpeOoBaHMEM HALMOHANBLHOTO PErnaMeHTa, AaHHbIW JOKYMEHT NPeaOoCTaBUT Takke PyKOBOACTBO
no BLINOMHEHUIO Banuaauuu. Pasgen 3 AaHHOIO AOKYMEHTa NPUMEHUM K YYPEXIEHUAM 34PaBOOXPaHEHNs, a
pasaen 4 NpMMEHUM K NPOMbILLNEHHOCTU. [JONONHUTENBHOE PYKOBOACTBO AAETCA B NPUNOXEHNAX A—S, KOTO-
pbleé MOXXHO NPUMEHUTDb, KaK YKa3aHo, K y4pexxaeHusiM 3paBoOXpaHeHUs /U NPOMbILLNEHHOCTH.

B Espone UCO 11607-1 obner4aeT u3rotoBUTENsIM NPOBEAEHNE OLIEHKU COOTBETCTBUS U NPEAHA3HAYEH
M UCMOMNb3YETCA KaK MHCTPYMEHT ANnA AEMOHCTPaLMM COOTBETCTBUSI CYLLIECTBEHHBIM TPEBOBaAHMAM AUPEKTUBDI
no MeanLMHCKUM n3aenuamM. COOTBETCTBME CTaHAAPTY BCeraa ABnsaeTcs J0OPOBONbHbIM.

Ha momeHT nyGnukauum AAHHOTO AOKYMEHTAa Ha roriocoBaHue ObinMu MOCTaBMEHbl W3MEHEHUA K
NCO 11607-1 u NCO 11607-2. laHHOE pyKOBOACTBO YK€ YUUTLIBAET NEPECMOTPEHHBIE BEPCUM, MOHUMASRA, YTO
Hymepauus KOHKPETHbIX CCbINOK MOXET ObITb U3MeHeHa. Mpunoxenue B UCO 11607-1 Ha MeToAbl UCNbITAHWIA
NPOLLAO TEXHUYECKNI NEPECMOTP U [OMKHO YYUTHLIBATLCA MO MEPE FOTOBHOCTH.
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON GEQLEPALUMN

YMNAKOBKA Ansi MEAULIMHCKUX U3AENUN,
noanexAawnx oHNWHOWU CTEPUNTU3ALINN

PykxoBoacTeo no npumeHenuto UCO 11607-1 u UCO 11607-2

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

Dara BBepeHna — 2019—01—01

1 O6nacTtb NpUMeHeHnA

[laHHble TEXHUYECKWe YCnoBUSA NPeACcTaBnsAioT PyKOBOACTBO NO NPUMEHeHuo TpeboBaHuii cTaHaapToB
NCO 11607-1 u UCO 11607-2. JaHHbIN AOKYMEHT HE AOMNOMHAET U HE U3MEHAET KAKUM-NTMOO UHbLIM 06pa3oM
TpeboBanua craHpapros UCO 11607-1 nunu NCO 11607-2. DTOT AOKYMEHT SAABNSIETCA CNPABOYHLIM, & HE
HopMaTuBHbIM. OH He BKMIOYaeT TpeboBaHus, KoTopble HeoBxoauMo 6paTb 3a OCHOBY NPU OCYLLUECTBREHUN
KOHTPOMA PErynupyiowmumM opraHoM unu Npu aTTeCTaumoHHON OLEHKe.

3TO pPyKOBOACTBO MOXHO MCNOMbL30BaThb ANA nAydwero noHuManus tpebosanHui UCO 11607-1 u/mnu
NCO 11607-2, OHO TaKke UNMIOCTPUPYET pAa METOA0B M NOAXOA0B, UCMONb3YIOWNXCA ANA YA0BNETBOPEHUA
TpeboBaHuUi 3TUX CTaHAapTOB. [pK 9TOM AaHHbIN JOKYMEHT He TpebyeTcs MCNONb30BaThb AN AEMOHCTpaLun
cooTBercTBus craHaapram NCO 11607-1 n UCO 11607-2.

PykoBoasiLuue ykasaHusa farotca Ans OLEHMBaHWUs, BbIOOpa U MCMONb30BAHUA YNAKOBOYHbIX Marepua-
noB, npeaBapuTeENbHO CHOPMUPOBAHHBLIX BapbePHbIX CUCTEM AN cTepunuaauuu, GapbepHbIX cucTem ansi
CTepUnM3aLmm 1 ynakoBOYHbIX cUCTEM. Takke AaeTca PyKOBOACTBO NO TpebOBaHMAM BanuaaLmm npoLeccos
hOpPMUPOBAHUSA, CKIEMBAHUS U COOPKU.

HacrosiLme TexHu4eckue ycrnoBus NpefoCcTaBnsalT MHpopMaumio Ans YYpExaeHuin 34paBooXpaHeHus
(cm. pasgen 3) u npou3BOACTBA MEAMLMHCKUX U3Zenun (cM. pasgen 4).

B fOKyMeHTe OTCYTCTBYIOT YKa3aHMsl N0 NPUMEHEHMIO YNIAaKOBOYHLIX MaTepuanos U 6apbepHbIX CUCTEM
Ans crepunusaumun. Ha npumeHeHUe ynakoBbIBAHUS ANSI UHbIX Lenei, Takux Kak «CTEPUIIbHOE None» unm
TPaHCNOPTUPOBaHUE 3arpsA3HEHHbIX U3aenuii, paspabaTbiBalTCs Apyrue cTaHaapTbl.

2 TepMuHbI U onpeaeneHus

B HacTosALeM cTaHgapTe npuMeHeHbl TepMuHbl o MCO 11607-1 u MICO 11607-2, a Takke cneayoLiue
TEPMUHbI C COOTBETCTBYIOLLUMMU ONPEAENEHUAMMU:

2.1 ynakoBo4Has cuctema (packaging system): CouetaHue 6apbepHbIX CUCTEM ANs CTepuUnmaauumu
(cuctembl 3aLnTbl CTEPUIBHOCTHU) U 3aLUMTHON YNAaKOBKMK.

MpumMmevyaHne — YnakoBoyHas cuUcCTeMa BKITHOHAET GapbepHyto cucTeMy NS CTEpUM3aLmnn 1 3alyuTHYy yna-
KOBKy. B To e BpeMsi, ecnu GapbepHan cucTemMa ANA CTEPUNM3aLUK 3alumLLaeT MeaULMHCKoe usgenuve, obneryaet acen-
TUYeECKOe N3BMeYeHNne (CoaepXKUMOro) M AoCTaTOMHO HaAeXHa, YTOOkl He TpeboBaTh [ONONHUTENBHON 3aLLUTHOR Yakos-
KW, 3Ta cucTeMa Takxe BbINOMHAET TpeboBaHWs ynakoBOYHOW cucTeMbl. 3allMTHasA ynakoBka WHorga He TpebyeTcs, B TO
Xe BpeMs BO BCEX criydasx HeoBxoaumMo obecneynTb acenTuieckuii cnocob BCKpbITUA/M3BNEYEHNS (M30enus).

2.2 sawumTHaA ynakoBka (protective packaging): KomOuHauua marepuanos, npegHasHayeHHas Ans
npeaoTBpaLleHns NoBpexaeHus GapbepHoi CUCTEMbI AN CTEpUNMU3aLMn U ee Cogepxumoro, B coope Ao
MOMEHTa UCMOSIb30BaHUS.

M3paHue ojpuumansHoe
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Mpumevyanune 1 — HaunoHanbHblE UM perMoHanbHbLIE pernaMeHTbl MOryT TpeboBaTb UCNONL30BaHKUA 3a-
LMTHOW YNakoBKkK, 4ToObl n3bexaTb NOTEHUUaNbHOA KOHTaMUHALMK OKpYyXKatoLLen cpeabl B XUPYprn. 3TN pernameHThl
MOryT Takke notTpeboBaTb yAaneHWa 3aWyUTHOW YNakoBKU Nepes BBOAOM 6apbepHON cUCTEMBI ANA CTepUnu3aLun B Xu-
pyprudeckoe none.

NMpuMmevyaHue 2 — 3awuTHan ynakoBKa 3alymuyaeT Gapbep CTEPUNBHOCTU U cogepXumoe. MpuMepbl BKNto-
4aloT NblNesalyuTHY 06onNoHKy, KOpoBKy, NOTOK AN TPaHCNOPTUPOBaHMSI.

2.3 6apbepHaa cuctema ana crepwnmsauum (CBC) cuctembl 3amuTbl CTepuUnbHOCTU (Sterile
barrier system SBS): MuHumanbHasa ynakoBka, KOTopas 3alumuiaer oT NPOHUKHOBEHNSA MUKPOOPraHU3MoB U
NO3BONSAET M3BMEYb NPOAYKT aCenTUYeCKUM CnocoboM B MOMEHT UCNONb30OBaHUS.

2.4 npegBaputenbHo copmupoBaHHasa GapbepHas cuctema ans crepunusauumn (preformed
sterile barrier system): BapbepHas cuctema ansi CTepunu3anmm, KoTopasi NOCTaBMSETCA YaCTUYHO COBpaHHON
ANA HaMNOSHEHUS U OKOHYATENbHOIO 3aKPbITUA UIKU CKITENBAHUS.

Mpumep — Cauwe, 6yMaxHble Nakembl, OMKPbIMbIe KOHMeLliHepbl MHO20KPamHO20 UC0/1b308aHUS.

MpumevyaHune — lpeaBapuTenbHO chopMUPOBaHHbIE BapbepHble CUCTEMBI ANS CTEPUNU3aLMUN CyLLIECTBYIOT
B GonblloM pasHoobpasun dopM. MprMepel, NPUBEAEHHbLIE BhILLE, HE MPETEHAYIOT Ha MOSHOTY.

3 PykoBOACTBO ANA OGHLEKTOB 34paBOOXpPaHEeHUsA

BHUMAHMWE! UsroToBuTtesnib ynakoBOYHOro marepuana u/wnu MeauuuHCKOro usgenus OOMKeH
npeAcTaBATbL B NMCbMEHHON (POPMEe MHCTPYKLUU NO NPUMEHEHUIO C PEKOMeHAALMAMU NO CTepunu3sa-
UMM 1 nocneayroiemMy noaaepXaHmio CTepuIibHOCTH 6apbepPHON CUCTEMbI ANA cTepunusauuu.

3.1 MeToabl ucnbiTaHUA

PykoBoacTteo no TpeGoBaHUAM, NpeabaBiseMbiM K METOA4AM UCTILITAHWUIA, onucaHHbiM B UCO 11607-1 n
NCO 11607-2, npeacTaBneHo B NPUNOXEHUAX JAHHOMO JOKYMEHTA.

3.2 PykoBoACTBO NO COOTBETCTBUIO TpeGoBaHuam NCO 11607-1

3.2.1 OGuee pykOBOACTBO NO MaTepuanam, npeasapurtenbHo ¢chopMUPOBAHHBLIM B 6apbepHYIO
cucTeMy Ans cTepunusauum, u 6apbepHbIM cUCTEMAM ANA CTepunusauumn

3.2.1.1 MpeaBaputenbHo chopMUpOBaHHbIE BapbepHble CUCTEMbI ANA CTEpUnU3aumm, cnegyert oueHu-
BaTb A0 NOKYMKU M UCNONBL30BaHuSA. [M0STOMY MOCTABLUMKY CNeayeT pacCMOTPETb NpeaCTaBNeHne 3aaBneHns
0 COOTBETCTBMM NpUMEHUMbIM paszgenam MCO 11607-1 ans npuobperaembix Matepuanos u/vnu npeaea-
puTenbHO chopmMmUpPOBaHHbIX BapbepHbIX CUCTEM Ans cTepunu3auuu. Mpexae Yem BBOAUTbL HeEOOXoauMbIEe
KOMMOHEHTbI (HanpuMep, APIbIKK, NEeHTbI, NOANIOXKKU NOTKOB) B NPOU3BOACTBO NOMb3OBATENAM, Cneayer noa-
TBEPAUTb, YTO 3TU KOMMOHEHTbI NPUIOAHbLI ANS UCMONb30BAHUS B AAHHBIX KOHKPETHBIX CRy4asax U YCRoBUAX
NPUMEHEHNS.

3.2.1.2 OCHOBHbIE KOHUENUUKN, NPUMEHSIEMbIE KO BCEM YNMaKOBOYHbLIM MaTtepuanam U KOMNOHEHTaM,
BKIIOYAIOT crneaytoLlee:

Q) OHM AOSMKHbI ObITb U3rOTOBMEHBI U3 U3BECTHBIX U MPOCTIEXMBAEMbIX MATEPUANOB C MOMOLLILIO TEXHONMO-
Ui, cOOTBETCTBYIOWMX TpeboBaHuaMm NCO 11607-1 (cm. UICO 11607-1:2006, noanyHkTbl 5.1.3—5.1.5);

b) OHM AOMXKHbI BbITb HETOKCUYHBIMM, CM. NoapobHO npunoxeHue A, A.3.3 (MCO 11607-1:2006, noa-
NyHKT 5.1.6).

NMpumevyanune 1 — Ecnu GapbepHaa cucTema Ansi CTEPUNN3ALIMM NN OTHOCALUMECS K HEel KOMMNOHEHTHI CO-
JepXaT HaTypanbHbIi naTekc, To GapbepHas cucTema Ana CTepunmaaLmm JomkHa cHabXaTbCca 3TUKETKON, yKasbiBatoLeh
Ha cogepXaHue HaTypanbHOro narekca;

C) AOSMKHO UMETbCH AOKYMEHTanbHOEe CBUAETENbLCTBO, NOATBEPXKAAIOLWEEe, YTO OHM NPEeaoTBpaLlaloT
NMPOHUKHOBEHWE MUKPOBOB, C AEMOHCTPALMEN B YCNOBUSIX UCMbITAHUA, YYUTLIBAA NPOLIECC CTepunusauum,
obpalleHue, pacnpeaeneHue, TpaHCNOPTUPOBaHUE U xpaHeHue (cM. NCO 11607-1:2006, noanyHKT 5.1.6 n
NyHKT 5.2);

d) oHu pgomkHbl 0GnagaTtb NPOAEMOHCTPUMPOBAHHON CMNOCOOGHOCTLIO COOTBETCTBOBATL TpebyloLmMmcs
u3nyecKkum CBONCTBAM ANSA MAaTEPUAnoB U 3aKpbITUI (HAanpuMep, Macca U CopT, LUMPUHA U MPOYHOCTL Kiee-
BOTO COENHEHWS), YCTOMYUBOCTLIO K paspbiBam U Npokonam, obecneynTs NNaBHOE U paBHOMEPHOE BCKPbITUE
unu cHaTue obonoukn 6e3 otaupanus cnoes (cm. UCO 11607-1:2006, nognyHkTbl 5.1.7 n 5.1.9);
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€) OHU AOMKHbI OblITb COBMECTUMbI C MpeanonaraeMbiM NpPoLEeccOM CTepUnM3auun U napameTpamu,
obecneynBatoLLMMM U3rOTOBNEHUE CTEPUMBHOIO MeaNLUHCKOro nsgenus (cM. MCO 11607-1:2006, nyHKT 5.3);

f) OHM fOSKHBI BbITE COBMECTUMBI C CUCTEMOI STUKETUPOBAHUS, €CMM TaKOBas UCMONb3YETCS; Ha 9TU-
KeTke AOMKHa MCNoMb3oBaTLCA CBETOCTOMKAA nNpodHas Tunorpadckas kpacka, Kotopas He pasnaraeTcsi, He
obecLBeunBaeTcs, U TEKCT He TepsieT YETKOCTU Nocne BO3AeNCTBMA NpeanonaraeMoro npowecca crepunusa-
uumn (cm. UCO 11607-1:2006, NyHKT 5.4);

g) OHMW JOIMKHbI ObITh 3aLUMLLEHbI OT BIIMAHWUA YCIIOBUI OKPY>XXalowen cpeabl (HanpuMmep, OTHOCUTENb-
HOM BNA@XXHOCTW, NPAMOro COMHEYHOrO CBETA UMM (OyOPECLEHTHOrO CBETA, TEMMNEPATYPbI) BO BPEMA XpaHe-
Hus (cm. NCO 11607-1:2006, nyHkT 5.5 u pasgen 7).

MpumMmeyaHue 2 — [lpeanaraemele yCrIOBUS XPaHEHWUS 1 CPOK XpaHEHMUS [OMKHbI ObITh yKkasaHbl U3roToBUTe-
NeM ynakoBOYHOTO MaTepwarna wiv npegjeapuTensHo chopMUMpoBaHHOi GapbepHoii cucTeMbl AN CTepunusauuu. Ecrnu
npepnonaraeMble UK HakTUHECKUE YCIIOBUS XPaHEHWUS He COOTBETCTBYIOT NpeAbABsAeMblM TpeGoBaHNsSM, HeoBXoa Mo
MPOKOHCYIETUPOBATLCS C M3FOTOBUTENEM;

h) OHW JOMKHBI NO3BONATL U3BMEYEHNE CoAepPXXNMOro acenTUu4eCKnum €nocotom.

MpumeyaHue 3 — VHCTPYKLMM NO aCENTUHECKOMY U3BIEHEHUIO JOMKEH NPEAOCTaBUTL U3rOTOBUTEN MEAN-
LIMHCKOrO N3Aennst U/Unn ynakoBo4YHOW CUCTEMBI.

MpumeyaHne 4 — WHTepHET SABNAETCA NONE3HBIM MHCTPYMEHTOM LA NoMcka MHgopMaLum no Matepuanam
(cM. npunoxenue N).

3.2.2 PykoBOACTBO MO pa3paboTKe MU KOHCTPYKLUMUM YNAKOBOYHbIX cuctem (MCO 11607-1:2006,
NYyHKTbI 6.1 1 6.2)

3.2.2.1 Kputepuu Beibopa

Ecnu meauumHckoe yupexxaeHune onpegensier, Kakylo ynakoBOUYHYIO CUCTEMY UCNOMb30BaTh, TO cneay-
€T PacCMOTPETL PYKOBOACTBO MO pa3paboTke U KOHCTPYKLUMU yNakoBOYHbIX cuctem (cMm. NCO 11607-1:2006,
NyHKT 6.1 1 6.2). Ecnu meauuunHckoe yypexaeHune nonbL3yeTcs no JoroBopy ycnyramm nsrotosutens (nocras-
LUMKA) YNaKOBKU UMM CTEPUNM3ATOPA, NOTPEOYIOTCA AONONHUTENbHbLIE TPeGoBaHUA (CM. npunoxenue P).

BbibGpaHHble MaTepuanbl U CUCTEMbI JOJKHbI:

a) npeaHasHayaTbeA ANA NPUMEHEHUS B KAYeCTBE MEAULMHCKON YNaKOBKU, KaK 3asaBneHO U3roToBUTE-
newm;

b) noaaepxmBaTbca TEXHMYECKOW MHAOpMaLMe OT U3roTOBUTENS, NOATBEPXKAAIOLIEN COOTBETCTBUE
TpebosaHusam NCO 11607-1, kacalomumcsa MaTepurarnos;

¢) obecneunBaTb afekBaTHYO 3alMTy AN MEAMUMHCKUX U3Aenui B TeYeHue 3aAaHHOro nepuoaa B
YCNOBUAX XPAHEHUSA U TPAHCMOPTUPOBAHUSA A0 MECTA UCNOMb30BaHUS;

d) aonyckatb U UMETb COBMECTUMOCTb C NpeanonaraembiM NPOLIECCOM CTEpUNU3aLMm, a Takke cno-
COGHOCTb Bblgep>kuBaThb YCroBusl BbIDPAaHHOrO NpoLecca;

MpumeyaHne — HeBce MaTepuanbl NOAXoAAT ANA NpoLecca cTepunusauuu. Mudgopmalusa o coBMecTUMOCTU
€ AaHHBIM NpoLieccoM cTepunusaLim o6LI4YHO NPEAOCTaBNAETCSA N3roTOBUTENIEM MEAWULIMHCKOro N3iennusa U/unm ynakoBou-
Hoii cucTembl. [JononHuTensHoe NosicHeHWe OTHOCUTENBHO BbiGopa 0BbIMHO MCMOMb3YyeMbIX NPOLIECCOB CTepUnusaLum
CM. B Npunoxexun B.

€) MnoaAepKuBaTb LeNOCTHOCTb Bapbepa CTEPUNBHOCTM A0 MOMEHTA UCMONb30BAHUS;

f) obecneunBaTb acenTUYECKMI CNOCOO BCKPLITUSA B MOMEHT UCMOMNb30BAHUS;

g) AonyckaTb METOA 3aKpbITWSA, KOTOPLI o6ecneymBaeT KOHTPONb NEPBOro BCKPLITUS;

h) paBaTb BO3MOXXHOCTb NETKON MAEHTUMUKALIMU COAEPKUMOTO.

[Monb3oBarTento ynakoBOYHbIX MaTepuanos cneayer obecneyntb COOTBETCTBME YNAKOBOYHON CUCTEMDI
n/unu GapbepHoOn cuctembl ana crepunusauun Tpedosannsam MCO 11607-1, ytoGbl cobntoganuck TpeboBa-
HUA, KacarLwmnecs COBMECTUMOCTH NPOAYKLMKU U YTOObI MPOLIECCHI YNAKOBLIBAHUS, CTEPUIU3ALIMUN, XPAHEHUS
W pacnpeaeneHnsa npoxoaunu Banvaaumio u KOHTPOrb.

3.2.2.2 Mpo6newmbl BbIOOpa

Mpouecc Bbibopa B MEAULIMHCKOM YYPEXAEeHUN AOIDKEH BKMOYaTb OLEHUBaHUe crnocobHOCTM Bapbep-
HOW CUCTEMbI ANA CTepunu3aumun 1 3alMTHON ynakoBku (ecnu TpebyeTcs), UCNonb3yemMon Ansa noaaepKaHna
LienoCcTHOCTU BapbepHO CUCTEMBI ANS CTEPUIM3annm 40 MOMEHTA MCNONbL30BaHUSA COAEMKUMOTO, U CNOco0-
HOCTM 06ECNEYUTb aCENTUYECKOE U3BINIEYEHNE COAEPXKUMOTO B MOMEHT UCNOSb30BaHUA.

BbliGOp KOMMOHEHTOB ynakoBkW OyAeT 3aBUCETb OT pUCKA, CBA3AHHOIO C MeAMLMHCKUM W3genu-
€M, YCINOBUI €ro Mcnonb30BaHud, TpeboBaHUN K XPAHEHUIO U TPAHCMOPTUPOBAHUIO U MEAMLMHCKUX YCAYT,
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npeaoCTaBnseMbIX B pacCMaTPUBAEMOM yupexxaeHun. MeauuuHCKOMY yupexxaeHuto cneayeTt NnpoaHanuanpo-
BaTb 3TU PUCKM U paspaboTaTtb NpoLEeaYPbl N0 UX CHUKEHUIO/KOHTPONIO (CM. Nnpunoxenune K).

YroObl BbIOpaTh Hanbonee noaxoAALLMIA MaTepuan Ana cTepunbHOn 6apbepHON CUCTEMBI U/MNK ynako-
BOYHOI CUCTEMBI, CIleAYET YUUTbIBATD:

@) 4TO MPOAOIPKUTENBHOCTb M YCNIOBUS XPAHEHUSA MOTYT NOBMAUATL Ha Tun Tpebyiowencs 6apbepHOm
cucTeMbl Ang ctepunu3auuu. HexkoTopble usgenus MOXXHO XPaHUTb B TEYEHUE ONPeAENneHHOr0 BPEeMEHN A0
MCMONb30BaHUs, U MOXET noTpedoBarbcA Oonee HaaexHas bapbepHasa cuctema ans crepunusaumum umnu
AoGaBneHue 3alMTHON ynakoBku. Yem GonbLue TporaloT 6apbepHYI0 CUCTEMY ANA CTEPUNU3aLMKU UMK YNAKo-
BOYHYIO CUCTEMY, TeM OOnbLUe BEPOATHOCTb MOSABNEHUSA TPELUWH, AehOopMaLMmN KPbILLKW, NOBPEXAEHUS NpO-
KrnaaokK, HaapbiBOB, AbIP UNU OTAENEHUS Marepuana;

b) pasmep, maccy u chopmy crepunuayemoro usgenua. Hekoropole nsaenus notpedylor 6onee NpoYHoOM
unu bonee rubkon GapbepHOI CUCTEMBI ANSl CTEPUNN3aLUK, YeM APYrue;

C) MpU UCMOMb30BAHUM MHOXECTBA TUNOB KOMNOHEHTOB BaXXKHO NOATBEPAUTL UX COBMECTUMOCTb APYr C
APYroM, a TaKke ¢ CoAEepXaLMMCH BHYTPU NMPOAYKTOM U NpeanonaraeMbiM NpoLeccoM CTepUnu3auuu;

d) cneayet yuMTbIBaTh CPEACTBA U YCIOBUS TPAHCMIOPTUPOBaHUA. TOraa kak B page cny4yaes MapLUpyThbl
nepeMeLLeHnsi OrPaHUYMUBAIOTCS UCKITIOYUTENBHO MOMELLEHUAMU BHYTPU OAHONO 3A4aHUSA, B APYrux cryqasx
OHW MOTYT BbIXOAUTbL 3@ PaMKW OAHOr0 34aHMA W NponeraTb MeXay HEeCKONMbKUMKU yupexaeHuamu. Bosneid-
CTBME HA YNaKOBOYHLIE CUCTEMbI HEKOHTPONMPYEMbIX YCITOBUI OKPYXAIKOLWEN Cpeabl YBENNYMBAIOT PUCKU NO-
TepW LIeNOCTHOCTM YNAaKOBKW, HAPYLLEHWUS aCENTUYECKOrO BCKPLITUA UMW KOHTAMUHALUK COAEPXUMOTO.

3.2.2.3 Mpobnembl cbopku (bopmMUpoBaHUS)

Criesyert y4yecTb Takue acnekTbl:

a) MEeAVLMHCKME U3AENUS AOIDKHbI ObITb OPUEHTUPOBAHBI HA OONEerYeHne acenTU4EeCcKoro U3BMNeYEeHUs;

b) ocTpble yacTu u3aenuin cneayeT 3awuTuTL Takum 06pasom, YToObl NONMb3oBaTeNb HE MOPAHUIICA U
Mpu 3TOM He ObINO NPUUUHEHO NOBpeXaeHui 6apbepHoOl cucTeme Ana CTepunu3aumum u COGCTBEHHO Meau-
LMHCKOMY U3JENUIO;

C) COMYTCTBYIOLLME KOMMOHEHTbI MOXHO WMCMOSIb30BaTb BHYTPU GapbepHO CUCTeMbl ANA CTEpunusa-
Lmu, 4ToObl 0ONErYuTL OPraHu3auuio NPoLecca, CYLUKY UM acenTUYeCcKoe u3BneveHne (Hanpumep, BHyTPeH-
HAS ynakoBka, NOTOK AN yKNaaku UHCTPYMEHTOB, NOAKNAAKU B NOTKM UK npucnocobneHue ana BknaabiBa-
HWUSA MEAWLMHCKOTO U3aenus);

d) npenoxpaHuTenbHbIE YCTPOMNCTBA UMM CONYTCTBYIOLLUE KOMMOHEHTbI AODKHbI:

1) ObITb HETOKCUYHbLIMM, MPeAHA3HAYEHHbIMU AN NPUMEHEHUS] B MEAULIMHCKUX YNAKOBKaX, 3a-

SIBMEHHOTO U3rOTOBUTENEM,;

2) obecneumBaTthb 3aLUTy MEAULMHCKOTO ndaenusi (M3aenui) BO BPEMsI XPaHEHUsT M TPAHCNOPTU-
pOBaHUA B MECTO UCNOMNb30BaHUS;
3) obecneunTb COBMECTUMOCTb C MpeanonaraeéMbiM NpPOLECCOM CTEPUNU3ALMKU U CNOCOGHOCTL

BbIEPXXMBaTL YCNOBUSA BbIOPAHHOTO NPOLECCa;

MpumedvyaHue 1 — He Bce MaTepuarnsl NoAXOAAT Ans noboro npolecca cTepunusauun. Mudopmayuto o co-
BMECTUMOCTU C AaHHbIM NPOLIECCOM CTepunusauuu oGbIMHO NPeOoCTaBNSAET U3rOTOBUTENb. [JONONHUTENbHbIE CBEAEHNUS
0 BapuaHTax BelGopa 06bIYHbLIX MPOLIECCOB CTEPUNU3ALIMN CM. B NMPUIOXeHU B.

4) He nogBepratbCa XMMUYECKUM U PU3N4YECKUM USMEHEHUAM B TaKOW CTENEHU, YTO yXyaLuaTcs
CBOICTBA NN BE30MacHOCTb UMM 3TO HEraTMBHO OTPA3UTCH HA CAaMOM MEULMHCKOM U3JEenuu, G KOTO-
PbIM OHM COMpPUKacaloTCs;

5) He HapyLiaTb acenTU4eckuii cnocod n3BnevYeHus;

6) cosgaBaTb BO3MOXHOCTbL fErkon naeHTumkauum coaepxmmoro;

7) coaepXaTbCsi B KOHTPONMPYEMBIX YCNIOBUAX, YTOObLI NOAAEPXXMBATL YUCTOTY U NPUFOAHOCTL K
MCMONb30BAHUIO;
€) Macca ynakoBOYHOW CUCTEMbI U €€ COAEPXKUMOr0 He 0IKHA BLIXOAUTL 3a pamkn TpeGoBaHUn Ha-

LMOHANbHbIX PErfAaMEHTOB B OTHOLLEHUWN PYYHOTO OOCAY>KUBAHUA.

MpumMmevyaHue 2 — [eiicTBytoWMe HaUMOHalbHbIE perflaMeHTbl OrpaHUYMBalOT Maccy ANs py4Horo oGenyxu-
BaHua ot 5 ao 11,4 kr.

3.2.2.4 Mpobnembl 3STUKETUPOBAHUS

Yactb npouecca BbiGopa AOMKHa BKIOYaTb BOMPOC, Kak NMpPoOU3BOAUTL 3TMkeTMpoBaHue. Mpoueaypa
3TUKETUPOBAHUSA MEAULMHCKUM yupexaeHnem 6apbepHOi CUCTEMbI Arsi CTEpUNU3aLMKU U YNAKOBOYHOMN CU-
CTEMbI AOIMKHA BKIOYATD!
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a) ecnu uaeHTUMUKaLMIO BEIMOMHAET CaMO MEAULIMHCKOE YYPEXAEHUE:

- AN NakeToB M PYSIOHOB STUKETKY criefyeT MOMeLlaTb Ha MEeHKy, eCnu NpuMeHsieTcs 4o cre-
punu3aumm, unm Ha nobylo CTOPOHY, €Cru NPUMEHSIETCH NOCIe CTepunu3aumn; STUKETKA He AOMMKHA
CKpbIBaTb U3 Enue;

- ANS NaKeTOB U PYNOHOB MevaTb MIM HaANUCKM CriedyeT pacnonaraTb BHE Y4aCTKOB, OrpaHUYeH-
HbIX HAPY>KHbIMW Pa3MepamMu KneesbiX COEAUHEHWN;

- NPW NPUKPENITIEHUN STUKETOK K HANOMHEHHbLIM GapbepHbIM CMCTEMaM ANs CTepUnu3aumu crneay-
eT cobnioaaTb OCTOPOXKHOCTb, YTOObLI HE NOBPEAUTE YNAKOBOYHbIE MaTEPUASIbl UM COAEPKUMOE;

b) Hagnucu Ha ynakoBO4YHOI 06epTke cneayeT HAHOCUTL HA YMAKOBOYHYIO NEHTY, 8 HE HENOCPEACTBEH-
HO Ha 0GepTKy;

C) MOXHO Haanucatb CreumarnbHble STUKETKU, NpPefHa3sHaYeHHble AN KOHKPETHbIX MpOLEeCcCOoB CTe-
punusaumun. Ecnu ucnonb3yloTcsl Takue 3TUKETKU, OHW HEe AOSKHbl 3aTPYyAHATH MPOLEecC cTepunu3auuu
(T. . He JOMkHbI BNOKMPOBAaTL MPOHULIAEMbIE YHACTKM YNAKOBKK);

d) 3TUKETKM JOMMKHbLI OCTaBATLCA MPUKPENNEeHHbIMU K BapbepHOl cucTeme Ansa CTepunu3auum B npo-
Liecce CTepunu3aumm U XpaHeHus BNoTb 40 MOMEHTa UCNONb30BaHWUA COAEPKUMOTO;

€) 9TUKETKM UMW YMaKOBOYHbLIE MNEHTbI, UCMONb3YEeMble KaK STUKETKU, U CUCTEMbI UX NMPUKNEUBAHUS
He JOIMKHbI ObITb TOKCUYHBIMU;

f) cnepyer ucnonb3oBaTb TONLKO HETOKCUYHYIO TUMOTPACKYIO KpaCKy, MOAXOASALLYIO ANA UCNONbL30Ba-
HWS C BbIGpaHHbLIM NPOLECCOM CTepunusaumu;

g) He cregyet nomnb30BaTbCA LLUAPWUKOBbLIMW PyyYKaMu WM fOObLIM NULLYLLIMM YCTPOWCTBOM, KOTOpbIE
MOTYT NPOTKHYTb UMK NPOKONOTb BapbepHYI0 CUCTEMY AN CTEPUNM3aLmm.

3.2.2.5 TpeboBaHus pernameHToB

MoryT npuMeHATLCA KOHKPETHble TPEOOBAHUSI HALMOHANBHBLIX UMM PErMOHANbHbLIX PErfnaMeHToB. ITU
TpeboBaHuUs criefyeT yuuTbiBaTb Npu Bbibope GapbepHOi CUCTEMBI AN CTEPUNU3aLMN W/NNKU YNakoOBOYHOW
CUCTEMBI.

3.2.2.6 TpaauuuoHHbI BEIGOP BapbePHbIX CUCTEM AN CTepunusaummn

3.2.2.6.1 OGwue nonoxeHus

BapbepHble cucTtembl ANa CTEpunU3auMm MOryT Npou3BOAUTLCA C UCMONb30BAHWEM (B OCHOBHOM, HO
9TWUM He OrpaHNYMBasACH) CNEAYIOLLUMX KOHLIEMLUMIA:

- CKneuBaemble NakeTbl U PYNOHbI; n/mnu

- cTepunusaumoHHas obeprka; u/mmm

- KOHTEWHEP MHOrOKPaTHOro NPUMEHEHUs (MHOropa3oBas ynakoBka).

Mpu MCNONb30BaHUN STUX CUCTEM HEOBXOAMMO PACCMOTPETL CReayloLmue acnekTbl.

3.2.2.6.2 CknenBaeMble NakeTbl U PYNOHbI (NpeaBapuTenbHO CHOPMUPOBAHHBbIE BapbepPHbIE CUCTEMBI
Ansa cTepunusauun)

CknenBaeMble NakeTbl U PpynoHbl 0GLIYHO 3aKynatoT B ABYX hopmMax:

- PYNOH Ha KaTtywke unu 606uHe npeacraeBnsaetr cob0oi HaAMOTAHHYIO ABOMHYIO NEHTY, Kpas KOTOPOM
ckneeHbl. PynoH pasmarbiBatoT U OTPe3atoT KyCOK HY)KHOM AnnHbl. MeauumHcKoe usaenue nomeLlator Mexay
[BYX Crnoes, a oba KOHLa 3aKnemBaior;

- MaKeT CHavana BbIPe3aloT HY)XXHOTO pa3Mepa U 3aKneuBaloT ¢ Tpex CTOpPOoH. MeauumHckoe naaenve
NMOMELLAIOT BHYTPb MaKeTa W 3aK/IeMBaloT YETBEPTYIO CTOPOHY.

HeobxoAnMO paccMOTPETb CMEAYIOLLME acnekTbl:

a) pasmep nakeTa U MPOYHOCTb YNaKOBOUHbLIX MaTepuanos 6epyT U3 pacyetra MEAULIMHCKOTO u3fenus,
KoTopoe TpebyeTcs ynakoBaTb. M3aenus CMMLLKOM KpynHble ANSA YNakOBKWM MMM C OCTPbIMM Kpasimu OyayT
OKasblBaTb JOMOMHUTENbHOE AABMEHUE HA KNeeBOe COeaMHEeHMe W Ha MaTepuanbl. 3TO MOXET NPUBECTM K
paspbiBy. Ans BbINONHEHUS KNEEBOr0 COEAMHEHUS AOIMKHO ObiTb AOCTATOYMHO CBOOOAHOIO MPOCTPAHCTBA.
CnULLKOM MHOTO MENKuUX u3genuii B ogHon 6apbLepHOn cucTeMe Ansa CTepunu3anumn MOXET NPUBECTU K nepe-
MELLEHUAM 3TUX U3AENUI BHYTPU YNaKOBKM, Pa3pbiBy KNEeBOro coeauHeHus, nepdopauum Yyepes ynakoBoy-
HblE MaTepuarnbl UNKU UX UICTUPAHMIO. TOHKUE UNK XPYNKUE MaTepuanbl MOXHO MOBPEAUTb MPU MAHUNYNSILUSAX,
TPaHCMOPTUPOBAHUM U pacnpeseneHuy;

b) ecnu usrotoBuTENL HE AAET MHbIX YKa3aHui, NpeaBapuTenbHO CHOPMUPOBAHHYIO BGapbepHYIO CU-
cTemy AnA cTepunu3auuu crnegyer 3anonHATb He 6onee Yem Ha 75 % nnowaau BHYTPEHHEro NpocTpaHcTea
NMOPUCTON CTOPOHLI. HE0BX0AMMO TaKkKe CrneauTb, YToObl PaCCTOSAHUE OT KIeEBbIX COeAUHEHWUI ANS u3aenuii
GonbLuen BbICOTbI ObINO YBENUYEHO;

C) €ecrnu UCnonb3yloTCA ABa NakeTa, BHYTPEHHUI A0SDKEH ABUraTbCA BHYTPU HAPYXKHOTO. 3TO NO3BONAET
CTepUNM3yoLLEMY CPefICTBY NPOHMKATbL MEXay naketamu, NpeaoTBpallaeT ClunaHue NakeToB B npouecce
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crepunu3auyun. Cneayet n3sberarb 3arubaHus cknagok Ha BHYTPEHHEM nakeTe, YToObl OH NOMECTUNCA B Ha-
PY>KHbIW, UNW HA HAPYXXHOM NakeTe, YToObl NPeAoTBPATUTL CO3laHUE HANPSXKEHUI UMK NOBPEXAeHUe npeasa-
puTenbHO chopMUpPOBaAHHON BapbepHON CUCTEMBI ANA cTepunu3auuun. [na KoMOMHUPOBAHUA ABYX NAKETOB,
M3rOTOBMEHHbIX U3 NIIEHKM M MOPUCTOr0 Marepuana, BaXHO, YTOObI NMEeHKa CTbIKOBanach ¢ NNEHKON, a NOpu-
CTbIVi MaTepuan ¢ NOpUCTbLIM Marepuanom Ans MaeHTUMUKALMKN COAEPHUMOTO U NPOHUKHOBEHUA CTEPUNU3Y-
I0LLIero CpeacTsa;

d) BCe kneeBble COeAMHEHUS MAKETA, BKIOYas KrieeBoe CoeIMHEHNe 3aKpbITUsi, AOMKHbI ObITb rMaaku-
MU, T. €. 6e3 cknaaok, Ny3bipbKOB UK MOPLLMH;

€) NakeTbl-CaMOKINENKN UMK C KIEWKON NEeHTONW MOTyT 06eCnevnTb MEHBLLYIO 3aLLuTy, YeM NakeThl C 3a-
nasiHHbIMM WBamu. MNpoueaypa cknemBaHus AMKTYET, YTOObl B MECTax CMOXEHUS U 3aKpbITUA He Gbino nepe-
KOCOB, NpU 3TOM HEOOBX0AUMO creauTb, YToObl 06a yrna Gbinu XopoLUO NPOoKneeHsl, YToObl 06ecneunTb Non-
HO€ 3aKpbiTUe Mo BCeMy kpaio. [paBunbHOE PacrnonoXeHUe NMEHTbl SIBMSETCA KPUTUYECKUM MOMEHTOM ANs
ofecneyeHus NONMHOro 3akpbITUS U, TakuM 00pa3oM, LENnOCTHOCTU GapbepPHON CUCTEMbI ANA CTepUunu3auuu.
Oco60e BHUMaAHWE crneayeT yaenuTb Haanexaiemy cnocoby 3akpbiTusi, UToObl 06ecneunTb LIeNOCTHOCTb
ynakoBKw;

f) ycTpoucTBa ANS CKNeMBaHWUsl AOMKHbI KOHTPONUPOBATL U OCYLLECTBASATb MOHUTOPUHT KPUTUYECKNX
napamMeTpoB npouecca (HanpuMep, TEMNEPaTypbl, AABNEHUS, BbIAEPXKKU/CKOPOCTU CKIIEUBAHUA) B COOTBET-
CTBUU C KpUTEPUSIMM Banuaauuu (HanpuMep, cUrHan, cucteMa npeaynpeXxxaeHns unu 0CTaHoBKa MalluMHbl B
cnyyae OTKNOHEeHUs1 Kakoro-nmbo KpMTUYECKOro napamerpa npouecca). Oneparopam He crnegyetr U3MEHATb
Kakon-nmbo U3 KPUTMUECKUX NapaMeTpOoB MPOLIECCa, ECMM OHU HE UMEIOT COOTBETCTBYIOLLIEN MOArOTOBKN, €CNn
U3MEHEHUE MOMHOCTbIO HE COrNacyeTcsi C COOTBETCTBYIOLLUMMU pabo4MMu NpoLeaypaMm 1 BoIXOAUT 38 paMKku
npouecca sanuzauuu. Annapar Ans CKNeuMBaHusi OMKEH obecneunTb cobnioieHue yCroBui CKNensaHus,
npeanoXeHHbIX U3rotoBuTenem 6GapbepHO CUCTEeMbl Ansi crepunu3auuu. PekomeHayeTcs nofb30BaThbCA
YCTpOWCTBaMM, CneLuanbHO U3FOTOBNEHHBIMU ArS CKIIEMBAHUS NpeaBapuUTeribHO chOpMUPOBAHHON Gapbep-
HOI CUCTEMBI ANs CTepunusauuu;

g) BCMoMmoraTentHble NMpUCnocobneHusl, KOTOpble CAABNMUBAIOT YNAKOBKY UMM MEAWULMHCKOE u3aenue
npu 3aKpbITUW, NPUMEHATL HE AOMYCKaeTcs (Hanpumep, BEPEBKU, MPY>XUHbI, NACTUYHbIE MONOCHI, CKPenku
ansa 6ymaru, cKpenku Ang crennepa u T. n.);

h) meguumHckoe msaenue cnegyet NOMeLaTb B NAKeT Tak, YTOObI M3BMEYb €ro U3 Nnaketa MOXHO ObIno,
He HapyLiasi acenTuku. Hanpumep, pykosiTKy MeaULMHCKOrO u3aenua cneayeT pacnonaratb B HarnpasneHuu
OTKpblIBatoLLerocs kpasi. Criegyer OTMeTUTb, YTO KNEeBble y4aCTKN NOCAE BCKPLITUA CHUTAIOTCA HECTEPUITbHbI-
mu [108];

i) nakeT cneayeT OTKPbIBaTb MO UHCTPYKLUMAM U3rOTOBUTENA: €CNKN CYLIECTBYET onpeaeneHHasl OpueH-
Tauus, YTobbl NPEefoTBPaTUTL PAaCcCroOeHE BOMOKOH NPU BCKPLITMU, HEOGX0AMMO COOnIoAaTh 3Ty OpUeHTa-
uuto. CchopmMmnpoBaHHaA yNnakoBKa AOIHKHA NO CBOEN KOHCTPYKLUW NOKAa3biBaTb, B KAKOM HaNPaBfieHUn AOmk-
Ha OTKpPbLIBATLCA ynakoska (HanpuMmep, 3HaKk CTPenku, opma Kneesoro COeANHEHUS);

j) PynOHbI (KaTyLUKM) UCMONb3YIOT ANA YNakOBbIBAHUA MEAULIMHCKUX U3AENWUIA PasnUYHbIX pasmepos,
KOTOpbIE NM0X0 NOAXOAAT K pa3Mepam nakeTos B CTaHAAPTHOM UCNONHEeHUn. BBuay Toro, 4To ynakoeka ckre-
MBAETCA C ABYX CTOPOH, Yron ckneusaHus (LUEBPOH) OTCYTCTBYET. B OTCyTCTBME LWIEBPOHA HanpaBneHue oT-
crnauBaHus ANA PYIOHOB AOMKHO ObiTb yka3aHo usrotosutenem. Kpome Toro, pekoMeHayeTcs umeTb 6onbLue
NPOCTPaHCTBA HaA KNeeBblM COeIMHEHWEM, KOTOPOe NpeaHa3HavYaeTca ANa BCKPLITUA B COOTBETCTBUMN C yKa-
3aHWEeM U3roToBUTENSI.

MpuMedYaHue — B BonbluMHCTBE CTPaH MUpa onpeaeneHHble GapbepHble CUCTEMBI ANt CTEPUNU3aLIMK, KO-
Topble HEBO3MOXHO NPOCTO OTKPLITh, a TpebyeTcs paspesaTb A NOYYEHNS A0CTYNa K NOMELEHHOMY BHYTPU U3AENUIo,
UCMONb3YIOTCA BMECTO JIEMKO OTKPLIBAIOLMXCS NPEABAPUTENLHO CHOPMUPOBAHHLIX BapbepHLIX CUCTEM ANA CTepUnu-
3aluu: HanpuMep, HekoTopble GapbepHble cUcTeMbl ANA CTEPURN3aLMK, CCHOPMUPOBAHHEIE C MOMOLLLIO NAKETOB ANS
CTepuUnM3aLmm, NakeTos, 3arnedyaTaHHbIX C MOMOLLbIO 3TUKETKW, 3arnbatoweiics nononam, UM NakeTos, MOMYYEHHLIX U3
PYSIOHHOMO MaTepuara, CKOHCTPYMPOBAHHOMO U3 OAHOMO NOPUCTOrO CAIOA U OAHOTO CIOS NITACTUKOBOM MIIEHKU, CKNEEHHBIX
BMeCTe Mo napanmnerbHeIM CTOpoHaM. B Taknx BapuaHTax BENWUK PUCK KOHTAKTa U3AENUs C HECTEPUITBHONA HAPYXXHOMN No-
BEPXHOCTbIO BapbepHOii CUCTEMEI NS CTEPUNN3aLMN U HeOBX0ANMO YAENATh AONONHUTENLHOE BHUMaHNE acenTUiecko-
My crocoBy U3BnedeHns. 3To AOCTUraeTCs cpe3aHeM BEPXHE YacTh YNakoBKW, NEPEBOpauMBaHNEM €€ BHU3 PaspesoM,
4TOGkI AaTb U3AENMI0 BLINACTb Ha NOAXOASALLYIO NOBEPXHOCTb, HE KAaCAsCh HaPYXXHLIX CTOPOH.

3.2.2.6.3 Obeprka ana crepunusaummu

OGeprka Ans crepunu3auum NocTynaetr B NPOAAXy B MHOXECTBE pa3MepoB M COPTOB ANS LUMPOKOro
AnanasoHa npumeHeHun. OHa TaKkke BbiMyCKAETCA B (popMe OAHOKPATHOIO UNU MHOTOKPATHOTO NMPUMEHEHUS.
Ocoboe BHUMaAHUE crieayeT yAensiTb 3aBOPaYMBAEMOMY U3AENMI0 U UCTIONb3YEMOW TEXHUKE 00EpPTbIBAHUSA.
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OO6epTKy ANa CTepunu3aLmn MOXHO UCMNONMbL30BaTh ANsi 00epThIBAHUA UHAMBUAYATbHBIX MEAULIMHCKUX U3ae-
nun UNU MeaULMHCKMX M34ennin B KOpobkax ana MHCTPYMEHTOB, KacceTax Unu opraHaiisepax.

CregfyeT y4ecTb crnefytoLime acnekTbi:

a) copT 00epTkM Ang cTepunu3aummn cneagyet Bolbparb B COOTBETCTBUM C pasmepoM, (hopMon u Maccor
3aBOPAYMBAEMbIX MEAULIMHCKUX U3AENUIA UK UCXOAS U3 PYKOBOASLLMX YKa3aHUIN 00beKTa 34paBoOXpaHEeHUs
U pekoMeHAaumin U3rotoBuTens 0b6epTku N0 NPUMEHEHMIO;

b) pasmep oGepTku cneayeT BbIOMPATL ANS HAANEXALLEr0 YKPbITUS YNAaKOBbLIBAEMOTO U3fenus. Bax-
HO, 4TOGObI U3aenue Gbino 3aBepHyTO 6e3 06pa3oBaHUA 3a30POB, BOMH U BO3AYLUHbIX KAPMaHOB. M3genue He
crnefyeT 3aBepTbiBaTh CMULLKOM MAOTHO, MOCKOMbKY 3TO MOXET NMPUBECTU K 06pa30BaHuIo OTBEPCTUIA U pas-
pbiBOB Ha ob6epTke. Takke Heobxogmmo, UToObl 0GepTka Bbina 4OCTaToMHO BonbLUOW, YTODOLI 06ecnevnTs ee
nepeMeLleHne BO BpeMS Umkna crepunu3aumm 6e3 paspbiBOB U OTPbIBOB. [py BbIGOpe NUCTOB 00epTkn AN
cTepunu3aummn HeobxoaAMMO yUUTbIBATb, YTO pa3Mep 06epTKM AOMmMKEH ObiTb JOCTATOUYHbIM, UTOObI YKPbITH Me-
OULIMHCKOE W3fenue, HO He HACTONbKO 60nbLIMM, YTOObl OOEPHYTL €€ HECKONMbKO pa3 BOKPYr MeAULIMHCKOro
usgenus, yxyalas npoHMKaHwe CTepunu3yoLLero CpeacTea;

¢) OonbLUOe 3HAYEeHUEe MMEEeT HaAanexalas TexHuka obepTbiBaHus, YToObl 06eCneunTb U3BUNUCTLINA
nyTb, NPENATCTBYIOLLMIA MUTPaUMM MUKPOBOB B BapbepHYI0 CUCTEMY ANs CTepunu3aumu. TexHuky obeprbl-
BaHUSA MOXHO MCMOb30BaTh, ECMNN W3rOTOBUTENbL NPOAEMOHCTPUPOBAn 3MMEKTUBHOCTb TOW TEXHUKU U pe-
KOMeHAyeT ee aAnst npumeHeHus (cMm. 3.2.2.1). BoibpaHHbili MeTog 06epThiBaHUA AOMKEH NpeaycMaTpuBarh
acenTu4eckoe M3BMneYeHne CTEPUNBHOr0 MEAULMHCKOrO u3aenua. MegumuuHckoe yydpexxaeHume AOIDKHO Npo-
BECTW BepupukaLmio n Banmaauuto sTol TEXHUKM CBOMMU CPEACTBAMM HA COOTBETCTBUE HALMOHANBHbLIM UK
pernoHanbHbIM pernameHTaM. MoryT cyLLecTBOBaTb HauMOHarnbHble CTaHAapTbl UM NpodeccuoHarbHbIE py-
koBoAcTBa no cnocobam obepTbiBaHUs. Mpumepbl NpUBEAEHbI B NPUNOkeHun C;

d) TexHuka obepTbiBaHUS ANS CTEPUNU3aLMU JOIHKHA NpeAycMaTpuBaTh BO3MOXHOCTb cOpacbiBaHUSA
OTKPbITON 00EpPTKN CO CTEPUIBHOIO NOns;

€) nnowaab NOBEPXHOCTU COOpPKKM Ansi 0OepThbIBAHWA AOMKHA ObITb NIMOCKON, rMAajAKOW, aAEeKBaTHOIo
pasmepa, XOpOLUO OCBELLEHHOW U YNCTOW;

f) obepHyTas ynakoBka AomkHa GbiTb chopMupoBaHa Takum 06pa3om, YToObl BCE KDOMKM Obinu 3aLum-
LLieHbl U He MoNnanu B CTEPUSIbHOE NOJIe BO BPEMSA aCENTUYECKOro U3BNEYEHNA MEAULIMHCKOIO N3AEnus;

g) CUCTEMbI 3aKPbLITUA AOMKHbLI 06ECNEYNTb 04EBUAHOCTL NOBPEXAEHUSA, MOPUMN, BCKPLITUS;

h) ans 3akpbiTusi 06epHYTLIX YNakoBOK Haubonee LMPOKO UCMONb3YETCA UHAUKATOPHAA NEHTA, KOTO-
PO CyLLUECTBYET MHOXXECTBO B 3aBMCUMOCTU OT MeToAa ctepunusaumu. CyLecTByeT MHOXECTBO JIEHT, KOTO-
pble UCNOMb3YIOTCA Arst TKAHLIX U HETKaHbIX 06epToK. BCcnomorartenbHblie NpucnocobneHns, KoTopble caaBnu-
BAIOT YNAKOBKY UMM MEAULIMHCKOE U3Aenue Npu 3aKkpbiTUKU, NPUMEHATL HEe A0NYCKAeTCA (Hanpumep, BEPEBKM,
NPY>XWHbI, 9NACTUYHbIE NONOCHI, CKpenku Ansa Gymaru, ckpenku Ana ctennepa u 1. n.);

i) B cnyyae ucnonb3oBaHUs B KauecTBe 06epTku ANA cTepunu3aunm TKaHW MHOFOKPaTHOIO NMpUMeHe-
HUSA CYyLLECTBYIOT AONONHUTENbHbIE TPEOOBaHUA, YTOOLI 06ecneunTb NPUrogHOCTb 06epTkU Nepea Kaxabim
ucnonb3osaHuem (cM. MCO 11607-1:2006, noanyHkTbl 5.1.11 1 5.1.12).

3.2.2.6.4 KoHTelHepbl MHOFOKPaTHOro UCNOMb30BaHUA

YKecTkuin KOHTEMHEP MHOTOKPaTHOTO UCNONb30BAHUSA CKOHCTPYMPOBAH ANSA NOMELLEHUS MeAULIMHCKUX
u3aenuin U NPUHaANEeXHoOCTel U cTepunuayercs 6e3 06epTbiBaHUS CHapyYxu. Takon KOHTEHHep 0ObIYHO BKIIO-
YaeT AHO UNKU OCHOBAHME C pyyKaMu ANt NEPEHOCKU U KPbILLKY, KOTOPAsA KPenUTCA K OCHOBAHMIO C MOMOLLIbIO
uKeupyioLLero yctpoincTea. B KOHTENHEPE MOXET HAXOAUTLCA KOP3UHKA MKW NOTOK ANA NOMELLEHUA Meau-
LMHCKMX u3nenuin. B KOHTEMHEPE MMEIOTCA CPEACTBa ANA OTKAYKM BO3AyXa M NOAAYU CTEPUNUIYIOLLETO Cpea-
cTBa. B pernoHanbHbIX UnNu Apyrmx CTaHAAPTaX 3T KOHTEMHEPbl MOFYT Ha3bIBATbCA KECTKUI KOHTEWHEep»
UNKU KKOHTENHEP MHOTOKPATHOIO UCMONb30BAHNAY .

®dyTnApbl Anst HAGopa MHCTPYMEHTOB, KacCeTbl UMM OpraHan3epbl ABNAIOTCA CPeACTBaMU ANs BMeLle-
HUA, HO He GapbepHbIMU cucTeMamu Ansa crepunusaumn. OHM AOMKHBLI CaMKU NMOMELLATLCS B BapbepHble Cu-
CTeMbl AN CTEPUNU3aLUK.

Mpu ncnonb3oBaHWUK XXECTKUX KOHTENHEPOB HE0OX0aAUMO yyecTb crieayiowee (cm. MCO 11607-1:2006,
noanyHkT 5.1.10):

a) cneayeT UCMONb30BaTb TOMLKO T€ (PUNLTPLI, KOTOPLIE COBMECTUMbI C KOHKPETHLIM KOHTENHEPOM,
KOHKPETHLIM NPOLIECCOM CTEpUNnU3auum U NoAAEPXMBAIOT CTEPUNBHOCTL. M3rotosutens (OUNLTPOB AOIMKEH
nNpeacTaBUTb JOKYMEHTUPOBAHHOE CBUAETENLCTBO, AEMOHCTPUPYIOLLIEE BO3MOXHOCTU (DUNLTPOB;

b) KOHTelHepbl cneayeT NPOBepPATb U FOTOBUTL B COOTBETCTBUM C UHCTPYKLUSIMU U3TOTOBUTENS;

C) MHAMKATOPbLI MOBPEXAEHUS,, HECAHKLMOHUPOBAHHOTO BCKPbLITUSI (BO3MOXHOIO HapYLUEHUS CTepunb-
HOCTH), COBMECTUMbIE C NPOLIECCOM CTEPUNU3aLMK, AOIDKHBI NPUKPENIIATLCA B COOTBETCTBUM C UHCTPYKLUSMU
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U3rOTOBUTENSA KOHTEHepa WM NokasbiBaTh, YTO BapbepHas cucTema Ans crepunu3auun He Oblna HamepeH-
HO UNK Cry4anHO BCKPbLITA U NOITOMY COAEPXKMMOE HE NOABEPINOCHh NOTEHLUMANbHOW KOHTaMUHaUMKN nepea
npeanonaraeMblM UCMONb30BaAHNEM;

d) Ha KaXXgoM KOHTEWHEepe B 30HE BUAMMOCTU OOIDKHA HaXOAMTLCA ITUKETKA u/unu uHdopmMauuoHHasn
Tabnunyka, ecnv TONbKO KOHTEMHEP He NpeAHAa3HaYeH ANsi CTEPUNU3ALIMU B YUPE3BbIMAWHLIX CUTYaLMSX U UCNOSb-
3yeTcs Ans 3Toi Lenu. 3Tuketka unu tabnuyka ID gomkHa 6biTb COBMECTMMA C NPOLIECCOM CTEpUNU3aLum;

€) NMOBEPXHOCTU CKIIEMBAHMS OCHOBAHMUA U KPbILLKY CNeJyeT NPOBEpATb HA NOBPEXAEHUE KaXabin pas
nepea Ucrnosb3oBaHueM, YTobel 06ecneynTb NNOTHOE 3aKyNOPUBAHKE;

f) pasmMepbl opraHaiisepa AnA MEAULMHCKMX U3LENUIA JOIDKHLI NOAXOAUTL AN KOHKPETHOIO KOHTENHE-
pa u MeToaa crepunusauum;

d) AOMKHbI MMETbCSA MHCTPYKUMWM NO TEXHOMOrMU OYUCTKM, AE3UH(EKUMn U TexHudeckomy obcny-
XKUBAHUIO KOHTENHEPOB MOCME KaXXOOro MPUMEHEHUs. OTU TEXHOMOrUU AOSDKHbI NPOWTH Banuaaumio. Kox-
TeliHepbl He AO0MNYCKaeTCa MCNONb30BaTb NOCME YKA3aHHOW W3roTOBMTENEM Aarbl OKOHYaHWUS Cpoka roa-
Hoctu (cm. MCO 11607-1:2006, noanyHKT 5.1.12). OomkHbl AEMCTBOBaTb npoueaypbl, obecneymBaiolme
npekpaLlieHme Ucnosib30BaHUsi KOHTEMHEPOB NO UCTEYEHUM CPOKA UX rOAHOCTMU, YKA3aHHOTO M3rOTOBUTENEM
(cm. NCO 11607-1:2006, noanyHKT 5.1.12);

h) B no6oii GapbepHOl cucTeme Ansa cTepunuaayum, 4Toobl 06ecnevnTb aCenTUYECKOE N3BIIEYEHUE CO-
OepXXMMOro, Hapy>Hasi CTOpOHa KOHTEMHEpa U CoeANHEeHMEe Mexay BEPXHEN U HUXKHEN CTOPOHAMU He A OIDKHbI
conpukacaTbCsi CO CTepPUrbHbIM COAEPKUMBIM.

3.2.2.7 3awmTHasa ynakoska

[ns 3aWwuTbl MU NPOANEHUSA CPOKA XPaHEHUA HaANeXxalummM 06pa3oM yNnakoBaHHbIX M CTEPUITM30BAHHBIX
MEANLMHCKMX U3LENUIA, KOTOPbIE MOTYT NOABEPraTbCs BO3AENCTBUIO OKPYXKAIOLLEH CPeAbl UMM MHOTOKPaTHbLIM
MaHUNYNSLMSAM, MOXXHO UCMONb30BAaTh 3aLLUMTHYIO YakoBKy. TpaHCMOPTMPOBAHUE UMK NepemMelleHue bapbep-
HOW CUCTEMbI AN CTEPUNNU3aLIMK, B YACTHOCTHU, MOXET NOTpeboBaTb NPUMEHEHUS 3ALLUMTHON YNAKOBKM, YTOObI
nepeBo3ka U MaHUNyNAUMM HE MOBNUANM Ha GapbepHylo cuctemy AnsA crepunusaumu. CTepunusoBaHHbIE
YNaKOBKM CrefyeT Kak MOXHO MEeHbLUE TporaTb. HapyLueHue LenocTHOCTM GapbepHOi CUCTEMDBI AN CTepu-
nu3aumn CYUTaeTCa CBA3AHHLIM C COBLITUEM, a8 HE CO BPEMEHEM, MO3TOMY TaK BaXKHO 3aLUMTUTL CTEPUIbHYIO
GapbepHyo0 CUCTEMY OT NOBPEXAEHUSA.

Mpu ncnonb3oBaHMK 3aLUTHON yNakoBkKM BapbepHas CUCTEMA ANA CTEPUNN3ALIUM JOIDKHA ObITb YETKO
unaentuduumpyema. 3alUTHaa ynakoBka KOHCTPYUPYETCS AN AONOMHUTENbHON 3aLMThl OT NOBPEXAEHUNA U
BHELLHUX 3nemMeHToB. Ecnu nocne crepunusaumm napom HEOBX0AMMO UCMOMb30BaTh 3aLLMUTHYIO YIAKOBKY, €€
NMPUMEHSIOT NOCNE TLATENbHON CYLLUKU U OXNaXaeHUs Usaenui.

HaunoHanbHble UK perMoHanbHble pernaMeHTbl MOryT noTpeboBaTth NPUMEHEHUS 3aLLMTHON YNaKoBKU
C Lenbio n3bexarb NOTeHLMANbHON KOHTaMUHALMMW OKPYXKaIOLLEN CPeabl B XMPYPrun. STU e pernameHTbl MOo-
ryT notpeboBaTb yaaneHus 3aluTHOI yNakoBKM nepea BBeaeHnemM 6apbepHOl cucTeMbl ANnsi CTepunu3anum
B XWUpypru4eckoe none.

3.2.3 3kcnnyaTauuoHHble WUCNbITAaHUA YNakoBOYHOW cuctembl (MCO 11607-1:2006, nyH-
KkTbl 5.3—5.5, 6.3)

Mpexae 4yem McnonbL30BaTh YNakOBOYHYK CUCTEMY B YUYPEXAEHMU B NEpBbI pa3, Crneayer ucnbirarb
ee XapakTepuCTUKU. SKCnnyaTauuoHHbIE UCNLITAHUA AOMKHbLI NPeaycMaTpuBaTb BepUdUKALMIO, HACKONBKO
xopowuo 6apbepHas cucTema ans cTepunuaauum Unm ynakoBovHasi CUcTeMa BblAEPKUBAET NpeanonaraemMble
ycnoeus obpalleHus, pacnpeaeneHns U TpaHCNoOPTUPOBaHUA A0 M Nocne cTepunu3aunun. bapbepHas cucre-
Ma Ans CTepunu3auum AOMmKHa NoaAEepPXKMBaTLCA B LIENOCTHOCTH, 6e3 0TBepCTUiA, HaaPLIBOB UMW Pa3pbIBOB
KrneeBoro Crnos/3akpbiTUsA, NPUYMHONM KOTOPLIX MOTYT CTaTk OCTATOYHLIE HAMPSDKEHUS.

3KkecnnyaTauMoHHbLIE UCTILITAHUS TPeAnonarator:

a) OLUEHKY B Xo4e npegnonaraemMbix NPOLECCOB cTepunusauuu, obpalleHus, pacnpegeneHus u xpaHe-
HWUS BNMOTb 40 MECTa UCMOSb30BaHUS;

b) oueHky ans oxugaemMbix Hambornee HebnaronpuUATHbIX cueHapueBs. [na aToro Heo6xoaAnMO paccmo-
TpeTb psa aktopos. Cioga BxoauT (HO 3TUM HE OrpaHMYUBAETCA):

1) cbopka GapbepHbIX CUCTEM ANA CTEPUNM3aLMK, COAepKaLUMX MEAMLIMHCKOE u3fenue Takon

KOHdbMrypaumm, Kotopas npefCcTaBnsieT MakcuMarbHble NpobnemMbl Ans 6apbepHO CUCTEMbI (Hanpu-

Mep, Hanbonee KpyrHble, TSHKENbIE, NMOTHbIE U34ENUsA C OCTpbIMU Kpasimu, cM. MCO 11607-1:2006,

nyHKT 6.3.4);

2) npoGbl ana sepudukaumm cnegyer roToBUTb Tak, YTOObI AaTb BO3MOXHOCTb MOHUTOPUHTA ad-
heKTUBHOCTU NpoLecca cTepunu3auum B 3aBUCMMOCTU OT HALMOHANbHbLIX U PErMOHarnbHbIX TpeboBaHui

K MOHUTOPUHTY apdeKTUBHOCTU CTepunusauuu. NpumMepbl BKMOYAKOT (HO 3TUM HE OrpaHWU4MBAalOTCS)
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Guonormyeckne, XMMUIECKUe MHANKaTOPbI AN YyCTPONCTBA KOHTpons npouecca (PCD = YKI) nocpea-

CTBOM M3MepeHUs U 3anucu (pusn4eckux napameTpoB, MCMONb3yA TepMoONapbl UK YyCTPOUCTBA peru-

cTpauumn gaHHbix. OnpegeneHme NPUrogHOCTU MOXKHO OCYLLIECTBUTL MaparnsesnbHo ¢ Banuaauuen npo-

uecca (nNpoLieccoB) crepunusauumn, KOTOpblii NpeanonaraeTca ucnonb3oearb. MeguuuHckue nagenus
cregyeT ynakoBblBaTb U CTEPUIIU30BATb COTNACHO MHCTPYKUUAM U3FOTOBUTENSA MEAULMHCKOTO u3aenus

1 npeaBapuTenbHO cCHOPMUPOBAHHOI GapbepHO CUCTEMBI ANA CTEPUNU3ALUK;

3) cTepunusauus 6apbepHON CUCTEMBbI C NOMOLLBIO NPeAnonaraeMoro npouecca crepunusauuu

C YYETOM CMELLAHHBIX HArpy30K UMK B NOMHOCTbIO 3arPy>XXE€HHbIX CTEPUINU3ALIMOHHBIX KaMepax;

4) pacnpegerneHue/obpalleHue/xpaHeHne/BCKpbiTue 6GapbepHO CUCTEMBI 4SS CTEPUNU3aLUN.
CneayeT paccMOTPETb OKPYXKaIoLLYIO Cpeay U Apyrue ycrnoBusi, B KOTOPbIX Byaer xpaHuTbea ba-
pbepHas cuctema Ans CTepunu3auun Unu ynakoBovHas cuctema. Msaenue, NNOTHO 3a)KaTtoe B €MKO-

CTSIX U MECTaxX XpaHeHus, UMeeT GOMbLUMIA LLIAHC NPOPbLIBA YNAKOBKU NPU ABWKEHUU APYr OTHOCUTENBHO

Apyra AByX KOMMIEKTOB YyNakOBaHHbIX MEAULMHCKUX U3AENUIA U MOXET 0Ka3aTbCA NOBPEXIEHHbIM Ye-

pe3 NpoKOrbl U Pa3pbiBbl.

OcoB6eHHO BaXKHO Y4eCTb BCE YCMOBUSI XpaHEHUS U pacnpefernieHusi, NockonbKy GOMnbLUMHCTBO MeCT
cTepunm3auum pacnonoxeHo BAanu oT MECTa UCNONb30BAHUA.

Mocne aKcnyaTauMOoHHbIX UCTIbITAaHUI MEAULIMHCKWE YYPEXKAEHUS JOMKHbI BU3yarbHO NPOBEpUTL 06pas-
Ubl 6apbepHbIX CUCTEM ANSi CTEPUNU3ALIMM HA LIENOCTHOCTb YNakoBKW (OTCYTCTBME AbIP M Pa3pbiBOB) U LIENOCT-
HOCTb KNEEBbIX COEAVHEHUI, a TaKkxke NOATBEPAUTL NPOBEAEHWUE CTEPUNU3ALIMM NPU 38/1aHHLIX NapaMeTpax.

Ecnu xenartenbHo npoBecTn 6onee TLaTenbHbIE UCNbITAHKUS, MOXKHO HAWTU anbkTepHaTUBHbIE METOALI B
MCO 11607-1:20086, npunoxeHune B.

Ecnu 6apbepHas cuctema ans crepunusauuu npeaycMarpuBaeT MHOrOKpPaTHOE UCNONb30BaHUE U yXyA-
LUeHMe BKCMyaTauuoHHbIX XapakTepUCTUK CNporHo3uposaHo usrorosutenem (cMm. MCO 11607-1:2006, noa-
NyHKTbI 5.1.11 1 5.1.12), ucnonbdyemasa cucreMa MOHUTOPUHIA UITM KOHTPONS AOSMKHA YETKO UAEHTUULMpO-
BaTb AOCTMXKEHNE OKOHYAHUS CPOKA rOAHOCTU, ONPEAENEHHOI0 U3rOTOBUTENEM.

3.2.4 OueHka cTabunbHOCTM 6apbepHOW CUCTEMbI AN CTepunu3auMm (CPoK XpaHeHuA)
(MCO 11607-1:2006, nyHKT 6.4)

OueHKy CrnocoOHOCTM marepuanoB 0apbepHOW CUCTEMbI ANS CTepUunu3auuu Unu npeaBapuTenbHO
CchOpMUPOBaHHOI BapbePHOI CUCTEMBI ANA CTEPUNU3aLMM NOAAEPXKUBATL CBOM IKCMIyaTaLUUOHHbIE Xapak-
TEPUCTUKU U LIENIOCTHOCTb KINEEBOr0 COEAMHEHUA C TEYEHWEM BPEMEHMU OObLIMHO BbIMOMHAET W3rOTOBUTESNDb
npeaBapuUTensHO cchopMUPOBaAHHON BapbePHON CUCTEMBI ANA cTepunu3auum (cM. Takke MCO 11607-1:2006,
noanyHkKT 6.4.7).

B 10 e BpeMs gaxe B crny4ae, Koraa matepuanbl COXPaHSIOT CBOMCTBA NPUEMAEMOr0 MUKPOBHOrO
fapbepa, MeaULMHCKOE yupexaeHue AOMKHO NPOAEeMOHCTPUPOBaTh, YTO BapbepHas cucTema ana crepunu-
3auun UK yNakoBovHas cuctema B c6ope MOXeET NoAAepPKUBaTb LIENOCTHOCTb B Npeanonaraemblx yCrnoBusX
OKpy>KaloLLien cpeabl 10 MOMEHTa UCMONb30BaHUS.

Cuutaetcs, YTo noTepsa UenoCTHOCTM BGapbepHON CUCTEMON ANA CTepunu3auumn cBsasaHa ¢ cobbiTuem,
a He CO BpPEMEHEM, U 3aBUCUT OT UCMOSNHEHMA GapbepHON CMCTEMbl AN CTEPUNU3aLun Unu ynakoBOYHON
CUCTEMbDI, @ TaKKe OT BO3MOXHOTO B3aUMOAENCTBUA MEXAY MEAULMHCKUM usgenuem u soibpaHHon 6apbep-
HOM CUCTEMON ANs CTEPUNU3ALMK, YCIIOBUI XPaHEHUS, YCIOBUI NPU NEPEBO3KE M KONMMYECTBA MAHUNYTALMIA.
Moaxoaswasn cpega Anst XpaHEHUS BKAKOYAET LUMPOKUM CnekTp npobnem, T. €. NpeaoTBpaLleHne NOBPEX-
JeHWii, noaaepxaHue onpeAeneHHon TeMnepaTtypbl U CTabubHON BRAXHOCTU, OrPaHMYEHUEe BO3AEUCTBUSA
NbINU U NPSIMOTO COTNHEYHOTO CBETA, YAepXMBAHNE 3aLLUUTHOW YNaKOBKM HA OAHOM MECTe, CBOAA K MUHUMYMY
nepemMeLLeHus, pusnyeckoe pasaeneHne YUCTbIX U 3arpAsHEHHbIX UAENUA U T. A.

Ha makcumanbHble ycunua no noaaepXXaHuio LEenoCTHOCTW YNaKoBKU NYTEM OrpaHUYEHUs pucka no-
BpeXaeHus 6apbepHO CUCTEMbI ANA CTEPUNM3aLUKN 3HAYUTENLHOE BIIMAHME MOTYT OKasaTb afeKkBaTHOE
ynpasneHne CKNaZCckuMm X03siIMCTBOM U CUCTEMA MEHEXKMEHTa.

MpuMmeyaHne — HaumoHarnbHOE UNN PernoHanNbHOe PyKOBOACTBO MOXET AaTb AONONHUTENBHYH UHBOPMa-
umio 0 TpeGoBaHUsX K XpaHeHuIo, HanpUMep paccTosHWe A0 Nofia U 40 NoTorka, 06HOBMeHWe 3anacoB, y6opka CKagcknx
nomelLeHui, Gornee KOHKPETHLIE OrpaHUYEHNA AN TEMNepaTypel U BAaXHOCTH, TUMN pacCTaHOBKU B CNeLyUanbHOM rasoHe-
NPOHULAEMOM 3aKPLITOM MOMELLEHUU, BO3AYX00BMEHE B BEHTUNSALMU M KauecTBe BO3AYXa, YacTULax B BO3AyXe.

3.2.5 [lokymeHTaums

MeauumHckoe yupexaeHue AOIKHO CreAoBaTh NiaHaM MU KPpUTEPUAM OUEHKM BblGopa GapbepHbiX
cuctem ans crepunusauuu. Pe3aynsratbl UCNBITAHUN CNEAYEeT CPaBHUTbL C KPUTEPUSIMU NpuemnemocTu. Pe-
3ynbTaThl OLEHKM CrieAyeT 3a/10KyMEHTUPOBATD.
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JloKyMeHTbI 0 Banugauumn u cobpaHHble AaHHblE HE0BX0AUMO BECTU B COOTBETCTBUM C NONUTUKOIR Me-
AvumHckoro yupexxaerus. UCO 11607-1:2006, nyHkT 7.1, TpebyeT, uToObl AOKYMEHTUPOBaHHAA UHpOpPMaLMA
BKJlIOYana naeHTudukaumio Tuna, pasmepa unm copra U Homepa napTum UCNbITAHHLIX MaTepUanos, NPoLec-
COB CTEPUINU3aLK, BCE N3BECTHbIE AaTbl UICTEYEHUA CPOKA FOAHOCTU UNK NpeanaraeMble YCNOBUA XpaHEHUS,
BCE M3BECTHbIE OFPaHMYEHUs Ha obpalLeHne unu Ucnonb3oBaHue, CBeAEHUN, KacaloLmecs maTtepuanos no-
BTOPHOIO UCMOJIb30BaHUsI, ONYCTUMYIO YacTOTY U XapaKTep TEXHUYECKOTO 0GCNYXMBaHUA.

3.3 PykoBoactBo no coorBeTcTBUIo UCO 11607-2. TpebosaHus eanudayuu npoyeccos
¢opmupoearus, CKkireusaHusi U c6opku

3.3.1 O6wme nonoxeHus

MCO 11607-2 onucbiBaeT TpeGoBaHUA K Banuaauum BCEX NPOLECCOB ynakoBbiBaHUA. Clofa BKIOYEHbI
c6opKa unu HanomHeHue u cneayioLme nNpoLecebl:

- NpoLecc cknemBaHua: GopMMpoBaHne U CKNeUBaHNe PynoHa unu nakeTa;

- npouecc 06epTbIBaHUA: CknaabiBaHNe U 3aKpbITME CTEPUNN3ALIMOHHON 06epTKY;

- MpPOLIECC C KOHTEMHEePaMU: 3aKpbITUE MHOTOKPATHO UCNONbL3YEMOrO KOHTERHEpA.

Banupaauus npoueccoB MOXET COOTHOCUTBLCA C AaTon npeabiayLuen arrectaumm moHTaxa (IQ) u artre-
crauuen akcnnyatauumn (OQ). 3TU AaHHbIE MOXXHO MCNONbL30BAaTb ANA onpeAeneHus AoMYCKOB ANst KpUTuye-
CKMX napamMeTpoB.

[eATenbHOCTL B pamMkax Npouecca ynakoBblIBAHUA AOMKHA OCYLLECTBNATLCA B paMkax ouuuanbHON
CUCTEeMbl MEeHemMKMeHTa kadyecTBa. [MOCKONbKY UMEIOTCA perMoHanbHble pasnuuus B CUCTEMAX KadvecTBa
30PpaBOOXPaHEHUS!, OCHOBHbLIE 3NIEMEHTbI BKNKOYAIOT (HO 3TUM HE OrpaHM4MBaloTCsl) IPQEKTUBHYIO CUCTEMY
KOHTPONSA AOKYMEHTaLWKU, NpoLecc nonyyvyeHns obpa3osaHus B y4eBHOM 3aBefjeHUU, KOHTPONb/MOHUTOPUHT
NPOLIECCOB U CUCTEMY KOPPEKTUPYIOLNX AENCTBUIA N NPOUNAKTUKN ANA noaaepXaHus (M NOCTOSIHHOTO YNyy-
LUEHUST) pe3ynLTaTMBHOCTU NPOLECCOB YNaKOBbLIBAHUSA.

Bce onpeaenenus 1Q, OQ u attectauyum akcnnyatupyemoro o6opyaosanus (PQ) 8 UCO 11607-2 oTHo-
cATCA kK 060pyA0BaHMIO, MCNONBL3YEMOMY ANA NPOLECCOB CKNEUBAHWA UK 3akpbITUS. B TO e Bpemsi Bce npo-
uecchl (hOpMUMPOBaHUSA, CknemBanus u coopku TpebyloT pydHbIX onepaumii. CnenoBarenbHO, Bce (YHKLMU,
BbINONMHsIEMble paboTHUKaMK, CreayeT BKIOYUTb KaK YacTb Banuaauun.

O6bI4HO Npy ycTaHOBKE 060pY0BaHMSA BbINOMHSIIOT TONbKO |Q. ANbTepHaTMBHO ANs Npouecca, KOTOpPbli
BKITIOYAET TOMbLKO NOAEN U UCNONMHEHUE UMK 3aaay, pa3paboTka TUNoBbIX paGounx MHCTpykuui (SOP) u 06-
YYEHUE MO HUM MOXET PACCMAaTPUBATLCS HEKOTOPLIMU yupexaeHusamu kak 1Q. OByueHune KOHKPETHbIX onepa-
TOPOB, HAHATLIX ANA NpoBeaeHua atrectauun OQ u PQ, cnegyet AOKYMEHTMPOBATL B OTYETAax.

3.3.2 MeTtoa Banuaauum

3.3.2.1 Obwwme nonoxeHus

Mo cyTu, AOMKEH CyLLIeCTBOBaTb AOKYMEHTUPOBAHHBI METO/ Banuaauum unu CTaHaapTHbIA METOA Ba-
nuaauuu.

[aHHbIV AOKYMEHTUMPOBAHHbIA METOA, COCTOUT B CrIEAYIOLLEM:

a) paspabortka nnaHa Banugauum (cm. 3.3.2.2);

b) BbinonHeHue Banugauum (cm. 3.3.2.3):

1) 1Q (cMm. UCO 11607-2:2006, nyHKT 5.2);
2) OQ (cM. UCO 11607-2:2006, nyHKT 5.3);
3) PQ (cm. NCO 11607-2:2006, nyHKT 5.4);

C) Heobxoagumas npoueaypa 06paboTku oTkasa U KOPPEKTUpYIoLIee AeNCTBUE;

d) yrBepxxgeHue sanuaauum (cm. 3.3.2.4);

€) KOHTPOInb NpoLecca U TEKYLUUIA MOHUTOPUHT (CM. 3.3.2.5);

f) uM3MeHeHus npouecca/ynakoBbiBaHMS U NOBTOPHaA Banuaauua (pesanuaauus) (cm. 3.3.2.6).

3.3.2.2 Pa3paborka nnaHa Banuaauuu

Kak MMHMMYM nnaH Banuaauumn AOIMKEH BKMIOYaTb CNEAYIOLYI0 NHOPMaLMIO:

a) OTBETCTBEHHOCTb (T. €. yupexaeHue, mecrononoxeHue, ®.1U.0O. 0TBETCTBEHHOrO 3a BanMAaLMIO U
UCNonNHUTENS);

b) onucaHue npoueayp ckneumBaHus u 3akpbiTus/SOP (Hanpumep, TEPMOCKNENBaHNE NakeToB, 06epThbl-
BaHuUe 1 3aKpbiTue 6apbepHON CUCTEMBI AN CTEpUNU3aLMm, 3arpy3ka n 3aKpbiTue KOHTenHepa);

C) onucaHue BapbepHbIX CUCTEM AN cTepunusaumm u, ecnu Tpebyetcs, Heobsa3aTenbHON 3aLmUTHOM
ynakoBku (Hanpumep, onucaHue U3roToBuTens);

d) onucaHue cogepKUMMOro Mcnonb3yembix 6apbepHbIX CUCTEM ANA cTepunu3auuu. BapbepHble cucre-
Mbl 4Na cTepunusaumMm cobmMpalot, kak ansi 00bIMHOrO UCNONb30BaHUS, cM. 3.2.2.3,3.2.2.4,3.226 1 3.2.2.7;
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€) onucaHue npouecca crepunusauuu [Hanpumep, cTepunusauus BnaxHoiM nNapoMm npu Temnepary-
pe 134 n 121 °C, atuneHokcugom (EO), ra3oBoi nnasmou, HU3KoTemneparypHasa napodopmansgerngHas
(LTSF)], Bknioyas napameTpbl NpoLecca U UCnosb3yemMyio KOHUrypaumio Harpy3sku;

f) onucaHue TPaHCMOPTUMPOBAHUS, PACNpPEAENneHns U XPaHEHUS COOTBETCTBYIOLLMX BapbePHbIX CUCTEM
ANA cTepunu3auuu;

g) sranbl atrectayuu (1Q, OQ u PQ) (cm. NICO 11607-2:2006, nyHKTbI 5.2—5.4) AN AONONHUTENBHbIX
NOSACHEHMI MO KaXkgoMmy npoueccy cm. 3.3.2.7—3.3.2.9;

h) o6bem BLIGOPKKU C YYETOM TOTO, YTO YUCIIO UCTILITYEMBIX €AUHULL GEPETCA HA OCHOBE CTAaTUCTUYECKU
[OCTOBEPHOro 060CHOBaHUs1 (CM. NpunoXxexue L).

NMpuMeuyaHue — PasMmep BLIGOPKM 3aMETHO BMUSIET Ha JOBEPUTENLHLINA YPOBEHb U HAAEXKHOCTb. MHCTpYMeH-
Tbl ANs onpefieneHus paamepa BbIGOPKM MOXHO JIerko nofobparb NoOUCKoM B MIHTEPHETE, UCTONb3ysl KIloUeBble CIIoBa
«BbIBOpKa», «pasMepy, «KarbKyrsaTopy»;

i) KpUTEPUM NPUEMKU C YHETOM TOTO, YTO MONbL3OBATENIO CNEAYET ONpeAenuTb, Kakme atpubyTbl npeano-
naraercsi OLleHUBaTb, METOA OLIEHKU U pe3ynbTarhbl, KOTOpble OyAyT CHUTATLCS NPUEMIIEMbIMU;

j) yTBEepXaeHue Banuaauuu.

MoxxHO nonb3oBaTbCs OrAHKOM MaHa Banuaauuu, NnpeAcTaBneHHbIM B npunoxerdun D, D.2—D 4. [ina
pPa3nu4HbIX KOMOMHALMIA NPOLECC cTepunuaauun/d6apbLepHas cucTema ans CTepunm3aumm n/unm ynakoBoyHas
cucTema (M3roToBUTENb, TUM U T. 4.) CrieayeT UCMONb30BaTh OTAENbHbIN NnaH Banuaauuu. Tabnuuy D.1, npea-
CTaBMEHHYIO B NPUIoXXeHuu D, MOXXHO MCNOMNb30BaThb A4S OPraHM3aLMOHHbIX LIenei.

3.3.2.3 BbInosniHeHue Banuaauum

Mocne pa3paboTku nnaHa Banuaauum NpPUCTynaroT K COGCTBEHHO Banuaauum no atoMy nnady. [ins py-
KOBOACTBA KOHKPETHO MO KaX(A0My M3 TPeX NpoLeccoB, ONMCaHHbIX B 3.3.1, cMm. cneayiowme noapasaensl:
npouecc ckneuBanus (3.3.2.7), npouecc obeprbiBaHua (3.3.2.8) n npouecc nomeLleHus B koHTenHep (3.3.2.9).

3.3.2.4 YTBepxaeHue Banuaaumm

J10KyMEHTUPOBAHHBIA U OLEHEHHbIN OTYET 0 Banuaauumn A0mkeH 06ecneunTb NPOCNeXBaeMoCTb U yT-
BepPXKOaTbCA OTBETCTBEHHLIM fIMLOM B COOTBETCTBUM C YTBEPXAEHHbLIM NAAHOM Banuaauuu (CM. Npunoxe-
Hue D, D.2—D.4).

OTKIOHEHUs criefyeT 06CyaUTL U YTBEPAUTL A0 YTBEPXKAEHMS OTYETa O Banuaauun. CneayeT OLEHUTb
BNUAIHWE OTKNOHEHUA Ha BanuAaLMOHHOE uccneaoBaHue, YTobbl NOHATL, TpeByeTca N NOBTOPUTL UCCNESO-
BaHue.

Otuet no arrectauun 1Q cneayeT yTeepauTb A0 Hauyana arrecrauun OQ. AHaNOrM4HO OTYET MO arTe-
crauuun OQ cneayet yTBepauTb A0 Ha4Yana arrecrauumn PQ.

Mocne kaxporo atana HEOOX0AUMO U3YYUTb OTKIOHEHMSI UM OTKa3bl, YTOObLI ONpeaenuTb OCHOBHYIO
NPUYMHY 1 BbIMOSTHUTBL KOPPEKTUPYIOLLEE AeNCTBUE A0 HAYana crneayoLwero stana sanuaauuu. Cneayer oue-
HUTE HEOOXOAUMOCTb MOMHOTO UMW YaCTMYHOTO NOBTOPEHUA NpeabiAyLLero srana sanuaauun. Koppektupy-
IOLLIMMU 1 NPEBEHTUBHLIMKU AEUCTBUSMM YNPABNAIOT C NOMOLLbIO YCTAHOBMEHHOW CMCTEMbl MEHEDKMEHTA, a
pe3ynLTaTMBHOCTL 3TUX AEWCTBUIN OLEHUBAIOT U AOKYMEHTUPYIOT.

3.3.2.5 KoHTponb npoyecca u TeKyLWwuin MOHUTOPUHT

Heobxoaumo paspabotatb npoueaypbl, o6ecneumBaloLme KOHTPOnb NpoLecca ynakoBbIBaHUS U yCTa-
HOBMEHHbIX NapamMeTpoB NpoLiecca BO BPEMs HOPMarnbHOW paboThbl.

Kputuuyeckue napamerpsbl Npouecca NoAnexar TeKyLLEMY KOHTPOMIO U OKYMEHTUPOBAHMUIO.

3.3.2.6 N3meHeHus npouecca/ynakoBku U NOBTOPHAsi Banuaauusi

3.3.2.6.1 lNpoueccbl nognexar NOBTOPHON BanuaaLuuM, eCnv NPoU3OLLINIM M3MeHeHus B 0bopyaoBa-
HUW, NPOAYKLMK, YNAKOBOYHBIX MaTtepuanax unu npouecce ynakoBbiBaHUsI, KOTOPbIE MOTYT CBECTW HA HET
NepBOHAYarNbHYIO BanuaaLmio U NOBMUATb HA CTEPUILHOCTL, 6€30MacHOCTb UMK a€KBAaTHOCTb CTEPUNbHBIX
MEAULMHCKUX u3aenuii. [ina noaTBepXaeHUA Takoro 3aknoveHus Tpedyerca 0KyMEeHTUPOBAHHOE 060CHO-
BaHue.

MpumMmeuyaHue — Huke crieayeT nepedeHb U3MEHEHUH, KOTOpble MOTyT MOBMUATL Ha CTaTyc mpolecca Banu-
Aauuu 1 TpebytoT NOBTOPHOW BanuaaLuu:

- M3MEHeHUs1 MaTepuarnoB GapbepHOii CUCTEMBI st CTEpPUNU3aLUK;

- HoBoe 06opynoBaHue;

- NepeHoc NpoLeccoB U/unu o6opyaoBaHUA U3 OAHOTO YUPEXAEHUS UMK MecTa B IPYroe;

- M3MEHEHUs NpoLecca CTepunusaumy;

- aHanu3 xano6 KOHEeYHOro MosbL3oBaTeNsa UNKU HeCOOTBETCTBYIOLas TpeGoBaHUAM NPOAYKUMS, OTpuLaTenbHas Au-
HaMuka UHAUKATOPOB KOHTPOMS KayecTBa U NpoLecca;

1"
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- U3MEHEHMe CcOoAepXUMOro GapbepHoli cUCTeMbl ANA CTEpPUNMU3aLMK, BbIXOASLee 3a paMKu paHee OLEHEHHbIX
napaMeTpoB HauxyzLUero crnyyas;

- U3MeHeH1e CPeACTB TPaHCNOPTUPOBaHNS MK MapLLpyTa (HanpuMep, OT NepeMeLLeHUi TONBKO BHYTPHW 34aHus K
nepeMeLLeHo Mexay 3AaHUSMM, YTO MOXET NMPUBECTU K 3HAYUTENBHOMY U3MEHEHMIO BbIGUpaeMoii ynakoBKu).

3.3.2.6.2 MoTtpebHOCTL B MOBTOPHONM Banuauuu criefyeT OUEHUTb M 3afoKymeHTupoBaTb. Ecnu uns-
MEHEHUe He TpeOyeT NOBTOPEHMSA BCEX ACMEKTOB MepBOHAYanbHON Banmaauuu, TO NOBTOPHAsA Banuaauus
He AomkHa BbiTb TakoW pa3BepHYTOIl, kKak NepBOHaYansLHas, Nnpuyem Ans NOBTOPHOI Banuaauum Tpebyerca
JOKYMEHTMPOBaHHOe 060CHOBaHKe.

3.3.2.6.3 JokymeHTMpoBaHHOE O0BOCHOBAHUE NULLYT AN NPUEMKU U3MEHEHUI, KOTOPbIE He TpelyioT
NOBTOPHOI Banuaauun (HanpuMep, U3MEHEeHMe maTepuana unu CMeHa MnocTaBLyuMka Marepuana, ecnm no-
CTaBLUMK NPeacTaBuT CBUAETENLCTBO O TOM, UTO MaTepuarnbl NPaKTUHECKU SKBUBAMNEHTHbI).

3.3.2.6.4 PekoMeHAyeTCs pacCMOTPETL BO3SMOXHOCTb NEPUOANYECKM NMOBTOPSAEMON BanuaaLmm, Bepu-
dukauum unu aHanu3a, NOCKONbKY HakannMBaHUe MHOXECTBA MENKUX M3MEHEHUI B CyMME MOXKET MOBIUSATb
Ha cTaTyc Banuaauum npouecca.

MoBTOPHbIE BanMaaLmn MOXHO TaKKe UCMONb30BaTh ANsi AEMOHCTPaLuUM TpebyloLWmnXCs 3HaHUIA U yme-
HWIN pabOTHMKOB ANst 9P(PEKTUBHOTO OCYLLECTBIEHUS MPOLIECCOB, a TAKXKE ANA nepeksanudukalum nepcoHa-
na v yCOBEpLUEHCTBOBAHUS NPaKTUKK.

3.3.2.7 Banugauus npouecca cknensaHus (TepMOCKNenBaHus, TepMocsapku) ((popmmupoBaHue u ckne-
MBaHWE PyNoHa UMK NakeTa) NpeABapuTENbHO CHOPMUPOBAHHBIX BapbEPHBIX CUCTEM ANA CTEPUNM3aLUM.

MpumevyaHue — WarotoBuTenb NpegBapuTesisHO cHOPMUPOBaHHON BapbepHOW CMCTEMBI AN CTEpPUNM3aLMn
npepgocraBndaer MHQ)OpMaLlVIFO O Banupauun npouecca cknenBaHUA Ha BbINOMHEHHbIX KneeBbiX COeUHEHUAX; TaKas Ba-
nnaauna KacaeTca KleeBoro coeuHeHna 3akpblTUA, BeINONHAEMOro Ha MecTe, B MegULMHCKOM YYpexaeHUu.

3.3.2.7.1 Attectauus MOHTaxa (ycTaHOBOYHasA keanudukauua 1Q)

OTO 03HAYaer, YTo YCTPOWCTBO (anmmapar) ANA TEPMOCKNIeMBaHUA (TEepMOCBapPKM) AOSKHO ObiTb CO-
BMECTUMBIM U NPaBWUMBHO YCTAHOBMEHHbIM. OBopygoBaHWe ANA TEPMOCKITENBaHMA AOJDKHO NOCTaBNATLCA
C 3aBofa C npeaBapuTenibHON KanuBpoBKOW U CEPTUDUKATOM, 8 MEAULIMHCKOE YUPEXAEHUE AOIMKHO UMETb
nporpamMMy TeKyLLMX NPpOBEpPOK, YToObI 0BecnevnTb Haanexalye napaMmeTpel TEPMOCKIIeUBaHUs Ans Coeau-
HAEMbIX MOBEPXHOCTEN. Kpome Toro, nonb3oBartenb AOSKEH NPONTM MOATOTOBKY, Kak npaBunbHO pabotatb ¢
YCTPOMCTBOM A5 CBAPUBAHMUS.

CnegyloLwme acnekTbl artectauum |Q yunThIBaKOT YCNOBUS OKPYXKAIOLLEN CPEAbl, Takue Kak YucTora no-
MELLEHUA, TemnepaTtypa, BNaxXHOCTb; J0KYMEHTUPOBAHHLIE/AEWCTBYIOLLME METOANKN OOY4EHNSA; CNIPABOYHUKN
U MHCTPYKLUMM MO BKCMyaTauumu.

Heo6xoanmMo paccMOTPETL CreaytoLmue BOMpoChI:

a) OnpeaeneHbl N KPUTUYECKME NapaMeTpbl Npouecca (Hanpumep, Takue Kak Temneparypa, KOHTaKT-
HO€ faBneHue U BpeMs TEPMOCKNenBaHma/naysbl)?

MpumevyaHue 1 — [pyu UCMONB3OBAHUM POTALMOHHOMO TEPMOCBaPOYHOro 060pYa0BaHUS BpeMs nayabl 06bI4-
HO BBIPaXaeTcA Yepes CKOPOCTb CBapuBaHWs (T. €. METPOB B MUHYTY). Ecnu ncnonb3ayeTesi TepmocBapouHoe obopynosa-
HWE YErCTHOro TUMa, TO BPeMsi Nay3bl — 3TO BpeMsi, B TEYEHUE KOTOPOro HarpeTble 3rieMeHThI (HentocTy) HaxoasaTes B
COMKHYTOM COCTOSHUM B KOHTaKTe CO CBapUBaeMbIM MaTepuanoMm.

b) OcHoBaHa nu Temneparypa CBapuBaHUsA Ha PEKOMEHAALMAX U3rOTOBUTENA npeaBapuTenbHO cdop-
MUPOBaHHON BapbePHON CUCTEMBI AN CTepunu3aumn?

c) OcHaLleH nu CcBapOoYHbIi annapar CMCTEMamMMn KOHTPONA U MOHUTOPUHIA KPUTUYECKMX napamMeTpoB
npouecca?

d) OcHalleH N1 cBapoYHbIi annapart cucTemMammu CUurHanu3auuu, npeaynpexxaeHus Uy BblknoyaTenem
annapara Ha crnyyaii NpeBbILUeHUS NpefenoB KPUTUHECKUMKU napaMeTpammu?

€) W3BeCTHbI N1 1 NOHATHLI N TEXHUYECKMe TpeboBaHUs kK co3gaBaeMblM COEAMHEHUSAM (T. €. LUMPUHA
KOHKPETHOTO CBApOYHOIO LUBA, €CNM 3TOT NapaMeTp Perynupyercs HauMoHanbHbIMW CTaHaapTamm)?

f) [ocTynHbl Nu Ans nonb3oBaTenei J0KYMEeHTUPOBaHHbIE NNaHbl N0 NpPodunakTuyeckomy obcnyxm-
BaHMIO U OYNCTKE?

g) Bce nu nonb3oBarenu npoxoasiT NOArOTOBKY MO 3KCNyaTauum CBapoO4YHOro 060pya0BaHNus U 0PoOpM-
NAETCA NU 3TO JOKYMEHTanbHO?

[na BbinonHeHusa artrectayun |Q pekomMeHayeTCa UCNONb30BaTb KOHTPOSbHbIE FUCTDI.

MpumevyaHne 2 — KoHTponbHble NUCTBI aTTecTauun |Q B npunoxerun E, E.1, MoxHo ucnons3osaTb AN
AOKyMeHTauun.
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3.3.2.7.2 Artectauus akcnnyartauum (onepaumuoHHas kBanudukauua OQ)

[vana3oH Temnepatyp CBapku, KOTOpble Mpeanonaraer UCNonb3oBaTb MEAULMHCKOE yYpexxaeHue,
onpeaensieT camo y4dpexaeHue, nonb3ysicb UHdopmaumein, NpeaoCcTaBreHHo nsrotoputenem 6apbepHoi
CUCTEMbI ANSi CTEPUNU3aLMKN U U3rOTOBMTENEM 060pY0BaHUA AN TEPMOCBAPKU.

M3rotoButenb npeasaputenbHO chOpMUpPOBAHHOW GapbepHON CUCTEMbI Ans cTepunu3aumm 06blMHO
1a€eT BEPXHIOI U HWKHIOKO rPaHuLYy AvManasoHa, Npy onpeAeneHHOM JaBreHnn U BpeMeHU Nay3bl.

M3roToBuTenb cBapOYHOro 0060pyA0BaHMS 0OLIMHO NPEAOCTaBNSAET MH(OPMALIMIO O MOHUTOPUHIE KPU-
TUYECKMX NapaMeTPoB.

KoHTakTHOe pasneHue u Bpems cBapku/nay3sbl 0ObIMHO NPEACTaBIIEHLI B ONPEAENEeHHOM AnanasoHe us-
rotoButenem o6opyaoBaHusa Ansi TepMOCBAPKU, U BaXKHO 06ECNeYnTb BO3MOXKHOCTb AOCTUXXEHMA annapaTtoM
npeaenoB, PEKOMEHAOBAHHbLIX M3rOTOBUTENEM NpeaBapUTenbHO chOPMUPOBAHHON BapbepHO CUCTEMBI AN
cTrepunu3auun. B ycnosusx akcnnyarauum pasnuyHble 6apbepHble CUCTEMbI MOTYT NOTPeboBaTh pasnuyHbIX
Temneparyp CBapuBaHusi.

C nomouwblo npeaocTaBneHHoW MHAOPMAaLMKM NONb30BaTENb CBApUBaeT GapbepHble CUCTEMbI Arnst
CTEepunu3auuu Npu BEPXHEM M HUXKHEM NpeAenbHbIX 3HAYEHUSX AUana3oHa U OLEHMBAET KayeCcTBO MNOry-
YEHHbIX coeauHeHun. Mepea npUMeHeHWeM crieayeT NPOBEpUTb Hanuuue KanuGpoBKM CBApPOYHOro 060-
pyaoBaHus.

Onepatopb! A0SMKHBI NPOWTKU NOATOTOBKY M NPOBEPKY 3HAHUS MPOLIECCA TEPMOCBAPKMU.

YnakoBky cneayet cobmparb B COOTBETCTBUM C JOKYMEHTUPOBAHHLIMU MHCTPYKLMAMM. [Mpu cbopke yna-
KOBKWU CRneayeT yuuTbiBaTb Criydyan HamxyaLlen KoHdurypauum (CM. npunoxenue H).

Heobxoaumo ckneutb o6pasubl NpU KaXKIA0M BEPXHEM U HUXKHEM NpejernbHOM 3HaYeHUM Auanas’oHa
KPUTUYECKOrO napameTpa M OLEeHWUTb pe3ynbrar. [Ins Toro 4tobbl yTBEpAUTL AN paccMaTpuBaemoro napa-
MeTpa npeaenbHoe 3HavyeHue, Heobxoanmo, UToObl BCe 00pasLbl, CKNEEHHbIE NMPU 3TOM 3HAYEHUU, NPOLLNU
Kputepun npueMku. Kputepum npuemkmn Ans CKIeeHHbiX 6apbepHbIX CUCTEM ANsi CTEPUNU3ALIMK BKITIOYAIOT:

a) ueneHoe KneeBoe COeAUHEHNE YCTAHOBMNEHHOW LUMPUHBI;

b) oTcyTcTBME KaHANOB UMK OTKPbITbIX LLBOB;

C) OTCYTCTBWE MPOKOIOB U HAAPLIBOB,;

d) OTCYTCTBME MOPLUMH U CKNag0K NOMepex LUBa;

€) nocrne npeaycMOTPEHHOro rnpouecca crepunusauum OTCYTCTBME pPacCnoeHus marepuana unu pas-
pbiBa BOMOKOH MPU BCKPbITUM YNAKOBKM G OTCNauBaeMon MOBEPXHOCTLIO MOXET NoMeLLaTb acenTUYecKoMy
U3BMNEYEHUIO.

Ecnu ans oueHMBaHMSA KnNeeBbIX COEAMHEHWI UCMNOMb3YIOTCA pa3pyLualowmMe UcnbiTaHusl, TO Heobxoau-
MO NOATOTOBUTb HECKOMbKO CEPUI YyNakOBaHHbIX U3AENWII HA NapaMeTp CKNenBaHus.

YUTOGbI BLINOMHUTL NMPUBEAEHHBIE BbILLE KPUTEPUU NOCHE CTEPUNM3ALIMU, MOXKET NOTPEOOBATLCA MUHU-
MarnbHas NPOYHOCTb KMEeeBoro coeanmHeHuns (Hanpumep, EH 868-5 ykasbiBaeT MMHMManNbLHOE ONOPHOE 3Ha-
yeHnue 1,5 H Ha 15 MM Ansa npoueccoB naposoi crepunusauum m 1,2 H Ha 15 Mm ans apyrmx npoueccoB
cTepunusauumn). Ecnm nsmepeHue npo4HoOCTH KNeeBoro COEAUHEHUS HE NpoBoauTcs B xoae OQ, cyLecTByet
MOBbILLEHHbIN PUCK HECOOTBETCTBUA NMPUEMOYHbLIM KPUTEPUAM B X04€e PQ, 4To noTpebyeT 3aHOBO BbINOMHUTL
attectauuio OQ.

KavecTBeHHbIE CBONCTBA MPOBEPSAIOT HA COOTBETCTBYIOLLEN CUCTEME (HanpumMmep, B Npoaa)e MMetoTcs
Habopbl ANA UCMLITAHUS HA NPOHUKHOBEHWE KpaCWUTENs UNK APYroro MHAMKATOpa LUENOCTHOCTM KIEeEBOro Co-
euHeHus; cM. npunoxexune A, A.7.3). Pesynstatbl 4OKYMEHTUPYIOT.

MpuMevyaHune 1 — VHAMKATOP LIENOCTHOCTY KNEEBOrO COSANHEHWUS [OMKEH COCTOSATL U3 TaKOro xe Matepua-
Na, YTo 1 MOPUCTLIN MaTtepuan B MakeTe Wnu pynoHe (Hanpumep, EH 868-3). Ecnu napameTpel kKadecTBa 4OCTUrAIOTCA NpK
BEPXHEM W HWXEM MpeAenbHbX 3HaYeHUsIX AManasoHa, TO YCTAHOBOYHOE 3HaYeHue OBLIMHO NEeXUT nocepeguHe Mexgy
ABYMSi 3TUMM 3HAYEHUAMM (HanpuMep, ecrnn HxHee npefensHoe 3HaveHne = 170 °C, a BepxHee = 190 °C, To Temnepa-
Typa TepmockrensaHnsa coctasut 180 °C).

MpumevaHune 2 — KoHTponbHeIA nuct OQ B npunoxerun E, E.1, MOXHO ucnone3oBaTk AR onpejeneHus
TeMnepartypbl TEPMOCKIIEUBAHUS.

3.3.2.7.3 AtTecTaums akcnnyatupyeMoro o6opyaoBaHuA (KkcnmyaraunoHHas ksanudukauus PQ)

AtTectauua PQ nokasbiBaeT, 4To npouecc, Bknovas u obopyaosaHue, U oneparopa, nocrneaoBaTensHo
NPOU3BOAUT NpuemMnemMble 6apbepHble CUCTEMbI AS1S1 CTePUNU3aLMK B 3a4aHHbIX pabovnx YCrnoBUSIX.

Heobxoanmo y4ecTb criegyoLuee:

a) oueHuBaHue BapbepHO CUCTEMbI ANs CTEpPUM3aumm NPOBOAAT MOCIE ee CKIeUBaHUS U CTepunu-
3auuu;

13



rOCT P 58162—2018

b) AOKymeHTauus Ha nmapTuM, UCMOMNb30OBAHHLIE B XOAE BanuAALUMOHHBLIX MCCNEeaoBaHWi, obpasyer
yacTb 3anucen 0 Banuaauun. aeHTudukaumsa napTum JOrKHa BKAOYaTh (HO 3TUM HE OrpaHUYMUBATLCS) Cre-
ayiouiee:

1) oneparopa;

2) Bpems u aary;

3) npouecc crepunu3auuu, napameTpbl U YUCIIO LMKNOB;

4) ncnonb3oBaHHbIE MaTepuanbl 6apbepHO CUCTEMBI AN CTEPUNU3aLmu;
5) copepxmmoe 6apbepHOI CUCTEMBI ANS CTEPUNU3aLUK;

6) ucnonb3oBaHHOe 060pyAOBaHUE ANS TEPMOCKIENBAHUS;

C) KanubpoBKy UCNbITAaTENBHOrO 060PYAOBAHUA U annaparToB ANl TEPMOCKIIEMBAHUSI NPOBEPSIOT C MO-
MOLLIbIO METOAA, PEKOMEHAOBAHHOIO M3roToButenem. NpoBepKy OCyLLLECTBNAIOT A0 HAYana CKNeuBaHus;

d) ckneusalot u oueHusaloT o6pasubl. Bce 06pasubl AOMKHBLI COOTBETCTBOBATb NPUEMOYHBIM KpUTEPU-
aM. Mudopmauuio no o6vemy BbiGopku cm. B 3.3.2.2, nepeuncnenue h).

Y106b! BLINOMHUTL NPUEMOYHBIE KPUTEPUM NOCITIE CTEPUITM3ALIUU, MOXKET NOTPEOOBaTLCA MUHUMATILHAA
NPOYHOCTb kKNeeBoro coeauHeHus (Hanpumep, EH 868-5 yka3sbiBaeT MuHUMansHoe onopHoe 3Hayexdume 1,5 H
Ha 15 Mm ana npoueccos naposon ctepunusauum u 1,2 H Ha 15 MM ans apyrux npoLeccoB CTepunnsauum).

Ecnu ans oueHMBaHUA KneeBbiX COEAMHEHUI UCTIONbL3YIOTCA pa3pyLualoLMe UCTILITaHKS, TO Heobxoau-
MO MOAFOTOBUTbL HECKOMNBbKO CepUi yNakoBaHHLIX U3AEMNUIA HA NapaMeTp CKIIEMBaHUS;

€) cneayer NoAroTOBUTL TPU NAPTUM UITM CEPUU CKIEEHHbIX 6apbepHbIX CUCTEM ANA CTEPUNM3aLum; atTu
napTuM BKNOYAKOT NOTEHUMANBbHO 3HAYMMbIE UCTOYHUKM MU3MEHUMBOCTMU, TaKMe Kak oneparop, BpeMs CyToK,
marepuan (pasmep, UCTOYHUK, KOHTPONMPYEMas nNaprus), coaepxmmMoe BapbepHbIX CUCTEM AN CTepunu3a-
uumn. Crnegyet TakkKe BKMIOYUTL COAEPXKUMOE YNAKOBKKU, KOTOPOE NPEACTaBNSAET HaMbonbLUyo Npobnemy (Hau-
XyaLumii cny4van);

f) o6pasubl 6apbepHOI CUCTEMBI AN CTEPUNU3ALIMKM CTEPUITU3YIOT, UCMONb3Ysl NPOLIECC CTepunusaymm,
3apaHee onpegeneHHbIi Kak NoAXoAALMIA AN AEMOHCTPaLMKU NPUrogHOCTU 6apbepHOI CUCTEMBI ANSA CTepu-
nusaumuu. Tpu naptum 06pasLoB NoABEPraloT OAHOMY M TOMY Xe NpoLeccy CTepunu3aumm Tpems oTaenbHbIMKU
LMKnamm, 4tTobbl NPOLEMOHCTPMPOBAThL BOCNPOM3BOAUMOCTD;

g) GapbepHble CUCTEMBI AN CTEPUNU3ALMKM OLIEHMBAIOT Nocne cTtepunusauun u nocne Hambonee He-
BGnaronpusiTHOro BapuaHTa yCrioBui obpaLleHus, pacnpeseneHust U XxpaHeHus!, UCNonb3ys KpUTEpPUii NPUEMKU
u3 arrecrauun OQ. Pesynbsratbl AOKYMEHTUPYIOT. CM. Tarke 3.2.3 u MCO 11607-1:2006, nyHkT 6.3.

MpumedyaHue — [nagokyMeHTaLMM MOXHO UCNONb30BaTb KOHTPOSBHLIA NUCT Ans PQ u3 npunoxenus G, G.1.

3.3.2.7.4 Camo3sakneuBaroLmecs nakeTbl UK 3aKNenBalOLMECH C NOMOLLLIO NEHTbI

[pUTOM YTO HE PEKOMEHAYETCH MCMONb30BaTh CamM0O3aKieMBaloLLIMECH UK 3aKIenBaloLLMECH CMOMOLLbIO
NEeHTbl NaKeTbl, eCnn NMeeTcd 060pyp.03aHV|e AnsA TepMmo3aknenBaHua NakeTos, c60p|(a U 3aKpbITUE NAKETOB
noanexar Banugauumn, ecnm 3tu npoueccsl npoucxogat (cm. MCO 11607-2:2006, noanyHkT 5.1.1). Paccma-
TPWBALOT BCE COOTBETCTBYIOLLME AMEMEHThI U 3Tanbl Banuaauuu, nogpobHo onucaHHeie B UCO 11607-2:2006,
pasgen 5.

3.3.2.8 Banugauus npouecca o6eprbiBaHus (CknaabiBaHWe W 3aKpbiTue 00epTku Ans cTepunu3anum)

3.3.2.8.1 AtTectauus MOHTaxa (ycraHOBOYHas keanugukauua 1Q)

XoTsi npouecc o6epTbiBaHUSE — 3TO B OCHOBHOM pyyHasa paboTa, paccMaTpUBaloT CrieyloLme acnekTbl
IQ: ycnoeus okpyxatoLuen cpefbl, HanpumMep YUCTOTY NOMELLEHUS, TEMNEPATYPY, BAAXHOCTb; OKYMEHTUPO-
BaHHOE/NpoBeAeHHOE 00y4YEeHNE; MHCTPYKLMM UMK CNPaBOYHUK MO AKCNyaTauun.

3.3.2.8.2 Artecrauma akcnnyarauuu (onepaumoHHas ksanudukauma OQ)

JomkeH MMeTbCA AOKYMEHTUPOBAHHbLIM CMOco6 COOPKM YMaKoBOK. OTOT METOA AOIMKEH Y4YMTbIBaTb
3.2.2.3 1 3.2.2.6.3. PykoBOACTBO MO COOPKE M 3aKPbITUIO 00EPTOUHBIX YNAKOBOK MOXHO MONY4YUTb Y U3TOTOBU-
Tensa obepTku.

Onepatopbl NPOX0AAT OOY4YEHNE U UCNBLITAHUSA HA KOMNETEHLMIO.

Cnocobbl CkaablBaHWS BKIKOYAIOT B Ce0A NONyYeHWe U3BUIMCTOrO NyTU ANA NPENATCTBMA NPOXOXae-
HUS MMKPOOPraHn3MoB (CM. npunoxexue C).

YnakoBku coOmpaloT B COOTBETCTBUM C JOKYMEHTMPOBAHHOW Npoueaypoin. Heo6XxoaMmo BKIOYMTL Hau-
H6onee HebnaronpuaATHbIA cnyyar kKoHdurypauuu usgenus (cm. npunoxexume H). O6pasubl 3aKpbiBaloT/3akne-
MBAIOT U oueHuMBatoT. Bee 06pasubl AOMKHbI NPOWTU KpUTEPUU NPUEMKU. PykoBoaCTBO Mo 06bemMy BbIGOpKU
cM. B 3.3.2.2, nepeuuncrienue h), n npunoxeHuu L.

B 3aBMCMMOCTM OT METOAOB, UCMONb3YEMbIX AMA OLEHKW 3aKPbITUS,, TOTOBAT HECKONbKO HABopOoB Ha
napTuto.
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BapbepHble CUCTEMBI ANA CTEPUNU3ALIMM OLIEHMBAIOT HA LIENOCTHOCTL M Haanexawee 3akpeitue. Kpu-
TEep1KU NPUEMKU BKIOYALOT (HO STUM HE OrpaHUYMBAIOTCS) creayloLee:

a) HenpepbIBHOCTb U LIEMOCTHOCTb KNEEBOr0 COEANHEHUS;

b) oTcyTCcTBME KAHANOB UMK OTKPLITLIX LUBOB M 3a30POB;

C) OTCYTCTBUE MPOKOSMOB U HAAPLIBOB;

d) otcyTcTBME paccnoeHua matepuana unu pasaeneHusi Npu BCKPbITUK;

€) pa3sBepTbiBAHWE UMK BCKPLITUE AOSMKHO NPOAEMOHCTPUPOBATh, UTO DapbepHas cuctema ans crepu-
nu3aumu cnoco6Ha obecneunTb acenTU4IecKoe U3BeYEHNEe COAEPKUMOTrO;

f) A[ocTuxeHue napaMeTpoB CTepUnU3aLuy;

d) AOCTUXEHME NapaMeTpoB CYLUKW.

Kpome oueHnBaHUA 3akpbiTbix 6apbepHbIX CUCTEM ANA CTEPUNU3aLmumn Heo6x0aMMO OTKPbITb YNaKOBKY
M OLEHUTb Ha COOTBETCTBME AOKYMEHTUPOBAHHOW npoueaype cOopku.

MpumevyaHue — MOXHO UCNONB30BaTb KOHTPONBHLIA NUCT OQ, NpuUBEAEHHbIR B Npunoxexnun E, E.2.

3.3.2.8.3 Arrecraums akcnnyatauyum obopyaoBanus (ksanudukauma akcnnyatauum PQ)

Attectauusa PQ nokasbiBaeT, 4to npouecc 00epTbiBaHus NOCNeA0BaTeNbHO NPOM3BOAUT NPUEMIIEMbIE
GapbepHble CUCTEMDBI ANS CTEPUNU3ALIMM B YCTAHOBIEHHbLIX pab0umnX YCrOBUAX:

a) oueHuBaHue BapbLEPHON CUCTEMBI AN CTEPUMM3ALUM MPOBOAST NOCAE TOro, KAk OHA 3aKpbITa U CTe-
pWUM30BaHa;

b) AOKyMEHTauusi HA NapTuM, UCMONb30BAHHLIE B XOAE BaNUAALMOHHBLIX UCCREeAOBaHWi, obpasyer
yacTb 3anucen 0 Banuaauun. aeHTudukaumsa napTum JOrKHa BKIOYaTh (HO 3TUM HE OrpaHUYUBATLCS) Crie-
ayoulee:

1) oneparopa;

2) BpeMs u aary;

3) npouecc cTrepunusauuu, napameTpbl U YUCNO LMKIOB;

4) ncnonb30BaHHbIE MaTepuarnbl GapbepHON CUCTEMBI ANA CTEPUNU3ALNK;
5) UCNOMb30BAHHYIO NEHTY ANS CKIEUBAHUS;

6) coaepxumoe GapbepHO CUCTEMbI ANS CTEPUNM3ALNMK;

C) Tpu napTum o6pasLoB CTEPUNM3YIOT C MOMOLLLIO OZHOIO U TOTO e Mpouecca TPpeMs OTAeNbHLIMM
LMKnamm, 4ytTobbl NPOLEMOHCTPMPOBATb BOCNPOU3BOAUMOCTD;

d) cneayer coBpatb TPM NapTUM UM Habopa 3aKpbITbIX GapbEPHLIX CUCTEM AN CTEPUNM3ALMK B CO-
OTBETCTBUU C AOKYMEHTMPOBAHHBIMU MPOLEAYPAMU MEAULIMHCKOTO YYPEXAEHUS. 3T TPU NAPTUKN BKOYAIOT
NOTEeHUManbHO 3Ha4YMMbIE UCTOYHUKM U3MEHYUBOCTHU, TaKNE Kak onepaTop, Bpems CyTok, Marepuan (pasmep,
MCTOYHMUK, KOHTPONMPYeMas napTus), coaepxmmoe bapbepHbIXx CUCTEM AnsA cTepunusaumn. CnegyeT Takke
BKIIOYUTb COAEPKUMOE YNAKOBKM, KOTOPOE MPeAcTaBnsieT Haubonbluylo npobnemy (Hamxyawmin criyqan).
Ecnn GapbepHyto CUCTEMY ANA CTEPUNM3ALMU MHOTOKPATHOTO NPUMEHEHUS NOABEPraloT CTEPUNM3aLum pas-
HbIMW NpoLECcCamMmu UM MHOTOKPATHOM CTEPUnU3aunm, YToObl 40CTUYL (PUHULLIHON CTEpUNU3auMK, Banuaauus
[lorKHa 0XBaTbIBaTb BCE NPOLIECCHI B NOPAAKE BbINONHEHUA. [OBTOPHOE UCMONb3oBaHne 6apbepHbIX CUCTEM
ANa cTepunusaumm, npegHasHavyeHHbIX Ans 04HOKPaTHOIo UCMOSMb30BaHUA HEAOMYCTUMO;

e) obpasupl 3aKnenBatoT/3akpbiBaloT U OLEHUBAIOT. Bce 06pasLibl AOMKHLI COOTBETCTBOBATL KPUTEPUAM
npuemkn. PykoBOACTBO MO pasmepy BblIGopku cM. B 3.3.2.2, nepeuncnenue h);

f) B 3aBMCMMOCTM OT METOAOB, UCMOMb3YEMbIX ANt OLEHUBAHUSA 3aKPbITUSA, CNieayeT NOArOTOBUTL He-
CKOMNbKO HaBOPOB Ha NapTuIo;

g) GapbepHble CUCTEMBI ANA CTEpUnM3auuyM OLEHUBAIOT MOCME CTepunu3aumMu U nocre oXxuaaembix
HaumeHee BnaronpuATHbIX YCNOBKMI 0OpaLLEHNs, pacnpeaeneHns U XpaHeHusa 40 MecTa UCNONb30BaHUSA, UC-
nonb3ysa Kputepum npuemkn u3 OQ. Pesynsrarbl JOKYMEHTUPYIOT.

MpumMmevyaHune — [Ons AoKyMEHTaLMU MOXHO UCMONb30BaThL KOHTPOMbHLIA NUCT Ana PQ u3 npunoxeHuna G, G.2.

3.3.2.9 Banugauusa npouecca noMeLLEHUs B KOHTENHEP (HAanonHeHNe U 3aKpbITUE KOHTEHHEPOB MHOFO-
KpaTHOro NpuMeHeHus)

NCO 11607-2 n gaHHOE pPyKOBOACTBO PacCMaTpuUBAalOT HarosfiHEHWE W 3aKpbiTUe KOHTENHEPOB MHOTO-
KpaTHOro NCNOmnb30BaHUSA; B TO XE BPEMS HE PACCMATPUBAETCA 04UCTKA UMM 0be33apaxmBaHne STUX KOHTEN-
HepoB nepes NOBTOPHbLIM UCMONbL30BaHUEM. B peanbHOi B0NbEHUYHON CUTYaLMKN KOHTEMHEPbI MHOTOKPATHOTO
MCMonNb30BaHWA MOABEPratT YCTaHOBMEHHbIM M BanuAMPOBaHHbLIM MpoLEccaM O4YMCTKU/06e33apaxxuBaHus
nepes HanofHEeHUEM U 3aKPbITUEM.
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Mpu BEINONHEHUW BanuWaauuuM NPOLECCOB, UCTONb3YIOLLUX KOHTEMHEPbI MHOTOKPaTHOIO UCMONb30Ba-
HUS, B&XXHO y6eauTbCs, YTO WHCTPYKLMM M3FOTOBUTENS BbIMOMHSIOTCA U AOKYMEHTUPYIOTCA ANS Ka)aoro
KOHTEMNHepa, UCNONbL30BAHHOIO B Banuaaunmn (Hanpumep, COCTOSAHUE KOP3MHKU-BKNaAbILLA, CAMOr0 KOHTEMl-
HepauT. 4.).

3.3.2.9.1 ArTectaumsa MOHTaxa

XOTA HanoMHEeHWe 1 3aKkpbITUEe KOHTEHHEepOB — 3TO TUNUYHO py4Hasi paboTta, paccMaTpuBaloT Takue
acnekTbl [Q: ycrnoBusi oKpyatoLLen Cpeabl, Takue Kak YuCTOTa NOMELLEHUS, TeMNepaTypa 1 BNaXHOCTb; A0KY-
MEHTUPOBaHHOE/BLINOMHAEMOe 0By4eHune; paGoume MHCTPYKLUUM UM CNPaBOYHKUKKU. Ecnn ncnonbayerca 06o-
pyaoBaHue, 10 IQ cneayet BbINOMHATL B COOTBETCTBUMU C CO 11607-2:2006, nyHKT 5.2.

3.3.2.9.2 AtTecrauma akcnnyarayuu

HorkHel 6bITb pa3paboTaHbl U AOKYMEHTanbLHO 0pOpMIeHbl NPOLEAYPbl OLEHUBAHUA MOBPEXAEHUI,
HanosnHEHWA U 3aKPbITUS KOHTEAHEPOB. ATU NpoLeaypbl AOMKHbI yuuTbIBaTh 3.2.2.3 1 3.2.2.6.4. MogpobHoe
onucaHue cneayet nonyyYnTb OT U3rOTOBUTENS.

Oneparopbl AOMKHbLI NPONTU NOAFOTOBKY U OLEHKY komneTeHuun. SOP aomkHbl ObiTb YTBEPXAEHbI B
NMUCbMEHHON hopMe 40 Hayana arTecrtauumu.

KoHTelHepbl NMPOMBIBAIOT W MPOBEPSIOT, 3arpyatT U 3aKpbiBalOT C MOMOLLBIO CUCTEMbI KOHTPOS
BCKPbITUS| B COOTBETCTBUW C MHCTPYKLUUAMU M3FOTOBUTENS U JOKYMEHTUPOBaAHHOMN NPOLEAYPOIN MeAULMHCKOTO
yypexaeHus. Mpu onpeaeneHun unm BeiGOpe COAEPNKUMOTO STUX KOHTEWHEPOB CReaAyeT BKIOYUTb Hauxys-
WA BapuaHT KOHduMrypauuu, T. €. KOHTEWHEeP 3arpyatoT B COOTBETCTBUM C MACCON, 0ObEMOM U martepua-
nom. Takke cneayet BKMIOYNTb GapbepHble CUCTEMbl ANA CTepunu3aumm, B KOTOPbIX NpoBeaeHa oOblvHas
perynvmpoBka, HanpuMep 3ameHa punsTpos onepatopom. Bce 06pasiLibl 4OMKHBI COOTBETCTBOBATHL KpUTEPUSAM
npuemku. [ns pykoBoacrea no 06bemy BblGopku cM. 3.3.2.2, nepeuncnenue h). Ana arrecraumum OQ o6pasupbl
MOXHO cOBUpaTb Ha OAHOKPATHYIO OLIEHKY WUITM NPOU3BOAMUTL HECKOMNbLKO 3arpy30K B OAUH U TOT XKE KOHTENHeEp,
B 3@BUCMMOCTM OT YCIIOBUI UCMONb30BaHUsA. B 3aBMCHMOCTU OT UCNONb3yeMbIX AN OLEHKU 3aKPbITUS METO-
[OB UCMbITAHMSA CreayeT NoAroToBMTb MO HECKONMbKY HAGOPOB Ha NAPTUIO.

BapbepHble cuctembl AnsA ctepunusauum B coope cnegyer OLEHMBaTh Ha LeNOCTHOCTb CUCTEMbI U HAj-
nexatwuee 3akpbiTe. MpueMoyHbIe KPUTEPUN JOSKHBI BKIKOYMATh, HO HE OTPAHMYMBATLCA 3TUM, NPOBEPKY Crie-
ayloLlero:

a) COonpuKacaloLmUxcsl NOBEPXHOCTEN KNEeBoro COeANHEHNA U KPOMOK CUCTEMbI KOHTEWHEP — KPbILLKA,
4T06bI 06ECNEYNTL OTCYTCTBME BMSITUH U CKOJOB;

b) uTOOLI MEXaHM3MbI PUKCALMK PUNBTPOB U KpeNneXHble NPUCNOCOBNEHMUS, TaKUe KaK BUHTbI U 3aKnen-
Ku, Obinn 6e3onacHbl, 6€3 NepeKkoCcoB U 3ayCEHLEB;

C) uTOoObl NpeioXpaHUTENBHbLIE MEXaHN3Mbl (PYHKLIMOHMPOBANU HAaANEXaLmMM 06pa3som;

d) yT0G6bl HE Bbina HapyLLEHA LIeNOCTHOCTb (hUNLTPOBAarnbHOW Cpeabl;

€) uTo6bl Npoknaaku 6binu rMBKMMK, HAZIEXKHO 3aKpPENNEHHbIMU, 6e3 pa3pbIBOB M pa3pe3os;

f) y4t0o6bl KNanaHbl pabotanu cBo6oAHO;

g) UENOCTHOCTU U HENPEPLIBHOCTU 3aKPbITUS;

h) oTcyTcTBUSA noBpexaeHun PUNLTPOB, MEXAHUYECKUX NEMEHTOB KNanaHoB MNN HapyLLEeHUH nogadu
CTepunuayoLLero CpescTea;

i) BO3MOXHOCTM BCKPbITUA KOHTElHEpa 6e3 NoBpeXaeHUs CoaAepXMMOro;

j) uTOGbl KOHTEWHEP MOXHO ObINO BCKPbITh U U3BMEYb COAEPHUMOE, HE HAPYLLIAs aCenTUKM;

K) uenocTHOCTU U 3PPEKTUBHOCTU MEXAHU3MA KOHTPOSA BCKPLITUS;

) 4TOObI NAapameTpbl cTepunuaaumm 6binnm JOCTUNHYTHI;

m) 4T0Obl NApaMeTpbl CyLWKKU ObIAN JOCTUTHYTHI.

B fononHeHMe K OLEeHWBaHMIO GapbepHbIX CUCTEM ANA CTEPUNU3ALIMKM PEKOMEHAYETCA OTKPbITb KOH-
TelHepbl U OLIEHUTL HA COOTBETCTBUE AOKYMEHTANbHO NOATBEPXAEHHOW YacTu npoueaypbl COOPKU: OUUCTKM,
KOHTPONS U 3arpy3Kku.

MpuMmevyanune — MOXHO UCNONB30OBATL KOHTPONBLHEIN NUCT OQ 13 npunoxexus F, F.3.

3.3.2.9.3 Arrecrauus skcnnyarauuu ob6opyaosaHus

M3roToBUTENb KOHTEMHEPA AOSDKEH NPEeACTaBUTL A0KA3aTeNbCTBA COBMECTUMOCTHU KOHTEHHEpa C yCTa-
HOBMEHHbIM NPOLECCOM CTEpUNU3auuu u cnocobHOCTU CTEPUNM3OBAHHOTO KOHTEWHEPA NOAAEePKMBATL CTe-
PUNBHOCTL CBOEro coaepxmMmoro. Atrectauus PQ AeMOHCTPUPYET, UTO NPOLECC 3arpy3ku, HaMoNHEHUs u
3aKpbITUA B 00513aTEnbHOM Nopsake €03aacT npuemnemyto 6apbepHyI0 CUCTEMY AN CTEpUnu3aumm B ycra-
HOBIEHHbIX YCNOBUSIX IKCNNyaTauun.
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Mocne Toro kak bapbepHas cuctema And CTEpUnM3auum 3akpbiTa U CTEPUNU3OBAHA, PEKOMEHAYETCA
npoBecTU ee oueHKy. Mpu aTom HeoBX0AUMO PACCMOTPETL CreayioLLee:

a) AOKYMEeHTaLusl Ha napTuio Ansi NapTuii, UCMONb30BaHHLIX BO BPEeMsi BanuaauMOHHbIX MCCNEeaoBa-
HUI, AOIMKHA ObITb BKIIOYEHA B 3anMCK O Banuaaumun. iaeHtudukauus naptTum BKIOYaET (HE orpaHnyMBasch
3TUM) CrieayloLlee:

1) maeHTuukayuo oneparopa;

2) party u Bpems;

3) npouecc cTrepunu3ayumu, napaMmeTpbl U YACNO LMKIIOB;

4) matepuansl UCMONb30BaHHOW BapbepPHON CUCTEMbI ANA CTEPUNU3auuu;
5) UCNOMb3yemMylo CUCTEMY KOHTPOSS BCKPbITUS;

6) cogepxumoe GapbepHON cUCTEMbI A4Ns CTEpPUNn3aumum;

b) B COOTBETCTBUM C JOKYMEHTUPOBAHHBLIMU UHCTPYKLUSIMU MEAULIMHCKOTO YyYpexaeHuss cobupator Tpu
napTum unm Habopa 3aKkpbITbiX OapbepPHbIX CUCTEM ANA CTepunu3auumn. 3T Tpu NapTUKM AOSMKHbI BKOYaTb
NOTEHLMANbHLIA 3HAYUMBIFA MCTOYHMK M3MEHUMBOCTU, TAKON Kak onepartop, BPEMS CYTOK, Marepuan (pasmep,
WCTOYHMK, KOHTPONLHAA NapTua), CoAePKUMOE BapbePHON CUCTEMbI AN CTEpUnM3auumn. PekoMeHayeTca uc-
Nnonb30BaTb COAEPXKUMOE, KOTOPOE NpeacTaBnaeT Hanbonbwme npobnembl (HanxyaLwmii cayqan). Ecnu ogHa
U Ta xxe BapbepHas cucteMa aAng ctepunusauuu npeanonaraeTcs Ans UCMonb30BaHUA B pa3nuYHbIX Npouec-
cax cTepunusauuu, Kaxaas nognexxuT Banuaauum;

C) BCe ofpasubl JOMKHBI COOTBETCTBOBATb KPUTEPUSIM NpUEMKU. B OoTHOLeHun pasmepa BbiGOPKM
cm. 3.3.2.2, nepeuncnenue h);

d) BGapbepHble CUCTEMBI AN CTepunM3aumm cneayeT OUEeHUTb NOCNe NPOXOKAEHUS NpoLecca CTepunu-
3auuM U Nocne HauxyaLero BapuaHTa obpalleHus, pacnpeaeneHus u ycrnoBuin XpaHeHusl BNoTb A0 MecTa
MCnonb30BaHus, No Kputepusm npuemkn n3 OQ. Kpome kputepues npuemkn n3 OQ coaepxmmoe OLeHNBAIOT
nocne crepunmaauum, 4tobel 06ecnevnTb JOCTAaTOYHYIO CYLLKY NOCne Npouecca napoBoy CTEPUNU3aLmum;

€) Tpu napTum obpasLoB NOABEPraT OA4MHAKOBOMY NPOLIECCY CTepunNU3aummu B TpeX pasHbIX LMKNnax,
4yT06bl NPOAEMOHCTPUPOBATL BOCNPOU3BOAUMOCTb;

f) BCe pe3ynbrarbl OLEHUBAHUA JOKYMEHTUDYIOT.

MpumevyaHune — [Ana JOoKyMEHTUPOBAHUA MOXHO UCNONBb30BAaTb KOHTPONbHLIA NUCT PQ 13 npunoxenuns G, G.3;

@) B Cryyae BbISIBIIEHUS HApPYyLUEHUI B YNAKOBKE CrieayeT NpOBECTU paccrneaoBaHue ana naeHtuduka-
LM OCHOBHOM NMPUYUHBI 3TOr0 (CM. npunoxeHue R).

3.4 Cucrema kayectTBa

MNCO 11607-1:2006, nyHkT 4.2, 1 MCO 11607-2:2006, nyHKT 4.2, TpeOylOT BHeagpeHus ouumanbHON
CUCTEMbl KaYeCTBa, HO HE AAI0T AOMOJHUTENbHbIX YKA3aHUN.

4 PykoBoacCTBO ANS NPOMbIWIEHHOCTHU

4.1 OOGCwwee pykoBOACTBO

4.1.1 Cucrtembl KayecTBa

4.1.1.1 MNMpumeHenue NCO 11607-1 cneayeT OCyLLECTBNATL B paMkax o(huLmanbHol cucteMbl (obecne-
yeHus) kadecrtea (MCO 11607-1:2006, nyHKT 4.2).

4.1.1.2 KpuTU4eCckum 3remMeHTOM 3TOM CUCTEMbI Ka4eCTBa ABNAETCA KOHTPOSb NpoekTuposaHus. Npo-
Leaypbl KOHTPOSSi MPOEKTUPOBAHMA NpeHa3HaYeHbl AN 06ecneyeHnsi COOTBETCTBUA KOHCTPYKLIMM YNAKOBOY-
HOM CUCTEMBI U NMIOOBLIX MOAMMDUKALMIA UNKU NEPECMOTPOB NPOEKTA YCTAHOBMNEHHBIM TPEGOBAHMAM K KOHCTPYK-
uun UCO 11607-1:2006, nognyHkT 6.2.1.

[ononHutenbHyio uHdopMauMio nNo paspaboTke YCTAHOBMEHHbIX TpeboBaHUI K KOHCTPYMPOBAHUIO
CM. B 4.3 1 NpUnoXxeHuu J 0 NPOEKTHbIX 3aJaHusX.

4.1.1.3 ApxuB NPOEKTHOW AOKYMEHTaLMN 0ObIYHO COAEPHMUT AOKYMEHTALMIO O npouecce pas3paboTku yna-
KOBOYHOIN CUCTEMbI U BCEX NOCneaHux moaudukaumin unu nepecmotpos (MCO 11607-1:2006, nyHkT 4.5 u noa-
NyHKT 6.2.5).

4.1.1.4 dyHpameHTanbHbIM TpeboBaHMeM OONbLUMHCTBA CUCTEM Ka4vyecTBa ABASETCA MEHEMKMEHT
pucka. MpoBoaAT oduumanbHbIli aHanu3 pucka, YTobbl onpeaenuTb BO3MOXHbIE OTKa3bl, KOTOpbIe MOryT
NPOU30NTU B MPOLIECCE YNAKOBLIBAHUS, U UX BAMAHME HA 6e30nacHOCTb U 3MPEKTUBHOCTD MEAULIMHCKOTO
usgenus. KniouesbiM TpeboBaHUEM SIBNSIETCA NPOEKTUPOBAHME YMAKOBOYHOW CUCTEMbl C YY4ETOM cBepe-
HUS K MUHUMYMY ONAcHOCTU AN NauueHTa v Nonb3oBaTtensa B npeanonaraemMblx YCAOBUSAX UCMOMb30BAHMUSA
(cm. MICO 11607-1:2006, noanyHkT 6.1.1). ICO 14971 onucbiBaetr TpeGoBaHUA U NPUMEHMMOCTb OLIEHKU
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pucka B pamkax obnactu npuMeHeHUA MeaMLUUHCKMX usgenuin. MHCTpyMeHTbl NPOBEAEeHUA aHanusa pucka
onucaHbl B npunoxenuu K.

4.1.1.5 ina CCbINOK Ha pernaMeHTHbIe OrpaHUYEHUs, KOHTPOMb MPOEKTUPOBAHUA U aCNEKTbl CUCTEMbI
KayecTtBa cM. npurnoxeHue N.

4.1.2 MeToabl UCNbITAHUNA

NCO 11607-1 n NCO 11607-2 TpeOyioT BanMaupoBaTb BCE METOAbI UCTILITAHWA, UCMOSb3YIOUECS NS
OEeMOHCTpaUmMn COOTBETCTBUA HAcTosLeMy ctaHaapty (cm. npunoxenue O). [ina pykoBoacTsa no tpebosa-
HMAM K METOAAM ucnbiTaHnin, onucaHHseiM B UCO 11607-1 u UCO 11607-2, cM. npunoxeHue A 4aHHOIO A0-
KyMEHTa.

Mertoabl UCnbITaHUA, KOTOpble NOABEPrNMCh CUCTEMATUYECKUM MEXITabopaToOpHbLIM UCCNEA0BaHUAM,
ABMAIOTCA NPEANOYTUTENBHBIMU, NOCKONLKY OnpeAerneHbl UX NOBTOPSEMOCTb (CXOAUMOCTb), BOCNPOU3BOAM-
MOCTb U B HEKOTOPbIX Cy4Yasx YyBCTBUTENbHOCTb. [1pU BHEAPEHUM TaKUX METOAO0B B KOHKPETHYI0 naboparo-
pUI0 BaXKHO NPOAEMOHCTPUPOBAThL, YTO TOMHOCTb U NOBTOPSIEMOCTb METOAA MO KpaWHEeW mepe He XyXe BOC-
NPOU3BOAUMOCTH M3 MeXNabopaTopHbIX UCCREA0BaAHUN.

MOXXHO MCnonb30oBaTbh METOAbI UCMbITAHUI, pa3paboTaHHbIE HE3ABMCUMO UIK MO HAY4YHOW NUTeparype.
B TO e BpemMsi BaXXKHO ONpeaenuTb, HACKONbKO pa3paboTaHHbIN METOA yAOBNETBOpSAET TpebGyemon YyBCTBUY-
TENbHOCTK, @ TOYHOCTb U NOBTOPSAEMOCTb YA0BNETBOPANMN NpeaBapuTENbLHO ONPEAENeHHbIM KPUTEPUAM.

4.1.3 OT60p Npob

MnaHbl BLIGOPOYHOTO KOHTPONS CNeayeT NPUMEHATb K YNAKOBOYHBIM CUCTEMAM, OTPaXKaloWMUM PUCKO-
YCTOMYMBOCTb, M OCHOBBLIBATLCA HA CTATUCTUYECKM A0CTOBEepHOM obBocHoBaHuu (UCO 11607-1:2006,
NyHKT 4.3). CM. 4.8.2 n npunoxeHue |, 1.4, ona 4ONOMHUTENLHON MHOPMaLIMK.

4.2 MpoekTHbIe 3aAaHuA

Mepen Tem kak paccMmartpuBaTb Matepuanbl WM KOHCTPYKLMIO YNAKOBOUYHOW CUCTEMbI, CneayeT pas-
pa6oTaTb KOMMMEKT NPOEKTHbIX 3aganuii (MCO 11607-1:2008, noanyHkTbl 6.2.2 n 6.2.3). Oun GyayT ucnonb-
30BaHbI MPU OLIEHUBAHWUM MaTepuanos U/Unu KOHCTPYKLIMU.

MpoekTHble 3agaHua ByayT oTpaxaTtbe NoTpeBHOCTM none3osaTens. 31a uHpopmauusa Gyaet nocrynarb
OT MONb30BaTENEN U KacaTbCA TEXHUYECKUX, NPOU3BOACTBEHHBIX, MAPKETUHIOBLIX, PEMMAMEHTHLIX U APYrMX
BOMPOCOB. HekoTopble npuMepbl NPOEKTHLIX 3aaaHuii NPeaACTaBnsaoT 0COBEHHOCTU MEAULMHCKUX U3aenuii,
TpeboBaHuA K 3aLmTe MegUUUHCKUX U34ENUIA, KOHUTypaLmMIO NPOAaXkHbIX eAUHUL, NPOLECC CTepunusauum,
pacnpegeneHue, obpatleHune u cpeay mcnonb3opanHua (MCO 11607-1:2006, nyHKTbl 6.1 n 6.2).

MpumMevyaHue — PykoBoAcTBO Mo paspaboTke NPOEKTHLIX 3afaHui CM. B NPUMOXEHUH J.

4.3 BbiGoOp u oLueHUBaHME MaTepuanoB
MpumevyaHne — WHpopmaLnio NO 3TUM TEMaM MOXHO HailTh B NpunoxeHun A.

4.3.1 PykoBoacTBO No Tpe6oBaHMAM K ctepunusauum ([MCO 11607-1:2006, noanyHkT 5.1.6, nepe-
yucnexwue f), n nyHkr 5.3]

Mpu OueHMBaHMK XapaKTEPUCTUK MaTepuana, UMelLuxX 3Ha4YEHNE ANst MEAULIMHCKOTO M3AEenus, npo-
Lecca M KOHEYHOTO MCMONb30BaHUS, BaXHO MOMHUTL, YTO Marepuan AOMmkeH obnaaarb XxapakTepuCTUKamu,
noaxoasaLwMMun Ans npouecca crepunusauun (Hanpumep, NopuCTOCTbIO ANS CTEpUnM3aLMmn rasom), a TaKke
CNOCOBOHOCTLIO BbIAEPXKMBATb YCIOBMA Npouecca crepunusauyun. [lononHUTENbHYIO UHAOPMALIUIO N0 CTEpU-
nu3auum cm. B Npunoxexun B.

4.3.2 PykoBoacTBO No TpeboBaHuaM k 6esonacHoctu (MCO 11607-1:2006, noanyHkTbI 5.1.5 1 5.1.6)

Mpu BbIOOPE MaTepuanoB Ansi 6apbepHON CUCTEMBI ANst CTEPUNU3aLmMmn CyLLIECTBYIOT 6a30oBbie Tpebo-
BaHus K 6e30MacHOCTU, KOTOPbIE JOIMKHbLI BLINOMHATLCA. ICTOPUA NPOUCXOXKAEHUA U NPOCNEXMBAEMOCTb
MaTepuanoB AOMKHbl GbiTb M3BECTHBI M NOA KOHTponem. Cneayer OueHUTb XuMuyeckue cBoinctea. Cioaa
06bIYHO BXOAAT TOKCUYHOCTb U OLIEHKA BO3MOXHBIX XMMUYECKNX B3AUMOAENCTBUIA MEXAY MaTepnanom n Me-
AULMHCKUM n3genuem. HacTo cioaa BKNOYAT UCTILITAHUA HA NMPUCYTCTBUE TOKCUYHBIX TSDKENbIX METANNMOB.
LononHUTENbHYI0 UHOPMALIMIO CM. B NPUNOXEHUU A.

4.3.3 PykoBoacTeo no TtpeboBaHuaAMm K 3awmmurte (ctepunbHoctn) (MCO 11607-1:2006, noanyH-
KTbl 5.1.4 1 5.1.6)

Tpe6oBaHuA K 3aLWmTE CTEPUNBHOCTU MEAULIMHCKOTO U3AENUs U BbIOPaHHbIN METOA CTePUNM3aLum no-
MOTYT ONpeAenuTL NOAXOAALME MaTepuanbl Ans 6apbepHON U YNakoBOYHOW cuctem. MOXXHO MCNoNb30BaTh
pa3nuuHblie METOAbLI ANA OLEHKU XapaKTepUCTUK maTtepuanosB u 6apbepa unm ypoBHeW 3almTbl, TpeOyeMbix
ANA 3aWwmThl (CTEPUNbHOCTU) MEAULIMHCKOTO n3aenusi. Hekotopele paccmaTpvMBaeMbie CBOMCTBA BKITIOYAIOT
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NOPUCTOCTL, MUKPOOHLIN Bapbep, BMaXKHOCTb BO3AyXa (KMCNopoaa), CoAepKaHne Bnaru, Temneparypy u cae-
TonponyckaHue. 3TN CBOWCTBA OMUCaHbI B pasaerne no 6apbepamM NpunoxeHns A.

4.3.4 PykoBOACTBO NO TpeGOBaHUAM K BO3MOXHOCTU BM3YaribHOrO KOHTPOSS U BHELWHEMY BUAY

TpeboBaHMA K BO3MOXHOCTU BU3YyanbHOr0 KOHTPOMS M BHELUHEMY BUAY, €Cnu MPUMEHAIOTCA, OyayT
onpeaenATbCa XKenaemon acTeTukon (Hanpumep, 6apbepHasa cuctema Ans CTtepunu3auum ¢ rmsHUeBon unm
MaTOBOW MOBEPXHOCTLID), MOAXOAOM K STUKETUPOBAHUIO (HanpuMmep, BCTABMNEHHAs BHYTPb STUKETKA MOXET
noTpeboBaTtb XOpoLUelr Npo3pavyHOCTU BapbepPHON CUCTEMbI ANSi CTEPUNU3ALUN) U XKENAHUEM BUAETb (MNu,
HaobopoT, CKPbITh) U3genue. PaccMarpuBaloT 3aMyTHEHHOCTb, BNECK, HENPO3PAYHOCTb, MPO3PaYHOCTL. [o-
NOSHMTENBHYIO UHPOPMALMIO CM. B NPUNOXKEHUU A.

4.3.5 PykoBoAcTBO No Tpe6oBaHUA K pusnveckum ceorncteam [MCO 11607-1:2006, noanyHKTbI
5.1.6, nepeuncneHue c), 5.1.7, nepeuuncrneHue e), n 6.3.2]

BapbepHasa cucrema ans crepunu3aumu AorkHa obnagatb CnOoCOOHOCTLIO 3alMLaTh CTEPUIbHOCTb
MEAULMHCKOTO n3genus, ero apekTMBHOCTb U/MNN PYHKLUMOHANbLHOCTL A0 MOMEHTa UCMNONb3oBaHuA. Tpe-
GoBaHMA K PU3NYECKUM CBOWCTBAM GapbepHON CUCTEMbI ANS CTEPUNM3aUMKU NN NpeaBapuTensHO cdop-
MUPOBaHHON BapbepHOW CUCTEMbI AN cTepunusauum 6yayT 3aBUCETb OT MAcChl M NPodunsa coaepKUMoro,
TMNa 3aLMUTHOW YNaKoBKW (ECNU NPUMEHSIETCSA), YCNOBUIA XPaHEHUA U CUCTEMbI pacnpeaeneHus. CyLiecTByioT
daKTopbl, KOTOPLIE BAUSIOT HA XapakTepuUCTUKM maTepuana. MNpuMepbl BKIOYAOT CONPOTUBMEHUE NPOKONY,
UCTUPAHWIO U Pa3pbIBY, NPOYHOCTb HA U3rMG, TONLLMHY U OCHOBHYIO MaccCy. 3TW (hakTopbl NOAPOGHO ONUCaHbI B
npunoxexnun A. Metoabl OLleHMBaHNA PU3NYECKUX CBONCTB XapaKkTEPU3YIOT MaTepuar, HO NpyU 3TOM HE MOTyT
HanpsiMyK CNPOrHO3MpoOBaTh XapakTePUCTUKM FOTOBOW BapbepHON CUCTEMbI AN CTepunM3aumu, U 3a4actyio
TpebyeTca AOMONHUTENbHAsA OLEHKA, Takas Kak nabopaTtopHble UCMbITAHMA XapakTePUCTUK MOAENM ynako-
BOYHOW CUCTEMBbI, YTOObI OLEHUTH XapakTEPUCTUKN MaTepuanos Ans 6apbepHO CUCTEMbI AN CTepUnu3auum
noa KOHKPETHOE MeAULIMHCKOE U3Aenue.

4.3.6 PykoBoacTBO No TpeboBaHMAM K TepmocBapuBaemoctu [MCO 11607-1:2006, noanyH-
kTbl 5.1.6, nepeuyncnenue d), n 5.1.8, nepeuncneHue c)j

Kneesble coeAMHEHUA UCTbITLIBAKOT HA NPOYHOCTL HA OTPbIB NPU PACTSXEHUU U aHANU3UPYIOT, HACKOMb-
KO MONy4YeHHbIE pe3ynbTaTbl YAOBMNETBOPSIOT KENaTenbHOW NPOYHOCTU KNEEBOro CoeamHeHnsa ans 6apbep-
HOI CMCTEMbI AN cTepunu3auuun. Jpyrue Kputepun BKKYaT BO3SMOXHOCTb BCKPLITUSA NOCPEACTBOM CHATUSA
Cnos, BU3yarnbHbI€ Ka4eCTBa KNEEeBOro CoeAUHEeHWUs U paspyLleHue Matepuana npu BCKPbITUW. McnbiTaHue
Ha pacTSHKEHUE KIEEBOro COeAMHEHUS 0ObIMHO UCTONL3YIOT KaK MHCTPYMEHT CKPUHUHIA (COPTUPOBKK), YTOODI
BbIOpaTh COMETAHUSI MATEPUAnoOB, a TaKKe AN OLEHKW TEPMOLLBOB A0 M nocne crepunusaumn. MoxHo uc-
Nnonb30BaThb PAA PasfUYHbIX METOA0B UCMNbLITAHWUSA Ha MPOYHOCTb KNeeBblX coeamHeHun. Cm. MCO 11607-1,
npunoxenue B. ASTM F88 onucbiBaeT pag 9Tux METOA0B U BKMOYAET UHGOPMALMIO O BAUSHUKN pasnuynii B
TEXHUKE UX UCTOSTHEHUS.

4.3.7 PykoBoACTBO No TpeGoBaHuAM k o6paGoTke (MCO 11607-1:2006, noanyHkTbl 5.1.2—5.1.9)

MockonbKy ynakoBOYHbIE MaTepuarnbl OLEHMBAKOT HA COBMECTUMOCTL C 060PYAOBAHUEM U YCIOBUSAMM
06paboTku, HeobXoAUMO YAENUTL BHUMaHWE NPEABaAPUTENLHO OnpeaeneHHbIM TpeboBaHusM, KOoTopble 0be-
cnevyuBarOT NocnegoBarTenbHOe U HaeXHoe NPOM3BOACTBO BapbepHbIX CUCTEM Ana cTepunu3auun. Obwme
METOAbI, MCNOMb3YIOLWMECH ANA OUEHKM TpeOOBaHUI K NPOLECCY U YCNOBUSIM — 3TO U3MEPEHUE pasmepos,
koadhduumeHta TpebosaHua (COF), TepmocBapmBaeMOCTM U Macchl NOKPbITUS. Bonee nogpobHO OHKU 0BCYX-
0akTca B NPUNOXKEHUN A.

4.3.8 PykoBOoACTBO NO TpeGoBaHUAM K nevyatu (mapkupoBka) (MCO 11607-1:2006, nyHkT 5.4)

BaxkHO UMETb B BUAY OCOOEHHOCTU YNAKOBOYHbIX MAaTEPUANOB NPU NPOEKTUPOBAHUK nedaTn. Paamepsl n
CTUNU LLIPUATOB MOTYT HE MOAXOAMTL K KOHKPETHBIM Matepuanam, Takke Crneayer pacCMOTPETb LIBET KPacku,
pacnonoxeHue rpaduku u konuposaHume. Mpu OLLEHUBAHUN HOBbLIX NOBEPXHOCTEN MOA MapKMPOBKY HEOOX0AM-
MO Y4MTbIBaTb CNOCOOHOCTb K nevatu. CBONCTBA TUMOrpadCKoi KPacku AOSMKHbI rapaHTUpOBaTh PU3NYECKYIO
U XMMUYECKYIO CTOWKOCTb K Pa3noXeHUto U CoxXpaHeHne hyHKLMKM HaneyaTaHHbIX MHAMKATOPOB nNpouecca Ans
npeanonaraemoro BO3encTBUa UM NpoueccoB crepunu3aumu. Cneagyer o6aymarb, KOraa HaHOCUTbL rpadom-
YeCcKylo nevatb — A0 U/unm nocne popmMmpoBaHus, YTobbl rapaHTUPOBAaTh, YTO BHELUHWIA BUA rpachukn cyLle-
CTBEHHO HE MOCTPaAAeT U HaHEeCEeHHas MHOPMaLUs He NPEeBPaTUTCS B HeYMTabenbHylo. JONOMHUTENbHYIO
MHAOPMALIMIO NO OLIEHUBAHUIO MATEPUATIOB NS KOHKPETHBIX TPEOOBAHWI K NEYaTU CM. B MPUMOXEHUU A.

4.3.9 PykoBOACTBO NO TPeOGOBaHUAM K YMCTOTE U HANM4MIO TBepAbix yacTuy [MCO 11607-1:2006,
noanyHkKT 5.1.7, nepeuncnenue d)]

B 06bl4HbIe TPEGOBAHUS K YNCTOTE BXOAUT OTCYTCTBME IPsi3n, NbINK, CMa3KkK 1 Apyrux HOpm 3arpasHe-
HUS. YacTuupbl MOTyT ObITh CAUMLUMMUCS UAW PbIXIbIMU, MUHOPOAHbLIMU UIM OT OCHOBHOTO MaTtepuana. ononHu-
TENbHYK MHAOPMAaLMIO MO YacTMuam CM. B NpuiioXkeHuun A. NMpuemnemsbliii ypoBEHb YacTuL, NPUCYTCTBYIOLLNX
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Ha martepuane, Gyaer 3aBuceTb OT BbIGpaHHOroO marepuana. Pasmep 4acTuL 4acTo OLIEHMBAIOT NO Kapte
oueHku 3arpasHeHus (TAPPI Dirt Estimation Chart).

4.3.10 B3aumoaencTBue ynakoBbIBa€MOro usaesnus ¢ ynakoBkom

Ha ucnonb3oBaHne MeauLMHCKOTO U3Aenus MOTYT MOBIMSITb JKECTKOCTb, JUMKOCTb, obecuBeunBaHue
maTtepuana u gpyrue ero ka4ecraa.

KOMNOHeHTbI GapbepHON CUCTEMbI ANA CTEPUnNU3auuMn MOTYT MUIPUpPOBATL B MEAULIMHCKOE U3Aenue
(BbIMbIBAEMbIE BELLECTBA) U B3aMMOAEWHCTBOBATL C €r0 KOMIMOHEHTAMM, YTO NPUBOAMT K HEGNAronpusiTHbIM
nocneacTeusiM. Takum ke 06pasoM KOMMNOHEHTbI MaTeEPUanNoB MEQULIMHCKOTO U31eNUs MOryT MUIPUPOBAaTh B
YNaKOBOYHYIO CUCTEMY U NPUBOAUTL K HEBnaronpusaTHbIM nocneacTeusiM. Heo6xoauMO OLIEHUTb PUCK U U3Y-
YUTb COBMECTUMOCTb MO 06CTOATENLCTBAM.

4.4 MpoekTupoBaHue 6apbLepPHON CUCTEMbI ANIA CTepPUNU3aLMmu U 3auUTHOW YNaKOBKU
(paspaboTka ynakoBOYHOW CUCTEMBI)

4.4.1 KnoyeBble 3r1IeMeHTbI NpoeKTa

[ns npoekTupoBaHus u pa3paboTkm GapbepHOit CUCTEMbI AN CTEPUNU3ALIMK U 3ALLUTHON YNAKOBKN UC-
Monb3yOT AOKYMEHTUPOBaHHbIE npoueaypbl (MCO 11607-1:2006, noanyHkT 6.2.1).

KrnioyeBbiM KOMMOHEHTOM NPOLECCa NMPOEKTUPOBAHUA YNAKOBOYHOW CUCTEMBI ABNAIOTCA COOP U OLIeHKa
npoekTHbIX 3agaHuii (MCO 11607-1:2006, noanyHkTbl 6.2.2 1 6.2.3), KOTOpPbIE NpeaBapuTENbHO Obinu onuca-
Hbl B 4.3 1 NPUNOXeHUu J.

PyHKUMIO pa3paboTku ynakoBKM CReayeT BKMOUYUTb B NPOLIECC UMK CUCTEMY KOHTPOSA NPOEKTUPOBAHUS.
Mpouecc NpoeKkTUpoBaHUA YNakOBOYHOW CUCTEMbI ANA MEAWULMHCKOrO U3Aenusa, noanexawero uHULWHON
cTepunu3auum, cneayer Ha4YMHaTb Ha Camoli paHHel cTtaaum obLuero uukna paspaboTok AnA MeauUUHCKOro
usgenusa. BaxHo yyacteoeatb B npouecce pa3paboTku MEegMLMHCKOTO U3AENUA U YETKO NOHUMATbL BCE, YTO
KacaeTrcs 9TOro MegMLUHCKOro U3fenus, BKMoYas COOTBETCTBYIOLLME TEXHUYECKUE YCNOBUS HA MEAULIMHCKOE
nusgenve, ctepunu3auuio U NPoM3BoACTBO.

MpoektTupoBaHue GapbLepHON CUCTEMBI ANA CTEPUNU3aLMKU U 3aLUUTHON YNAKOBKW (T. €. YNAKOBO4YHON
CUCTEMbI) MOXHO OCYLLECTBUTL COBMECTHO C YNaKOBOYHbIM NpeanpuaTuem. PykoBoacTeo No UCNONb30OBaHUIO
YNakoBOYHbIX NPEANPUATUIA CM. B NMPUIOXeHUn P.

4.4.2 3T1anbl NpOEKTUPOBAHUA YNAKOBOYHOW CUCTEMbI

4.4.2.1 TMpoekTupoBaHne GapbepPHO CUCTEMbI AN CTEPUNA3aLIMK

4.4.2.1.1 Lenbio npouecca NPoeKTUpoBaHMSA YNaKOBKM ABNSAIOTCA 6apbepHas cuctema Ansi CTepunusa-
LMK, KoTopas MO3BOMSET CTEPUNU30BaTh U NOAAEPXKUBATL CTEPUINBHOCTb MEAMLIMHCKOrO usaenus 40 MecTa
UCMNONb30BaHMA UMW AaTbl OKOHYaAHWUA CPOKAa rOAHOCTU, a TaKKe U3BNEYEHUE MEAULMHCKOTO U3Jenus, He Ha-
pyLuasa acentuku B mecte ucnonb3osanusa (MCO 11607-1:2006, nyHkTbl 6.1 1 6.2).

4.4.2.1.2 Buibupator TN 6apbepHOi cucTeMbl Anst CTEPUNU3aLMM M MaTepuarnbl KOHCTPYKLMU HA OC-
HOBE Z1aHHbIX (MPOEKTHbIX 3a4aHui), COGPaHHLIX B NPOLIECCE Y4acTUsi B pa3paboTke MEAULIMHCKOTO U3enus.
Hwe crneaytoT TpaguuMoHHbIe TUMbl 6apbepHbIX CUCTEM AN CTepUnM3aumm 1 TUMNbl NpeasapuTensHo cdop-
MUPOBaHHbIX BapbEePHLIX CUCTEM ANA CTEPUNM3ALUK:

a) npeaBapuTEnbHO CAIOPMUPOBAHHBIN NOTOK C Kpbiwkon (UCO 11607-1:2006, npunoxenue A,
nyHKT A.3.2):

b) npeasaputenbHO chopmupoBaHHbii naket (MCO 11607-1:2006, npunoxeHue A, nyHkT A.3.3);

C) npeaBapuTensHO CAHOPMUPOBAHHLIN NAkeT Ang crepunudauuu (MCO 11607-1:2006, npunoxeHue A,
nyHKT A.3.4);

d) npeagBapuTenbHO CPOPMUPOBAHHLIM MAKET, 3anevyaTrbiBaeMbld ITUKETKOW, NEPErHyTon nononam
(MCO 11607-1:2006, npunoxeHue A, NyHKT A.3.5);

€) KOHTeNHepbl MHOrokpaTHoro ucnonb3osaHusa (MCO 11607-1:2006, npunoxenue A, nyHKT A.3.12);

f) usonupoBaHHbIE CBEPTKU C 3aKpbiTuem ussunuctoro npocuna (MCO 11607-1:2006, npunoxxeHue A,
nyHkT A.3.11);

g) Tpebyiolme U3roToBneHns GapbepHON CUCTEMbI ANsi CTEPUNM3ALUM U BbIMOSNIHEHUA BCEX Kne-
€BbIX COeiuHEeHUn — popMUPOBAHME/HANONHEHNE/CKNEUBAHME U 3aKNEUBAHME MO YETbIPEM CTOPOHAM
(MCO 11607-1:2006, npunoxeHue A, nyHKkTbI A.3.6 n A.3.7).

4.4.21.3 YcraHasnuealoT U AOKYMEHTUPYIOT Marepuarnbl, pa3mepbl, JONYCKU, reOMETpUio u duaunde-
CKue XapaKkTepucTukm 6apbepHOin cUCTEMbI ANsi CTepUnMU3auyum B COOTBETCTBUM C NpoLieaypamu, NpeaycMo-
TPEHHLIMU CUCTEMON Ka4YecTsa.

MpuMevyaHue — HeobxoaMMO YCTaHOBUTB AOMYCKM, pearbHble C TOUKW 3peHUs1 BO3MOXHOCTeH NOCTaBLLYuKa U
UCMoMb3yeMoro 06opyAoBaHusA.

20



FOCT P 58162—2018

4.4.2.2 MpoeKkTMpoBaHUe 3amUTHON YNaKOBKK

SawmTHas ynakoska obecneynsaeT pusnyeckyio sawmty 6apbepHoOi CUCTEMbI ANA CTEPUNU3aLUN U ee
COOEPXKUMOTO.

YcraHaBnuealoT U AOKYMEHTUPYIOT Matepuansl, pasmepbl, reOMETPUIO U (husnyeckne xapakTepucTuki B
COOTBETCTBUM C MpoLEAYyPamMu, NpeayCMOTPEHHBIMU CUCTEMON Ka4ecTBa.

4.4.2.3 MpoToTun ynakoBO4YHON CUCTEMDI

a) Ecnu oueHka npoLuna ycnewHo, NepexoanT K NPoBepKe TEXHUYECKON peann3yeMocTu (OCyLLecTBu-
MOCTU NPOeKTa);

b) Ecnu npoToTun ynakoBOYHOW CUCTEMbI HENPUEMAEM, BO3BPALLIAIOTCA Ha CTAaauI0 NPOEKTUPOBAHUS.

MpuMevyaHune — PyKkoBoACTBO NO UCMBITAHUAM Pean3yeMocTi NPOSKTUPOBAHWUA YNAKOBOYHbIX CUCTEM CM. B
npunoxeHum S, S.2.

4.4.2.4 MpobnemMbl 3TUKETUPOBAHUA ANA NPOEKTUPOBAHUSA YNAKOBOYHLIX CUCTEM

MpumevyaHune — T[lpoekTupoBaHUe U rpaduyeckan nevarb STUKETOK SBMAAIOTCA KPUTUHECKUM MOMEHTOM U
TPYAOEMKON AeATENBHOCTLIO MPU U3roTOBRNEHUW MeAULMHCKUX U3fenunii. BocnponssoguMocTb AN 3agaHua coaepxaHus
STUKETKM OBBIYHO 3aBMCUT He TONbKO OT YNaKoBOYHOW 6pMI'aAbI UK MecTa UCNoNHEeHUs. MapaHTUpoBaHWe, YTO yNakoBoY-
Hasi cucTema CHabxeHa AOMKHOI MapKUpPOBKON, 06bIYHO NEXWUT Ha OTBETCTBEHHOCTU yNaKoBOYHOW 6pmra,qb| unun mecta
UCNONHEHUA.

4.4.2.4.1 ToToBas cuctemMa MapKMpOBKU AOMKHA OCTAaBaTbLCA HETPOHYTON U yaobo4uTaeMoi BnnoThL A0
MecTa UCNonb30BaHWA (MEeANLMHCKOro usgenus), 6eITb COBMECTMMA CO BCEMU Marepuanamu U npoueccamu
1 HE NepeHOCUTLCA Ha MEAULIMHCKOE u3aenue, He BCTYNAaTb B PeakLUymio C MeAULMHCKUM U3AEenNueM, HapyLua-
IOLLYIO NPaKTUYECKOe 3HAYEHWEe YNakOBOYHOW CUCTEMBI.

4.4.2.4.2 Onpepensiior, GyaeT BbINONHATLCA MAPKMPOBKA NEYaThbi0 HEMOCPEACTBEHHO HA YNAKOBOYHbIX
maTtepuanax unu npukpenneHnem 3TukeTkn (Gupku) K ynakoBO4HOM CUCTEME.

4.4.2.4.3 Ecnu ucnonb3yiorca 6upku, Heob6xoaUMO YCTAHOBUTL Pa3MEpPbl BbIPE3AeMOrO LIBETHOIO 110-
cKkyTa ans 6upku, Mmatepuansl, NOKPLITUSA U KNew.

4.4.2.4.4 Ecnu ucnonb3ytotca Gupku, onpeaensior, rae byaer npousseaeHa nevatb: NpeaBapuTEnbLHO
“nu B MECTE NPOKU3BOACTBA U3AENUSA.

4.4.2.4.5 YcraHaBnuBaloT TUN nedaru. Tunbl ne4yaTu BKMIOYAIOT (HO STUM HE OrpaHM4MBAaIOTCA) nasep-
HYIO NeyaThb, CTPYWHYIO NevyaTb U TEpMONEPEHOC.

4.4.2.4.6 MNMpn HeOOXOAMMOCTU YCTAHABMMBAIOT CUCTEMY MEYATH NEPEeMEHHBLIX AAHHbLIX HA 3TUMKETKAX
ANs MeAMUMHCKMX u3aenuii. lNepeMeHHble AaHHbIe BKMIOYAIOT (HO 3TUM HE OrPaHU4MBAIOTCS) HOMED NapTun
UMW CEPUIiHBI HOMep, AaTy U3rOTOBIIEHUSI U AATY OKOHYAHMS CPOKA FOAHOCTY.

4.4.2.4.7 BknioyatoT B NPOEKT YNAKOBOYHOW CUCTEMbI MHCTPYKUMIO NO npuMmereHunio (IFU) n cnucok nu-
Teparypel Ha MeAULUHCKOe U3fenue.

4.5 OueHKa peanu3yemMoCTH Npouecca ynakoBbiBaHUA

MpumevyaHune — PeanudyemocTb He siBnsieTcs TpeboaHnem UCO 11607-1 unn UCO 11607-2. 3ToT pasgen
UCrornb3yeTcs AN OLEHKU peannayeMoCcTy YNakoBOYHON CUCTEMBI.

4.5.1 Mpouecc npoussoacTBa 6apbLEpPHON CUCTEMbI ANA CTepUnNU3auun

OnpeaensioT NpoLecc NPoM3BOACTBA ANsl BbIGpaHHOW GapbepHOi CUCTeMbl ans crepunusauuu. Paspa-
6aTbIBaIOT TEXHONOIMYECKYIO KapTy unm 6nok-cxeMy npouecca usrotosneHus. MokasbiBaloT kaxaylo cTaauto
npowecca U3roToBrEHUsI, 3arpy3Kkn, CKIIEMBaHNA U ynakoBbiBaHUA. Ha kax@aon ctagum aHanu3upyoT NOTEHLM-
anbHbIe pUCKM OTKa3a BapbepHON CUCTEMBI AN CTEPUNU3ALIMKM UMW YNAKOBOYHON CUCTEMBI, @ TAKKE UCTOMHUK
M3MEHYMBOCTM, KOTOPbIN MOXET NpUBECTU K Npobnemam kavectsa. OLEHUBAIOT PUCKW, MPUHUMAIOT PeLLeHne
0 BO3MOXXHOCTSIX KOHTPOJIS U MOBTOPHOIO NPOEKTUPOBAHUA NPOLECCa YNaKOBbIBAHUA COOTBETCTBEHHO (Ans
PYKOBOACTBa CM. npunoxeHune K). YkasbiBaloT Matepuan ynakoBOYHON CUCTEMbI U ABUXEHWUE MEAULMHCKOTO
usgenusa. PykosoacTBo No nogpoOHOMY aHanu3y cM. B NpunoXxxeHun S. PyKOBOACTBO NO onpeaeneHunio napa-
METPOB npouecca CM. B NpunoxeHun Q.

4.5.2 PykoBOACTBO NO atrecTauuu MOHTaXa o60pyaoBaHuA

Onpeaensiot TpeboBaHus |IQ 0bopyaoBaHus Ans kaxaon KoMGUHaLMKM annapar/cragus, onpeaeneHHon Ha
TEeXHONorn4eckon kaprte unu bnok-cxeme. Cm. UCO 11607-2:2006, nyHKT 5.2 ana obcyxaeHus 1Q, a Takke 4.8.

a) Mpu ncnonb3oBaHMK CyLLECTBYIOLLETO 000pyaOBaHUA ONpeaenaioT, OyaeT ncnonb3oBaHO HOBOE UMK
yxe paboraiowee 060py0BaHME U COOTBETCTBEHHO OLeHMBaIOT 1Q.

b) Mpu ncnonb3oBaHuu HOBOro 060pPyAOBaHMA BbINOMHAIOT 1Q.
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4.5.3 /cnbiTaHUA ONbITHLIX OOpas3LoB

OnsA Ha4anbHOro SKCMnyaTauuMoHHOTO UCTLITAaHUA PEKOMEHAYETCA U3FOTOBUTL OMNbITHYIO YNAKOBKY, MO-
CKOMNbKY 3TO CHUXAET pUCK OTKa3a B Xo4e Banujauum npouecca ynakoBbiBaHUS.

OnbITHbIE 06pasLbl GapbepHbIX CUCTEM AN CTEPUNU3ALMK CReayeT U3roTaBnuBaTh, UCMONbL3ys napa-
METpbI NpoLiecca, KoTopble GyayT MCMONb30BATLCA B 9KCNAyaTaLMOHHbLIX UCNbITAHUAX GapbepPHON CUCTEMBI
ANs CTepunu3auuu.

4.6 OueHka peanu3yeMOCTU NPOEKTUPOBAHUA 6apbepHON CUCTEMbI ANA CTepUnu3auumn

4.6.1 O6wue npobnembl

4.6.1.1 37O TexHM4Yeckas OLEHKa, B X0Zle KOTOpoii bapbepHasa cucrtema ans crepunusauum (Mnm Tonbko
ee OnMbITHbI 06paseL Ha 3TOM 3Tane) NoABEPraeTcs UCTILITAHNAM. Pe3ynbraTbl UCTLITAHU ONpPeaensioT, CTo-
UT NK 3anyckaTtb NPOEKT.

4.6.1.2 C nOMOLLBIO TAKUX UCTILITAHUI OOLIYHO OLIEHUBAIOT:

a) sawyuiaet nu 6apbepHas cuctema ans ctepunuaauuu cogepkalleecsi B Hei MeauLUUMHCKOe usgenue
OT (PM3NYECKOro NOBPEXKAEHUS;

b) BO3MOXHbIe B3auMOAENCTBUSI MeXAY OapbepHOl CUCTEMON ANsi CTEPUITM3ALIMKN U €€ COAEPHNMbIM.

4.6.1.3 Torga kak STOT 9Tan 3a4acTyl0 He SIBMSETCA NOMHOUEHHON Banuaaumen, nonesHble ykasaHus
MOXHO HalTu B NPUNOXeHUK |, ONUCLIBAIOLLEM COCTABIIEHUE NPOTOKONA Banuaauum CTepunm3auuoHHoON yna-
KOBKM (KOHEYHOMN YNaKOBOYHON CUCTEMDI).

4.6.2 MeTop ucnbiTaHna 6apbepHON CUCTEMbI ANA CTEpUNU3auumn

4.6.2.1 Vcnonb3yloT JOKYMEHTUPOBAHHLIA NI1AH UCMbITAHUM, BKIIOYAIOWWIA npoLueaLwive sanuaauuio
mMeToabl ucnbitanuin (MCO 11607-1:2006, noanyHkT 6.3.2). CM. npunoxeHue A Ans A0NONHUTENbHON UHAOP-
Mauuu No MeToaamM UCMbITAHUS.

4.6.2.2 3TOT NNaH A0MKeH BKMoYaTb KPUTEPUN «MPOWAEHO — HE MPONAEHO».

4.6.2.3 VcnbiTaHusa 6apbepHbIX CUCTEM ANSi CTepUIM3aLum crneayert NpoBoAUTbL Ha 06pasLax, CKOHCTPY-
MPOBaHHbLIX C YYETOM 3MEMEHTOB HauxyaLlero cnyyasi, uaeHtudpuumuposaHHoro B 4.6.3 (MCO 11607-1:2006,
noanyHKT 6.3.4).

4.6.2.4 OOpasupbl cnegyer noABeprHyTb AUHAMUYECKUM MCMbITAHUSIM, KOTOPble UMUTUPYIOT OXuaae-
Mmyto cpeay pacnpeaenenusa (MCO 11607-1:2006, noanyHkT 6.3.5).

4.6.3 Hauxyawuin BapuaHT yCNnoBUA peanu3yeMocTu

MpumedaHue — [lOMNOSHUTENLHOE PYKOBOACTBO MO HANXYALUEMY BapUaHTY CM. B NPUROKEHUM H.

YToObl NpaBunNbLHO ONPeaenuTL peanu3yemocTb, ONpeaensaioT HauxyaLlme ycnosusa unu To, 4YTo B AaH-
HOI TOUKE MpoLecca CHUTAETCA HaUXyALUMM Crydaem, Ans psaa hakTopos, CBA3AHHbIX C YNAKOBOYHOW CUCTE-
Moii. Ctoga BxoauT (HO 3TUM He OrpaHMUIMBAETCA) cneayioLlee:

a) Npou3BoACTBO BapbepHOii CUCTEMBI ANA CTEpUnU3aummn (napaMeTpbl CKNEMBaHUA U T. 4.);

b) npouecc crepunusaumm (napameTpbl, YUCNO LIMKMOB U T. 4.): ANA HAYanbHbIX UCMLITAHUI peanuaye-
MOCTU CTepunu3auus o6pasLoB MOXeET He nNoTpeboBaTbCs;

C) KOHdMrypauums oTnpaBku: TpebyeTcs NOHUMaHMUE, KakuMm 06pa3oM MeauLMHCKoe usaenue Byaert or-
npaBnATbCA NOTPeduTenio;

d) obopynosaHue AnsA pacnpeaeneHus: Tpedyercsi NOHUMaHUe, KakuMm 00pa3oM MEAULMHCKOE usaenue
Oyaet oTnpaBnATbLCS NOTPEGUTEN!IO;

€) UCnbITaHNe CpPOoKa roaHOCTM ODObIMHO HE TpeOyeTCcs Ha 9TOM Irane, OHAKO MOXHO MCMONb30BaTh
YCKOpPEHHOEe CTapeHue. McnbiTaHne Ha YCKOPEHHOE CTapeHue MO3BOMNSET UMUTUPOBATb BIUSHUE BPEMEHM
Ha ynakoBOYHYIO CUCTEMY, NOABEPrasd NOMHOCTLIO 0OPabOTaHHYIO 3aLUTHYIO YNAaKOBOYHYIO CUCTEMY BO3AEN-
CTBMIO BbICOKUX TEMMNEPATYP B KOHTPONMPYEMON cpeae. PeansHoe Bpemsi 0ObIMHO OLIEHMBAIOT, Npeanonaras,
YTO pasnoxeHue ynakoBOYHbIX MaTepuanoB NPOMCXOAUT B COOTBETCTBUU C KUHETMKON, ONMMCAHHOW 3aKOHOM
AppeHuyca 0 3aBUCMMOCTM CKOPOCTU XMMUYECKON peakumm OT Temneparypbl. [JJONOHUTENBHOE PYKOBOACTBO
cm. B MICO 11607-1:2006, npunoxeHue B.

4.6.4 CtaTtyc ynakOBOYHOW CUCTEMbI «MPUroiHa — HenNpurogHa»

4.6.4.1 To 3aBepLUEHUN UCMILITAHWUIA ONPEAENSIOT, YAOBNETBOPSAET NM YNaKOBOYHAS cUCTeMa NpuemoY-
HbIM KpUTEPUAM UCMbITAHUIA peanu3yeMocTu.

4.6.4.2 ¥YnakoBOYHas cuCTEMA MPOXOAMUT UCTLITAHME OCYLLUECTBUMOCTU, ECMU YAOBINETBOPSET KPUTEPU-
AIM, YCTAHOBMEHHBLIM NMAHOM UCMbITaHUA. Takum 06pasom ybexaaloTcs, UTO NMpoeKTupyemasi KOHCTPYKLUUSA
Oyaet paborarb. Ha4ynHaloT NOAroTOBKY K Banuaaumu ynakoBOYHOW CUCTEMbI, OObIMHO NPOBOAUMON Ha NpO-
weaLwem sanugauuio npouecce Nnpou3BOACTBA, Kak B 4.7,
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4.6.4.3 Ecnu ynakoBo4Has CUCTEMA HE COOTBETCTBYET BCEM YCTAHOBIEHHbIM B Mf1aHe UCNbITAHUIA KPU-
TepusiM, BUA OTKasa cneayert onpeaenutb M paccneaosatb. Crneayer NpeanpuHATbL KOPPEKTUpYoLwmue aen-
CTBMSA B OTHOLLEHMM OTKa30B. Cioga MOryT BXOAUTb NEPECMOTP KOHLUENLMM U NOBTOPHOE UCNbITaHWE pearu-
3yemMoCTU. PyKOBOACTBO NO ONpeAeneHuo Buaa 0Tkada M COOTBETCTBYIOLLErO KOPPEKTUPYIOLLEro AeiCTBUsA
CM. B NpunoxeHun R.

4.7 Banuagauusa npouecca npousBoacTBa bapbepHON CUCTEMbI AN cTepunusayumn

Banupauma 6apbepHON CUCTEMbI ANS CTEPUMM3ALMKM YACTO O3HAYAET BKIMOYEHME AOMOMHUTEMNbHBLIX
(PYHKLMOHANBHBIX 3MEMEHTOB M3rOTOBUTENEM MEAULMHCKUX U3AENUIA W/WMU YyNakoBOYHbIMU MPeanpUATUAMU
U NOCTaBLUMKaMK YNakoBKW. Ans npeaBaputensHo cHOpMUMPOBaHHBLIX BapbePHbIX CUCTEM ANA CTepUnu3aLum
NpoLecc ynakoBbIBaHWA MEAULIMHCKOTO W3 EeNUs YacTo OrpaHWYMBaeTCs BKNagblBaHUEM U repMETUYHLIM 3a-
KpbITHEeM BapbepHOI CUCTEMBI ANS cTepunu3auun. B faHHOM criydae npumeHseTca MeTod «popMUMpoBaHue —
HanosnHeHne (BKNajblBaHUE MEAMLMHCKOrO usgenus) — saknemBaHmey. OBbIMHO YNaKOBOYHOE NpeanpusiTue
BbINOMHSAET Banuaumio GopmMmpoBaHust GapbepHON CUCTEMBI ANA CTEPUNN3aLMM U 3aKPbLITUA NOCNe BKNaabl-
BaHWA MEAULUMHCKOro n3aenus. PekomeHayeTca aHanmanpoBaTh AaHHOE PykoBoACTBO BMecTe ¢ MCO 11607-2.

4.7.1 MoaroTtoBKka NMCbMEHHOrO NPOTOKOMA BanuaauuMm npouecca

4.7.1.1 TMpoTokon Banuaaumm MOXeT OblTb HanucaH Ans cemeicTea GapbepHbIX CUCTEM ANA CTepu-
nusauun. O6oCHOBaHWe ANs onpeaeneHns CEMeRCTB OLeHNBaeMbIX 6apbepHbIX CUCTEM A4S CTepUnu3auum
OOMKHO NOATBEPKAATLCA AOKYMEHTANbLHO.

4.7.1.2 Yacto uMeroTcs UCTopudeckne faHHble Ha KOHKPETHbIe KoMOuHauum matepuanos. Cneayer oue-
HWUTb 8TU AaHHbIE, YTOBbI ONpeaenuTb UX NPUrOAHOCTL AN MCMONb3oBaHusA. OBOCHOBAHME AOKYMEHTUPYIOT.

4.7.1.3 JeatenbHoCTb IQ HEOOX0AMMO CMNAHMPOBATL M 0POPMUTEL AOKYMEHTanbLHO. Ecnu atTectauua
IQ npeaBapuUTENbHO BLINOMHEHA AN paccMaTpuBaeMoro o6opyaoBaHus, aTy paboTy cneayer OLEeHUTb, YTo-
Obl onpeaenuTb, HACKONbKO OHA YAOBMNETBOPAET NOTPEOHOCTAM TEKYLLEro MEPONPUATUA NO Banuaauuu.

4.7.1.4 JeatenbHocTb OQ HeobxoaMMO cnnaHMpoBaTb M OhOPMUTHL AOKYMEHTanbHO. Heobxogumo
noapoGHO OnNMUcaTh KPUTEPUU NPUEMKU. Takue 3apaHee onpeaeneHHble TpeGoBaHWUA BKMIOYAIOT pasMepsl,
NMPOYHOCTb KNEEBOr0 COEAWHEHUS!, LENIOCTHOCTb KNEEBOro COEAUHEHUSI, OCOBGEHHOCTU BCKPLITUA U LIENOCT-
HOCTb MaTepuana.

4.7.1.5 JestenbHocTb PQ Heobxoaumo cnnaHupoBatb U 0POpMUTL AOKYMeHTanbHo. Heobxoaumo
nogpobHO onucaTk KpUTEPUM NpUeMku. Takue 3apaHee onpeaeneHHbie TpeboBaHWA BKMIOYAIOT pasMepbl,
NPOYHOCTb KNEEBOr0 COEAMHEHUS], LIENIOCTHOCTb KNEEBOro COEAUHEHUS, OCOOEHHOCTU BCKPbLITUA U LIENOCT-
HOCTb MaTepuana.

4.7.1.6 Mporokon Banuaauuu npouecca AomkeH ObITb NPOaHanNU3nMpoOBaH U YTBEPXKAEH COOTBETCTBYIO-
WwyMmu paboTHMKamu.

4.7.2 BbinonHeHue MepoNpUATUNA NO BanMgaLum, OonUCaHHbIX B NPOTOKOse

4.7.2.1 Attecrauusi MOHTaXa (ECNn He YAOBNETBOPUNU Pe3ynbTaThl NpeaBapUTENbHONM paboTsl no 1Q)
(MCO 11607-2:2006, nyHKT 5.2)

AtTectayua |Q MOXeT BKIIOYaTh criegylowme AeriCTBUs:

a) pa3paboTka MapLUPYTHONM KapTbl MOHTaXa:

- 0COGEHHOCTU KOHCTpyKLuM 000pya0BaHuUS;
- YCNOBUS MOHTaXA;
- acnekTbl 6€30NacHOCTH;
AOKYMEHTAaLMA NOCTaBLUMKA, NeYaTb, YEPTEXU U CNPABOYHUKMK;
- nepeYeHb 3anacHbIX YacTew;

b) noateepxaeHue paboTbl 060PyA0BaHMSI B COOTBETCTBUM C PACHETHLIMU NapaMeTpamu;

C) BbINOSIHEHUE BanuaaLMn KOMMbIOTEPHbIX NPOrpamm;

d) ycraHoBneHue ycrnoBswmii OKpy>xaioLLemn cpeibl;

€) paspaboTka u yTBepxaeHne TUNoBbIX paboumx MHCTpykuuin (SOP) ans akcnnyaraumu odopyaosaHus
U JOKYMEHTUPOBAHUA NPOrpaMMbl 00y4YeHUs oneparopos;

f) noaTBepXXAEeHWE KOHTPONS U MOHMTOPUHIA KPUTUYECKMX NapameTpoB NpoLecca, Takux Kak:

- Temneparypa;
- naBneHvwe Unu AaerieHue No MaHoMeTpY;
- nay3a (nepes HOBbIM LIUKITOM);
g) paspaboTtka nnaHoB M Npoueayp KanuOpoBKY;
h) paspa6otka nnaHoB U npoueayp NPOoUNAKTUYECKOTO 0OCNY>XXMBAHUSA U YNCTKU.
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4.7.2.2 Arttecrauyus akcnnyatauum (MCO 11607-2:2006, nyHKT 5.3)

4.7.2.2.1 BbINOMHSAIOT TEXHUYECKUE UCCNIEA0BAHUA ANA CO3aaHMA 06nacTu 3 eKTUBHLIX PEXMMOB B
Hanbonee HebGnaronpusaTHOM cnyyae. OBbIMHO 3TO IKCTPEeMYMbl 00nacTn ah(PEKTUBHLIX PEXUMOB (Hanpu-
Mep, HauMeHbLIas U HaubonbLaa Temneparypa, HaumeHbliee U Haubonbliee agaBneHue, MUHUMAarnbHas u
MakcumarnbHas naysa). 3Ty obnacTb cneayer oueHuTb ANa NOATBEPXKAEHMUSA, YTO OHA COOTBETCTBYET BO3MOX-
HOCTAIM npouecca. CaenaHHble 3aKINOYeHUs JOKYMEHTUPYIOT.

4.7.2.2.2 Obpas3subl, NPOU3BEAEHHbIE B YCNOBUSAX Hauxyawero apuaHta, Heo6xoAuMO BKAIOYUTL B
NPOTOKOM 3KCMyaTaLuUOHHbIX UCMLITAHWUIA, KOTOPLIW rapaHTUPYET Banuaaumio BCEro TEXHOMOMMYECKOro OKHa
(cm. UCO 11607-1:2006, noanyHKT 6.3.4 u npunoxeHue H). O6pa3ubl 4ns npoBeaeHUs atTectauun dKCnny-
aTauUMOHHbIX XapakTepPUCTUK MOXXHO CKOHCTPyMpoBaTb B xoae OQ, ecnu OHM NPOM3BOAATCA B YCNOBUAX, NOA-
TBEPXXAEHHbIX B Xo4e PQ.

MpuMmevyaHne — [lONONHUTENBLHOE PYKOBOACTBO MO HAUXYALIEMY BapUaHTy YCNoBUiA CM. Npunoxexne H.

4.7.2.2.3 TMpoBepsIoT, YToObl BCE KOHTPONbHLIE MEPLI, ONpeAeneHHbIe B NPOLECCe MEHEMDKMEHTA pU-
cka, Bbinu cornacoBaHbl U paboranu ahEKTUBHO.

4.7.2.2.4 TMpoeepstor, utobbl 6apbepHan cucteMa Ana cTepunusauuu, NPousBeAeHHas Npu IKCTpe-
ManbHbIX NapaMeTpax npouecca, HaAeXHo YAOBNETBOPANa KpUTEPUAM NPUEMKU, ONPeAeneHHbIM B NPOTO-
Kone.

4.7.2.3 AtTtecrauus akcnnyatupyemoro o6opyaosanus (MCO 11607-2:2006, nyHKT 5.4)

OObIYHO NPOBOAAT aTTECTALMIO TPEX YCNELUHbIX NPOMBILNEHHbIX Cepuii. OTU Cepun NPOU3BOASTCS
B HOPMarbHbIX paboynx yCrnoBMUAX U MOTYT NpepbiBaTbCA APYrMMM NPOU3BOACTBEHHBLIMU MPOLECCAaMKU HA
paccmarpuBaemMoM 06opyaoBaHuK. B TO ke Bpems BCe TpU NPOMbILINEHHbIE cepumn Ana PQ AOmkHbI ObiTh
ycneLHbl 6€3 0TKa30B B NPOMEXYTOUHbIX cepuax. Heo6xoammo paccMoTpeTb A0CTATOUHbIN NEPUO] BPEMEHU
U BNUSIHWE NEPEXOAA C PEXMMA HA PEXUM, NEPEPLIBOB U MHOFOCMEHHOTO pexxuma paborel. Moareepxaaior,
YTO NpousBefeHHas bapbepHas cucTtema ana CTepUnu3aumMm yaoBneTBOPSIET KPUTEPUSAM NMPUEMKKM, onpeae-
NEHHbIM B NPOTOKONE.

4.7.3 OueHka pe3ynbraToB Banuaauum

OueHuBaltot pesyneratbl Banuaauum (MCO 11607-2:2006, noanyHKT 5.4.7). OueHUBalOT AeATEeNbHOCTb,
OMMUCaHHYI0 B 4.7.2, 4TOObl NOATBEPAUTL COOTBETCTBUE KPUTEPUSIM NMPUEMKM, ONUCAHHLIM B 4.7.1.4 n 4.7.1.5.
JTioBble OTKMOHEHMA OT MPOTOKONa HeobXoAMMO AOKYMEHTMPOBATb, aHANU3UPOBATb U OLEHUBATb, YTOOBLI
OMpeAenuTb BLINONHEHNE HaMEPEeHMI NPOTOKONa.

4.7.4 YTBepxaeHue BanvMaauum npouecca

Banugauusa npouecca TpebyeT aHanu3a W YTBEPXOAEHUS COOTBETCTBYIOLLMMU pabOTHMKaMM
(UCO 11607-2:2006, nyHKT 5.5).

4.7.5 OpraHu3aumMs OOKYMEHTalIbHO O(hOPMIIEHHOIO KOHTPONA U MOHUTOPUHIa TeKylero npo-
uecca

OpraHusyloT JOKYMEHTUPOBAHHbIN TEKYLUMIA KOHTPOMb U MOHUTOPUHI npouecca (MCO 11607-2:2006,
NyHKT 5.6). OBGbLIYHO Cloga BKNOYAIOT:

a) MOHUTOPWHI N PErMCTPaLMIO KPUTUYECKMX NapaMeTpoB NpoLecca;

b) kKoHTponb B x04e npouecca GapbepHbIX CUCTEM ANS CTepunu3auMm B COOTBETCTBUM C CUCTEMOW
Kadecrsa.

NMpuMevyaHue — BbiGpaHHble MOHUTOPLI JOMKHEI MOAXOAUTL AN MOHUTOPUHIa Npolecca. Mcnonb3yioT aak-
Hble W 3HaHWe npouecca AnNs BeIGopa MOHUTOPOB, MOAXOASALLMX AT KOHTPONUPYEMOro npoLecca B COOTBETCTBUN C Tpe-
60BaHUAMU CUCTEMBI Ka4eCcTBa.

4.8 Banuaauua KOHCTPYKLMM YNAKOBOYHOM CUCTEMbI

4.8.1 OGwue nonoxeHns

Banuaauus KOHCTPYKUuM ynakoBo4YHoW cucteMbl (MCO 11607-1:2006, nyHkTbI 6.3 1 6.4) BKNIOYaET:

a) cocraBneHue NpoToKomna Banuaaumu, KOTOPbIN NnpeacTaBnseT co6om NnaH UCNbITAHWIA YNakoBOYHON
CUCTEMDI;

b) BbINONHEHUE KOHAULIMOHMPOBAHUA U UCTILITAHUIA, ONPEAENEHHbIX NPOTOKONOM;

C) OUEHKY COOTBETCTBMSI PE3YMNLTATOB MCMbITAHWI NPUEMOYHBIM KPUTEPUSIM, YCTAHOBMNEHHLIM B MpO-
TOKONE;

d) nonyyeHue opmUManbLHOTO YTBEPXKAEHUSI Banuaauuu.

24



FOCT P 58162—2018

4.8.2 lMpoTokon Banuaauum

MpoTokon BanuaaLuuu AOIMKEH BKIIOYaTh NOAPOOHbIE AaHHbIE NO CNEAYIOWMM NpeaMeTam:

a) CTaBAT NIaHOBbIE LIENK, KOTOPbIE MOTYT BKIIOYaTh NPOCMOTP hU3NYECKUX UCNLITAHWI, ecnin Bapbep-
Has cuctema Ans CTEpPUnU3auun CoOXpaHumna CBOIO LIENMOCTHOCTb NOCNE COOLITUI XXM3HEHHOTO LIMKNA, TaKUX
KaK cCTepunuaaumsi, UCNMbITAHUE UMUTUPOBAHHOIO pacnpeaeneHns ynakoBOYHOW CUCTEMBI U UCTIbITAHME CTa-
6UNbHOCTU. ANBTEPHATUBHO UCNbITAHWME CTABUITBHOCTU MOXKHO BbINOSTHUTL BO BPEMSi 4aCTU UCNbITaHWA pea-
NM3yemMoCTH NPOEKTHON aesitenbHOCTU. Ero cneslyet npoBoauTb OTAENLHO.

MpumMmevyaHue — MeToabl MUKPOGUONMOTUYECKUX UCNBITAHNIA MOTYT NOTPeGoBaTLCA ANA UCCNEA0BAHNS U3BU-
TIUCTOrO MyTU 3aKPLITUS,

b) coctaBnsawT nogpobHOe onucaHue u TexHuyeckmue TpeboBaHUA K YNaKOBOYHOW CUCTEME B OTHO-
weHun BapbepHOi CMCTEMBI AN CTEpUMNU3auumn U nodbiX AONONHUTENbHbLIX CNOEB 3aLUTHON YNAKOBKHU.
Ob6ecnevynBaloT KOHTPOMb TEXHUYECKUX YCMOBUW Nepes OKOHYaTenbHoW AopaboTKOW NPOTOKONAa MCHbi-
TaHus.

Ecnu ncnonb3ylot oaHy U Ty e 6apbepHyio CUCTEMY ANSA CTepunu3auum Ana pasHbiX MEANLMHCKUX U3-
Jenuii unm ceMencTesa MEAULMHCKUX U3JEenuin, Toraa cneayeTr noarotoBuTb 060CHOBaHWE, NoKasbiBatoLlee,
4yTO Apyrue MeauuUHCKMe U3genus, NOMeLLEHHbIEe B TaKylo e YNakoBKy, NPEACTaBMsIOT MEHEE CEPbE3HYIO
npobnemy, Yem KOHKPETHasA KOHpUrypaLus, noanexawuas sanuaauum;

C) paspabaTbiBalOT NnaH BbIGOPOYHOTO KOHTPOMA ANA NPUMEHEHURA: pa3mep BbIGOPKU AOIMKEH ObITbh
[OCTaTo4HO GOnbLUMM, YTOObI 06eCneUYnTh CTaTUCTUHMECKU 3HAYMMBIN aHanNUM3 U nony4uTb Gonee BbICOKYIO
CTeneHb HAAEXHOCTU, NMPU ITOM OH ByAeT 3aBUCETb OT NONMUTUKM MUHUMU3ALMU KOPMOPATUBHOIO PUCKAa, KO-
HOMUWKM 1 pernaMmeHTHbIX TpebosaHuii. JononHUTENbLHOE PYKOBOACTBO CM. B Npunoxexuu |, 1.4.

YNakoBOYHYIO CUCTEMY FOTOBAT CrieayoLmM obpasom:

- DapbepHylo cucTemy ana ctepunu3auum, KOTopas UCNONb3yeTCA B UCMLITYEMOI YNAKOBOYHOW CUCTE-
M€, W3roTaBMBAaIOT B COOTBETCTBMU C NPOLLEALLMM Banuaaumio Nnpoueccom UMM npoLeccoM, KOTopblil rotToB
k Banuaauuu. O6pasubl AN UCNLITAHUA AOMKHbI ObiTb TAKMMM XE UMW IKBMBANEHTHLIMU U3TOTOBIEHHbLIM B
COOTBETCTBMM C NPOLUEA UMM BaNMAaLmio NpoLIeccomMm;

- BapbepHylo cUcTeMy ANA CTEPUNU3ALUM UNU YNAKOBOYHYIO CUCTEMY CTEPUNM3YIOT B KOH(Urypauum
MeauLUMHCKOoe u3aenue/ynakoska, npuyeM npoLecc crepunusauuu npowen sanuaaumio. Ecnm yctaHoBneHo
B TEXHWYECKNX YCNOBUSAX, MPOLIECC CTEPUNU3ALIMU MOXKHO BbIMOJIHUTL MHOFOKPATHO, YTOObI CO3aaTh YCNOBUA
HauxyaLuero cryvas;

- YMaKOBOYHbIE CUCTEMDI, MOANEXALLME UCTILITAHUIO, OIDKHbI COAepXaTh BapbepHyI0 cucTemy Ans cre-
punuM3aumm ¢ MEAMLIMHCKUMW U3AENUSAMU UMW CYPPOraToM MEAULIMHCKOrO U3AENUS BHYTPU, MAapPKUPOBKY, UH-
CTPyKUMIO Mo ucnons3osanuio (IFU) n Bce AONONMHUTENbHBLIE CIION YNAKOBKMU;

d) onpenensioT pexmm yCKOPEHHOr0 CTapeHusi, 00CyaeHue KOToporo ¢M. B npunoxenuu |, 1.8, v npu-
noxxexnun A, A.12, a ucnbitaHme ctabunbHOCTU CM. B NPUNOXeHUU M;

€) onpeaensioT BbINOMHEHUE UCTIbITAHUI MO 0OpaLLeHUIo, pacnpeaeneHunio u xpaHeHuio. O6cyxaeHue
CM. B NpunoxxeHuu |, 1.7, u npunoxexnun A, A.12;

f) BbIOMpaloT noaxoasilume MeToAbl UCTILITAHUA ANS YNaKOBOYHbIX CUCTEM. PyKOoBOACTBO NO MeToaam
UCMbITAHUS CM. B NMPUNOXEHUU A;

g) paspabatbiBaloT KpUTEPUU NPUEMKU HA OCHOBE MONIUTUKM MUHMMU3ALUUN PUCKOB U UIMEPEHHOTO pe-
3yneTarta, Takoro Kak NoaAepXXaHue LEenoCcTHOCTU 6apbepHOl CUCTEMBI ANA CTEpUnU3aunmn, ynakoBo4HON cu-
CTeMbl U/Unn PYHKLMOHANBLHOCTU (YNaKOBAHHOIO B HEMW) MEAULIMHCKOTO U3AENUS;

h) aHanu3upyloT 1 yTBEpXaaloT BCIO JIOKYMEHTALMIO Y COOTBETCTBYIOLUMX PyKOBOAUTENEN.

JlononHuTenbLHOE PYKOBOACTBO MO 3TUM NpeAMEeTaM CM. B NpunoxeHuu |, onuceiBaioem paspaboTky
npoTOKOMa Banuaauuy ynakoBO4YHOW CUCTEMBI.

4.8.3 BbInonHeHue UCNbITAHUNA

McnbiTaHus BbINOMHAIOT COrMacHoO nNpotokony. JTiobbie OTKMOHEHUs1 OT NPOTOKONA creayeT AOKYMEHTU-
poBaTb M NPeACTaBnATb 000CHOBAHME.

4.8.4 [lokymeHTauusa pe3ynbraTtoB Banugauum

Pe3synbrathl UCMbITAHUI CPABHUMBAIOT C KPUTEPUAMU MPUEMKU, ONpeaeneHHbIMU NPOTOKONOM, U OLEHKY
«NPONAEHO — HEe NPONAEHO» AOKYMEHTUPYIOT.

OT4eTbl 0 BanMaauum U cobpaHHble AaHHble XPAHAT B COOTBETCTBUU C TPEOOBAHUAMU CUCTEMDbI Kade-
cTtBa. lNMocnegHum aTanom sBnseTcsa opuumnansHoe yrBepaeHue UTOroBoro otTyeTa.
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4.9 MoeTOopHaAa Banuaauusa (pesanupaums)

4.9.1 Peanuaaums TpebyeTcs, Korga BHECEHbI UBMEHEHUSA B MEAULMHCKOE M3aenne, ynakoBOYHYO Cu-
cTemy, npouecc unu obopyaoBaHue, 4To OyaeT BNUSATL Ha MePBOHAYanbLHyo Banuaauuwio. Cpeau npumMepos —
U3MEHEHUS (DU3NYECKUX XapaKTePUCTUK MEAULIMHCKOTO U3Aenusl, NOMELLEHHOro B BapbepHyo cuctemy ans
cTepunusayumn; CMeHa MecTa NpoBefeHNus npouecca, MeToaoB pa3paboTku unu Tuna obopyaoBaHus; CMeHa
M3roTOBUTENS KOMMOHEHTOB UMK UCMOMb3yEMON TEXHUKKM aHanu3a (MCO 11607-2:2006, NyHKT 5.7).

4.9.2 Bonpockl pesanugauun 4acto CBs3aHbl C NpoueaypaMu CUCTEMbI KayecTBa MM C NPOTOKOSIOM
nepBoHaYanbHOWM Banuaauuu.

4.9.3 PeBanuaauusa 4acto COEANHAETCA C KOHTPONEM MPOEKTUPOBAHMSA U COOTBETCTBYIOLLEN NpoLeay-
PO KOHTPONSi M3MeHeHun, 0O6bemM BbIOpaHHON peBanuaauun dyaeT 3aBUCETb OT XapakTtepa U3MEHEHMIA N UX
BMUSAHMSA HA MPOLECC UIMN MEANLMHCKOE udgenue. [JononHUTENbHY HAOPMAaLUIO NO KOHTPOMKO NPOEKTUPO-
BaHUsA CM. B npunoxeHun N.

4.9.4 lNepnoanyeckn oCyLIECTBNAIOT aHanu3 npouecca, MeANLUHCKOrO U3AEnus, ynakoBOYHON cucre-
Mbl, YTOObI ObITb YBEPEHHBIM, YTO MHOXXECTBO HE3HAYUTENbHbIX UBMEHEHWI U KAXA0€ U3 HUX B OTAENBbHOCTU HE
TpeOyloT NOBTOPHON Banuaauuu, a B CyMMe OHU He MOBMUANN Ha ynakoBoYHyto cuctemy (MCO 11607-2:2006,
NOANYHKT 5.7.4).
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Mpunoxexnue A
(cnpaBoyuHoe)

BLIGOP, OLEHKA M UCNbLITAHUSA YNAKOBOYHbLIX MaTepUarnos U 6apbepHbIX CUCTEM ANA CTepUNU3aumn.
PyKOBOACTBO ANA NPOMbILLSIEHHBIX U MEAULIMHCKUX YYPEeXAEeHUMN

A.1 O6Lwme nonoxeHus

Bbi6op noaxoasLlero ynakoBouHoro Matepuana s nognexatlero crepunusaumm MEaULMHCKOro nsgenus Tpebyer
TLWaTenbHOro paccMOTPEHUS U He JoMmKeH coBepluaTees B cneluke (MCO 11607-1:2006, nyHkT 5.1, pasaen 6). AcnekTbl
GapbepHoii cUcTeMbl AN CTepunM3aLmm, KoTopble HeobXo4 MO y4eCTb, BKITHOHaOT COBMECTUMOCTL CO CTepunusalmen,
3alUWLLEHHOCTE B OTHOLUEHWM OTMpaBku, obpalleHns, apbepHbIX CBOWCTB W psAAa npobneM, cBA3aHHbLIX ¢ KOHEYHbIM
“cnonb3oBaHeM MefWLUHCKoro naaenus. Hanbonee LenecoobpasHo BKIOYMTL BEIOOp MaTepuana ynakoBoYHOR cucTte-
Mbl Ha paHHel cTafuu npouecca NpoeKkTMpoBaHusa MeauLMHeKkoro usgenusa. OTknagbiBaHMe Takoro BaXHoOro sonpoca o
OKOHYaHWA MPOEKTUPOBAHUSA MOXET CTaTb NPUYNHON 3aAepPXKN BbiNycKa MEAULIMHCKOTO N3N Ha PbIHOK UMW HaNoXUTb
orpaHUYeHWs Ha CpOK rOAHOCTM UMW NPUBECTU K APYrMM npoGnemam npu ucnonb3oBaHun. N3rotoBUTENU MEAULIMHCKOIA
YNaKOBKU MOTYT ChIrpaTh BaXKHYIO POsb B OMNpeAeneHnn noaxoasLux BapuaHToB.

CyLecTByOT METOALI UCMBITaHMIA, obecnevmnBaroLlme A 6apbepHBIX CUCTEM ANA CcTepun3aumn Wunmu ynakoBou-
HbIX CUCTEM KPUTEPUN OLIEHKWU MPUrOAHOCTU K UCMONB3OBAHUIO U CPEACTBa MOHUTOPUHIA NPON3BOACTBEHHOIO Npouecca.
MpegnoYTUTENbHO NONbL30BATECA METOA4aMMN UCMbITaHUA, UMEIOLMMM 3asiBIEHNs O NPELU3UOHHOCTU U cucTEMaTUYECKon
norpelHocTn (cM. MCO 11607-1:2006, npunoxeHue B). He Bce MeToAbl UCTIbITAHWUIA NOAXOAAT Bcerga v Besge. Mpu Bbi-
6ope MeToAa UCTbITaHW pyKoBOACTBYOTCS TpeBoBaHWAMN MEAULMHCKOTO N3AENUsA Ha NPOTSDKEHNN €10 XKU3HEHHOTO LMKNa
1 BbIBMPatOT Tako MeToa, YTobbl UCTLITYeMble CBOWCTBa ObINKU TECHO CBA3AHLI CO CBOCTBaMM GapbepHoii cucTeMbl ANs
cTepunusayym u/unm ynakoBoYHow cucteMbl. Kpome Toro, HekoTopble MeToAbl borbLue NOAXOASAT AN UCCNefoBaHNA 1 pas-
BWUTWS, TOrAa Kak Apyrie MeTodel — ANS MOHUTOPUHra CooTBETCTBUSA. NpunoxeHne A He JOMKHO CIYXUTb NOMHLIM NepeY-
HeM CyLLeCTBYIOLMUX METOAOB WUCMbITaHWA, HaNPOTWB, OHO NpeAcTaBnsAeT coboii 063op Hanbonee LWMPOKO UCMONB3YEMBbIX
MeTof0B U 060CHOBaHWe ANS UX NPUMEHEHUSA. PyKOBOACTBO MO CYLLECTBYIOLMM METOAAM UCTIbITaHWIA CM. B CEPUN CTaH-
fapToB EN 868 unv ASTM F2097, a Takke nybnukauum CoBeTa U3roToBUTENEi yNakoBKU AN cTepunusauum [Sterilization
Packaging Manufacturers Council (SPMC)] Accouuanum rubkoit ynakosku [Flexible Packaging Association (FPA)].

A.2 CoBMeCTUMOCTb C NMpPOLIeCCOM CTepunusaumnmu

A.2.1 CnocoBHOCTb YNakoBOYHbLIX MaTepuarioB BbigepXuUBaTh NpoLecc cTepunu3aumn n CoXpaHATb CTPYKTYPHYIO
LienoCTHOCTb ABNAETCH 0COBEHHO BaXHbIM TpeboBaHUeM K GapbepHO cucTeMe Ansi cTepunusauum Wunu ynakoBouHOM
cucteme (MCO 11607-1:2006, nyHKT 5.3 1 nognyHkT 6.1.3). B peaynsrate MeTog(bl) CTepUnuaauum cneayet uaeHtudnyu-
poBaTb Ha paHHel cTagum.

A.2.2 Tpouecchl cTepunu3aLmmn rasoM, Takue kak cTepunusauus Ha ocHoBe okucK aTurneHa (EO-ctepunusayus),
npoLecchl NapoBoii cTepunuaaumun n apyrue, TpebytoT yaaneHua Bo3ayxa U NpOHMKaHUS CTEPUIU3YIOLLEro CPeacTBa Ye-
pe3 GapbepHyto cUCTEMY ANS CTEPUNM3aLMM U/WNK ynakoBoYHyto cucTeMy. OHM Taioke TpebytoT ycrnoBuil NOBbLILLIEHHOW
TemnepaTypbl U BNaXHOCTH, € KOTOPLIMU BbIOpaHHLIe MaTepuarnsl 40MKHLI ObITb COBMECTUMBI. BBOA U BLIBOA CTEPUNU3Y-
IOLLMX Fa30B TaKXKe U3MeHsieT GapbepHyto cUCTeMY AS CTepUNM3aLumn 3a cHET M3MEHEHUsT AaBneHNs], nosToMy Tpebyetca
obLas cToiKkocTb BapbepHO cUCTEMBI ANA CTepUnu3aLum n/mnm ynakoBoYHOW cMCTEMBbl U agekBaTHas cBobogHas no-
pucTas 3oHa 6apeepHO CUCTEMBbI 418 CTEpUNU3aLMmn W/WNn yNnakoBOYHOW CMCTEMBI Kak yA0o6HOe MecTo BO BCeX AONOMHU-
TenbHbIX COSAX YNaKoBKK, paccyMTaHHOe Ha paclumpeHne 6apbepHOiA cucTeMbl AN CTEpUnuaaLuu.

A.2.3 Torga Kak n3ameHeHve Matepuana npu EO-cTepunuaayum 3avactyto npeHebpexumo maro, Apyrme MeToasl,
HanpuMep cTepunusaunsa pagualuneid unu ra3oBoii NNasMoil, MOryT cTaTb NPUYMHON 3HAYUTENbHBLIX N3MEHEHUI CBOCTB
matepuanos (cM. AAMI TIR17).

A.2.4 MNepBoodepeaHoii 3agadeil B YacTu npouecca Bbibopa ABNSETCA OLeHKa TUMa U KonuyecTsa npejnonara-
eMbIX LMKII0B CTEpUM3aLMn, NPeAnodTUTENBHO Ha KOHeYHON BapbepHoii cucTeMe Ans ctepunu3auumu. Mpunoxexne C
npepnaraeT 6onee feTancHblii 0630p MeTO[OB CTepunu3auum Ansa obnerdenunsi Boibopa marepuana.

A.3 MNpo6nembl 6e3onacHocTH

A.3.1 BonbLUMHCTBO acnekToB 6e30MacHOCTU YNakoOBOYHBIX MarepnarnoB MOXHO CUCTEMATUYECKN OTCIEXUBATL C
MOMOLL{bIO CTaHAapTHLIX UCTBITAHWUIA U CepTUDUKATOB, NMONYyYEeHHbIX OT NOCTaBLUYMUKOB YNaKoBKWU. MckniodeHne coctaBnseT
B3aWMOJENCTBUE MeXAY MaTepuanoM 6apbepHoi CUCTEMBI ANA CTEPUNU3ALIMN U MEAULMHCKUM U3[eNUeM, KOTOpOe Hau-
NyywmMm o6pasom onpegennT TONbKO U3roTOBUTENb MELWLIMHCKOTro M3fenus.

A.3.2 MonHas npocnexvweaeMocTb 6apbepHOil CUCTEMBI ANA CTepunu3alum W/unu ynakoBoYHON CUCTEMBI U ee
KOMMOHEHTOB 06bIYHO NOAAEPKNBAETCA MrOTOBUTENEM MEAULIMHCKON YNaKoBKK, B NEPBYIO o4Yepeab Kak NOMOLLb B onpe-
feneHnn OCHOBHOW NPUYUHBI BCEX HECOOTBETCTBUMA.

A.3.3 YnakoBo4Hble MaTepuwanbl AOMKHbI OblTe HeTOKCUYHBIMUA. PykoBopcTBO Mo oueHke GuocoBMecTUMOCTU
cM. B MICO 10993-1 n ASTM F2475.
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XoTA pernameHT No MefULMHCKON ynakoske He TpebyeTcs, 06bIMHO UCNOSB3YIOT pernaMeHT NO YNnakoBKe nuLle-
BbIX NMPOAYKTOB KaK OTMNpPaBHYHO TOYKY MPU OLIEHUBAHNWU TOKCUKOINOrMYECKUX CBOMCTB YMaKOBOYHBIX MaTepuanos, Hanpu-
Mep FDA Code 21 CFR 170—189, BFR 36 XXXVI u pernameHT EBponeiickoii komuccuu (the European Commission
Regulation) Ne 10/2011 no nnactmaccam U U3AenNnAaM, NpeaHasHa4YeHHbIM AN1S KOHTaKTa ¢ NuULeBbIMU Npogykramu. Uc-
nbiTaHne Ha 6UOCOBMECTUMOCTb MOCIEA0BATENBHO OCYLLECTBIISIETCA B 3aBUCMMOCTU OT KOHKPETHOM 3agaqun.

HononHuTtensHbI BONPoc 6e30nacHOCTH, KOTOPbLIA MOXET BO3HMKHYTL B STOIA CBA3M, — 3TO BO3MOXHOCTb Bblferne-
HUA BELLECTB U3 YNaKoBOYHbIX MaTepuanos ¢ TE4EHUEM BPEMEHU, KOTOpbIe MOTYT 3arpssHUTL MEAMLIMHCKOe usgenue unu
oKpyxatoLLyto cpeay. UcnblTaHUA Ha Bbigenatowmecs ynakoBKkoi BellectBa cM. BASTM D4754.

A.4 PykoBopacTBO no 6apbepam

A.4.1 Bce cTtepunusyemble MeULMHCKNE YNakoBOYHblE MaTepuarnsl AN 6apbepHbIX CUCTEM ANA cTepunusauuun
[OMKHbI obecneunTb 3¢ddeKTUBHLIA MUKpOGHLIN Bapbep (cM. MCO 11607-1:2006, nyHKT 5.2). [Ans HeNnopuUCTLIX MaTe-
puarnoB 310 TpeGoBaHWe yAOBNETBOPSETCA AEMOHCTpaLMeil BO3AYXOHENPOHULIAEMOCTM Marepuana, Kak OnucaHo B
MCO 11607-1:2006, npunoxernne C. B nMopucTbIX YNaKOBOYHBLIX Marepuarnax MUKpOOHLI Gapbep MOXHO OUeHUTb, UC-
nonb3yst METOAbLI UCNbITaHWUA, NpuBegeHHble B MICO 11607-1:2006, npunoxeHue B.

A.4.2 B pononHeHue K 3awute oT MUKpo6oB GapbepHas cuctema Ans cTepunusalumn MoxeT notpeboBaTh 3auTh
OT MponyckaHusi rasoB unu cseTa. lNponyckaHue rasa paccMaTpuBaloT OTAENbHO OT NMOPUCTOCTU MaTtepuana U OTHOCAT
K ropasfo 6onee MeANeHHON MUrpaLn rasoBbIX MONEKYN Yepes TBEpAbIA MaTtepuan. MeguLUHCKUE U3LEenns, KOTopble
HeobxoUMO XpaHUTb, UM KOTOPbIe YYBCTBUTENbHBI K Briare, UK Ha KOTOpble BO3AieHCTBYET KNCIOPOA UMW Apyrue rassl,
NoTpebyoT YNakoBOYHBIX MaTepuanos, cos3faloLLnx cneumantHblil 6apbep Ansi paccMaTpuBaeMoro rasa unu napa. Mpo-
nyckaHue BofsHOro napa paccmatpusaetca B ASTM F372 n ASTM F1249, a npoHuyaemMocTb ANS KACNIoOpoAa MOXHO
ouleHuTs no ASTM D3985.

A.4.3 U3aMepeHune nponyckaHna cBeTa MOXKHO BLINMOMHUTL C MOMOLLIbIO CMEKTPOCKONa, 3apaHee 3Has AfNHY BOMHbI
VHTepecyLLero caeTa. M3roToBuTenn MeAULMHCKUX YNakoBOYHBIX MarepuarioB MOryT NpefocTaBuTb MHGOpMaLULo, Ka-
caroLLytocsi 6apbepHbIX CBOCTB MaTepuanos, a B XOAe Banuaauuu, NpoBeAEHHON U3rotoButenem bapbepHol cUcTeMbl
AN cTepunusaunn Wunm ynakoBovHoW cuctemsl, GyAeT oLeHeHo, HacKomnbKo paccMaTpuBaeMblil MaTepuan yAaoBnNETBO-
psieT TpeboBaHMAM, KacatowUMCEs KOHKPETHOrO MEeANLIMHCKOrO U3fenus.

A.4.4 KoHTaMUHaLUMsA MOXET NMPOU3OATH U3 Bo3ayxa M U3 BoAbl. D deKTUBHOCTL BnaxHoro 6akrepuansHoro 6a-
pbepa onpefenaeTca MakcuMarnsHoh BOJOHENPOHWULI@aeMOCTbIO YaKoBOYHOIO MaTtepuara.

A.5 BuauMocTb U BHeLWWHU BU4 MegULUHCKOro uaagenus

CylLlecTBYeT HECKOMbKO CTaHAapTHBIX METOL0B, KOTOPbIE MOXHO UCMOMb30BaTh ANA CPABHEHUS YNAKOBOYHbBIX Ma-
Tepuanos ApYr ¢ APYroM Ui M3MepeHUst CocoBHOCTU MaTepuana BhINoMHUTb 3a4a4v B OTHOLLEHMN BUAUMOCTU U BHELL-
Hero Buda usfenus. MaToBoCTb, KOTOpasi ONUCHIBAET paccesiHUe CBEeTa Mo Mepe ero NpPOXOXAEHUA 4Yepes MaTepuwan,
MOXHO M3MepUTb, ucronbays pykoogacTso M3 ASTM D1003. Brieck, KOTOpbIi ABMseTCA oTpaxatowel cnocobHocTbI0 unn
rNAHLEM NOBEPXHOCTU MOANOXKM, MOXHO onpefenuTb no ASTM D2457. HenpoapadHocTk ABNAETCA cnocoBHOCTLIO Ma-
Tepuana ocTaHaBnMBaTb NPONycKaHWe cBEeTa, AOMOSNHUTENBHYIO UHPOPMAaLUIo No KOTOPOW MOXHO HaTh B ASTM D589.

A.6 ®usnyeckne csoicTBa MaTepuanos

A.8.1 Pap duanyeckux CBOICTB, KOTOPLIE MOXHO PaccMOTpeTb, nepedncneHsl B A .6.2—A.6.11. B TekcTe npuso-
LOATCA NPUMEPLI CTaHAapTHLIX METOAOB UCTILITAHWSA, Apyrine MeTOAbI NpuBegeHsl B MCO 11607-1:2006, Tabnuuya B.1.

B pononHeHve K BbIAepXUBaHWIO NpoLiecca cTepununaauymnm GapeepHas cuctema Ans cTepunuaanum u/unu ynako-
BOYHasA cMCTeMa ANA MeAULMHCKUX W3AEeNWUiA OMKHbI Takke 3alylaTe CTEPUIBHOCTE M 9P EKTUBHOCTL 4O TOrO MO-
MeHTa, KorAa 3To MefuLnHckoe naaenue notpebyetes. Gopma U macca MEAULMHCKOIO U3Lenns, TUM 3aLUTHOW YNaKkoBKu
(ecrin oHa NpUMeHsIETCA) M CUCTEMbl TPAHCMOPTUPOBAHWUSA U XpaHEHUs Takke ByayT uMrpaTb CBOO Posfib B KPUTUYECKON
OLieHKe 3Toro thakTtopa 6apbepHol cUCTeMbl A4NS CTEPUNU3ALIMK U/UMN YNAKOBOYHOW CUCTEMBI. XOTS €4UHCTBEHHbBIM OKOH-
YaTenbHbIM CPeCTBOM YCTaHOBMEHNA MPUTrOLHOCTU SBNAETCS (haKkTUYecKoe ncnons3oBaHne MegULMHCKOro 3 enus, pag
CTaHfapTHbIX hU3NYeCcKMX CBOWCTB obecneynBatoT CpeCcTBO OLEHKM MOTEHUMarnkbHbIX MaTepuanos AMs UCMONbL30BaHUA
B f@HHOM MpUoXeHUn. MoYTn HW OAHO U3 3TUX CBOMCTB HE MOXET WAEHTUYHO OTpasuTh Crocob, KOTOPLIM KOHKPETHOE
MeAULMHCKOoe nagenue cosfact npobnemMbl 6apbepHoil cucTemMe ANs cTepunusauum u/unm ynakoBovHoil cucteme. Ma-
rOTOBUTENMN YNaKOBOYHLIX MarepuanoB MpefoCTaBnAlT UMEIOWMUEC 3Ha4YeHUA ANS HEKOTOPbLIX U3 STUX CBOWCTB, OHU
cnyxaT UHCTPYMEHTOM COPTUPOBKM W 0ObIMHO NPefoCTaBNATCSA Kak TUMNOBLIE 3HAYEHWs, a He 3a4aHHble 3HaYeHus, TaM
e HanaralTcs CTporme Jomycku.

A.8.2 ConpomueneHue npokony: ConpoTUBNEHNE MaTepuana NpoKony MOXET oKa3aTbCA BaXKHbIM Ka4eCTBOM AnA
paccMOTPEeHUsA, ecnn MefnLMHCKOE N3Aenne UMEET OCTPpLIe Kpas UMK BeICTYMbI, KOTOpbIE MOTYT NPOPBaTh YNaKOBOYHLIN
mMaTepuan, HapyLums LienocTHOCTb. PykoBogcTBo npeactasneHo B8 ASTM D1709, ASTM D3420 n ASTM F1306.

A.6.3 Conpomuenerue ucmuparuto: CONpOTUBIIEHNE UCTUPAHNIO — STO CNOCOCHOCTL MOBEPXHOCTU BEIZEPXKUBATL
BO3[€NCTBUA NOBTOPSIOLLErocs TPEHUS, LiapanaHus U paspbiBaHUsA. 3TO NMPOUCXOLUT MEXAY:

- MefULMHCKUM usgenvemM n apsepHoi cucTemoid Ans crepunuaanum,

- ABYMS GapbepHbLIMU CMCTEMaMU AN CTepUIM3aLum unv

- BapbepHoii cUCTeMOoil 4NA CTepunusaLymn 1 3aluTHOR ynakoBKoi
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B Xofie pacnpefeneHus. MocKonbKy He CyLecTBYeT Ha HacTOALWMA MOMEHT WUCMbITaHUA, NMPOrHO3NPYOLWKUX NoA06HbIe
a3 eKThI, IKCMNyaTaUMOHHbIE NCTIbITaHUS GapbepHOiA cMCTeMbl ANS CTEPUNM3aLMn W/unm ynakoBoYHON CUCTeMbl 0ObIYHO
TpebytoTca ¢ peanbHelM MegULUHCKUM n3fenvem.

A.6.4 ConpomueneHue paspbigy. CnocobHOCTb MaTepuarna conpoTUBMAATLCA pa3pbiBY U NPoJormKaTe pacnpocTpa-
HATb HaYanbHbIA Pa3pbiB MOXET OKa3aThbCs BaXKHbLIM Ka4eCTBOM MPW BCKPLITUM BapbepHON CUCTEMBI ANS CTepunusanmu.
Hanpumep, maTepuansl gns 6apbepHoil cucTeMbl ANS CTepunu3aLym, npefycmarpuBatoLLeil BCKpLITUE oTCnavBaHuem
MOBEPXHOCTH, LOSMKHEI BbITb YCTONYMBEI K paspbiBy Ha ydacTKke oTcranBaeMoil MOBEpPXHOCTH, TOr4a Kak MaTepuans! Ans
GapbepHoii cucTeMbl ANA CTepUNU3aLuK, paspbiBaeMoii Npyu BCKPBITUW, JOIMKHEI FTErko pacrpocTpaHsaTs paspbi. Metoabl
OLIeHKV COMpOoTUBIEHNA paspbiBy onucaHbl B ASTM D1922 n ASTM D1938.

A.6.5 Yemoiiyusocmb Kk ussuby. CnocobHOCTb MaTepuana BbiAepXxuBaTb NMoBpexgeHne npu MHOMOKPaTHOM u3-
rnbaHun unu cknagelBaHUM OMUCLIBAIOT KakK yCTOWYMBOCTL K U3rnby. dopma MefULMHCKOro U3AEenus, TUN Nenonb3yemon
3alYWUTHOW yNakoBKU U CUCTEMa TpaHCMopTUpoBaHUs GyayT onpeaensTb BaXHOCTb 3TOro KadecTsa. PyKOBOACTBO Mo uc-
MbITAHUAM YCTORYUBOCTM K U3rnby npusegeHo B ASTM F392.

A.6.6 TonuwuHa; OBBIYHO NPOYHOCTL KOHKPETHOrO MaTtepuana yBenu4imBaeTcs npu yBeNUMYEHUU ero TonwuHel. B To
e BpeMsi, NOCKOMNbKY Mpu YBENUYEHUN TONLWMHLI OAHOBPEMEHHO YBEMUYMBAETCH XKECTKOCTb, MOXHO JOCTUYb COCTOAHMS,
Korga yBenuyeHue TONWMHbLI NPUBEAET K BOZHUKHOBEHUIO XPYNKOCTU MaTepuana, kotopklil 6yneT 6oree nogBepxeH pac-
TpeckuBaHuio Npu narnbe (yCToN4MBOCTE K M3rnby ymeHbluaeTcs). MeToabl onpegeneHns TONWWHLI MaTepuana onvcaHsi
B MCO 534 n ASTM F2251.

A.8.7 lNpoyHocmb npu pacmsxeHuu: INPOYHOCTL NPU pacTAXEeHUU MaTepuana — 3TO MakcuMarnbHasa pactarusa-
toLas Harpyska, KoTopas TpebyeTcs AN paspbiBa UM paspylleHus matepuana. Ee 4acTo Ha3blBalOT Npefenom npod-
HOCTW NPW PacTSXKEHUU W BblpaXatoT Kak cuiy Ha eguHULY nnoLagun. XoTa npeaen Npo4HoCTU NPU pacTsXXeHUN ocTaeTea
MOCTOSHHOW BENUYWNHOW, YBENWYEHWE TONWWHBI KOHKPETHOrO MaTepuana yBenu4ut cuny, Tpebyowytoca ans ero pas-
peiBa. [ocKomneKy naMepeHue NPpoYHOCTM MpK PacTsXKeHUN NPOU3BOAAT B TOUKE BbIlLe Npeaena ynpyroctu unu npeaena
TeKy4ecTu (Benu4uHa Harpysku, Tpebytolweincsa Ana NocToAHHOR AedopManun Matepuana), NONe3HOCTL B NPOrHO3UPO-
BaHWM MPOYHOCTU orpaHuyeHa. GakTndeckn NPOYHOCTb NPU pacTsbkeHuu obpaTHo MponopuuoHanbHa NPOACIMKUTENb-
HOCTW cpoka cnyx6bbl. PykoBofcTBO Mo onpefeneHuto npeaena NnpoYHOCTU Npu pactskeHun npusegeHo 8 UCO 1924-2
nASTM D882.

A.6.8 Yonurerue: Pa3HOCTb ANUH, BblpaXeHHas B NPOLEHTax OT nepBoHavanbHOn ANUHBI, NONyYeHHas Npu BO3-
LeCTBMN Ha MaTepuan pacTarMBatoLlei Harpy3ku. O6bIMHO coobLLaloT yanMHeHne npu pa3pbiBe. [MockonbKy yanuHeHue
npw paspbiBe BLIXOAMUT 3@ Npegen ynpyrocty unu npegen TeKy4ecTy (BenMyunMHa Harpysku, Tpebyrowenca Ansa NOCTOAHHOM
fJedopmauyun Matepuana), ero UCnonb3oBaHWe NpyU NPOrHO3UPOBaHWUK NMPOYHOCTH OrpaHnyeHo. PykoBoacTBo no onpepe-
NeHuo yanuHeHua npusegeHo 8 ASTM D882.

A.8.9 OcHosHas macca: OCHOBHan Macca Matepuarna — 3TO ero Macca Ha eauHULy nnowaau. Metoabl onpeaene-
HWUA OCHOBHOI Macchl onvcaHel B ASTM D4321 u ASTM D3776.

A.6.10 lMpoyHocmb cyennerus: NPOYHOCTb CLEMNEHNA — 3TO BENUYUHA ycunus, Heobxoammoro Ans pasgeneHus
crnoeB MaTepuana. PykoBoACTBO MO onpeferneHunio Npo4HOCTU cuenneHnsa npusegeHo B ASTM FO04.

A.6.11 [IpoyHocmb 80 eénaxkHoM cocmosiHuu: NpoYHOCTL BO BNAXHOM COCTOSHUW BaXKHO YUYUTLIBATL, KOMAa yrnakos-
Ky CTEPUNU3YIOT BO BNaXHbIX YCNOBUSX, HanpuMep BraxHbIM napom unu EO.

A.7 LUenocTHocTb 6apbepHOi CUCTEMBI ANA CTepUnu3auum

A.7.1 LlenocTHocTb BapbepHOi CUCTEMBI ANt CTEPUNU3ALUN ABNSAETCA CYLLECTBEHHLIM SNEMEHTOM ANs MeAULUH-
CKOTrO M3Jenusi, KOTOPOE MOCTaBMSAETCSA B CTEPUIbHOM COCTOAHUN. BapbepHas cuctema ans crepunusauum obecneumsaet
YBEPEHHOCTb, YTO MEAULMHCKOe U3Zenue ocTaeTcsl B CTEPUNBbHOM COCTOSHUM A0 MecTa Ucnonb3oBaHWA W obnervaet
acenTuMyeckoe U3BneYeHUe 3Toro MefuuuHckoro uagenus. MNoTepa CTepunbHOCTU CHMTAETCA SABFIEHMEM, CBSA3aHHbLIM C
husmnyeckuM HapyleHnem GapbepHoii cucTeMbl Ans cTepunusauun. Yactoe BosgeicTBue M3OBITOUHLIX U U3MEHYUMBBIX
Temneparypbl U JaBrneHUs BO BpEMsi XpaHeHUS U TpaHCNOPTUPOBaHWUA UNKU YBNaXHEHUA YNAKOBKM Taioke cyUTaloTcs Co-
ObITUAMU. CIIOXHO ONPEAENUTE U YBENUUMTL BEPOSTHOCTb KOHTaMUHauuu. CnegosaTenbHo, BaXKHO obecneunTs cozgaHne
GapbepHoOi cUCTEMOW NS CTEPUNU3aLIMKU WM YNAKOBOYHOW CUCTEMOW COOTBETCTBYIOLLENO YPOBHS 3aLLUThl MEQULUH-
CKOro U3genus, YTobbl KOHTPonb GapbepHOi CUCTEMBI ANA CTepUnU3aLum W/unu ynakoBovHoi cucteMsl, BKirovatoLlei 6a-
PbEPHYIO CUCTEMY AN CTEpUNM3aLMMK, MOT HAEeXHO CIYyXUTb MEPOI NoaAEpXaHUA CTepunbHOCTU. MeTofbl UCMBITAHURA,
CBSA3aHHbIE C LIENOCTHOCTLIO YMaKoBKM, BKITIOYAIOT UCCEA0BaHUeE LLYNOM DU3UYECKUX HapyLUeHUA MUKpobHoro Bapbepa
B pesysikTaTe paspyLleHus KIeeBoro coeiMHeHmns ynakoBku (6apbepHoit cucTeMbl AN CTEPUNM3aLMn) Unu paspyLUeHnUs
camoro matepuarna.

A.7.2 BusyanbHbili koHmponb: Vicnoneaysa ASTM F1886, MoxHO ¢ 6onblLuoi BEpOATHOCTBIO 0BHapyXuTb AedekTh!
B KIEEBOM COeZIMHEHNM ynakoBku (GapbepHoil cucTeMe Ansi ctepunusauuun) B opme kaHanos. Beuay psaa orpaHudeHunin
LNA MaTepuanoB U HEAOCTATOMHOCTW ANt ONpeferieHHOro BLISBIIEHUS TOHKUX NPOKOSIOB M MESIKUX pa3pbLiBOB B MaTe-
puanax 6apbepHON CUCTEMbI 4M1A CTepunusaLum, Bu3yanbHbId KOHTPONb TeM He MeHee SBMSETCA LieHHbIM CPeACcTBOM
MOHUTOpPWHIa LiefIOCTHOCTU KIeeBOro coefgnHeHns. Jpyrumu MHCTPYMEHTaMU, KOTOPbIMU MOXHO MOrb30BaThecs, ABNSAOTCA
MoNsAPU30BaHHLIA CBET M HEBUAUMbIA CBET. VX 0BBIMHO He NPUMEHSIOT KaK OTAENbHbIE METOALI OLIeHKU 6apbepHbIX CUCTEM
LANA CTepUNU3aLMn U/Mnm ynakoBoYHbIX CUCTEM B Ha4arne, HO 3a4acTylo OHU CRyXaT Kak BHYTPUNpPOU3BOACTBEHHANA NPo-
BepKa BO BPEMS CEpUIIHOro Npon3BogCcTBa BapbepHbIX CUCTEM AN CTEPUNU3aLIMM U/MN YNaKOBOYHbIX CUCTEM.
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A.7.3 [lpoHukarue kpacumens. ASTM F1929 Bknio4aeT onucaHne BNUTbIBaHUA pacTBopa KpacuTerns vepes Ka-
HarnbHbIA AedeKT. STO TpagULMOHHLIA TECT ANSA BanugaLumn KNeeBoro COeiUHEHNS), €Clk Ka4eCTBO KIeeBOro CoeiMHEHNs]
He CKOppEenupoBaHO B XOA€E BM3yarnbHOro KOHTPONA. 3TO UcNbITaHUe Hanbornee CAOXHO BHIMOMHUTL Ha LENIONo3HbIX
MmaTepuanax.

Pe3ynkTaThl UCNbITAHWUA KpacuTeneM MOryT 3aBUCETb OT UCNLITYEMOro MaTepuarna, ofbiTa U NMOAroToBKY oneparopa.
B cBA3K ¢ 3TUM HEOBXOAUMO Takke OCTOPOXHO MHTEPNPETMPOBATL pesyrnbrarhl. BaxHo, YTo6bI UCNbITaHUS NPOBOAMITACH
onepaTopamMu, aTTeCTOBaHHbIMU Kak KOMNETEHTHbIE ANSA NPOBeAeHUs Takux ucneiTaHuin. Korga nHtepnperaums pesynb-
TaToB WUCMbITaHNI NOHSATHA, 3TO AAET HaJeXHOoe U YyBCTBUTENBHOE CPEACTBO OOHapY)XXEHWUS KaHarnoB, OTBEPCTUIA U T. A.

A.7.4 UcnbimaHue Ha obpa3sosaHue ny3bipbkos: ASTM D3078 n ATSM F2096 onucbiBaloT NorpyxeHue ynakosku
(bapbepHoit cucTeMbl AA CTEPUNU3ALIMK) B XXUAKOCTbL U NpUNoXeHne auddepeHumana aasneHus. Boigenexnuve rasa mo-
XKET yKasblBaTb Ha Hanuuue yteukn. Haunydwum o6pasom nogxoauT A5 KPYNHbIX yTedek, 06blYHO NpUMEHsieTes K ynako-
BaHHbIM MEAULMHCKUM U3 ENUSM NOCNe BO3AENCTBUSA YCNOBUIA peanbHO UM UMUTUPOBaHHOW OTTPY3KU ANs OLlEHUBaHUS
LieNIoCTHOCTU ynakoBku (6apbepHO CUCTEMBI ANA CTepunusayun).

A7.5 [lpyaue memolbi nodmeepxdeHus LenocmHocmuy. AnstepHaTuBHbIe NpUeMbl BKMo4aloT npumeHeHue CO,
WNY renus B Ka4ecTBe rasa-wHaukaTopa, usmMepeHune nog AaBneHUEM UK Npu CHKEHWN BakyyMa, a Takke ynbsrpasByKo-
Bble UCCMEA0BaHMSA, C MOMOLLbIO KOTOPBIX MOXHO XapaKTepu3oBaTb YTEUKU U ipyrne aHoMarnuu.

A.7.6 [posokauuoHHble ucnsimaHus ecell ynakosku (b6apbepHoll cucmemsl Ona cmepunusayuu) Ha aghgpexmus-
HOCMb MUKpPo6HOo20 bapbepa: CTepunbHyo BapbepHylo CUCTEMY NOMELLIAIOT B KaMepy W NOABEPraloT BO3AEHCTBUIO aspo-
30M5 C M3BECTHOW KOHLEHTpaLMein M3BeCTHOro MUKpoopraHusma. 3atem cuctemy obessapaxuBaloT CHapyXH, OTKpbiBa-
FOT acenTUYeCcKUM crnocoBboM U BIMOSHAKOT NPOBEPKY CTEPUNBHOCTU MEAULIMHCKOro usgenus. 3To UCNbITaHWe SABMSAETCA
ansTepHaTUBO onpefeneHnto U3N4ecKoii LenoCTHOCTHU, XOTA ST MeToAbl He 0C060 HafeXHbI N TEXHUYECKN CIIOXHbI B
ucronHeHun. B oTcyTcTBUE YHUBEPCASBHBIX OOLUENPUHATLIX METOA0B 3TU METOALI MOrYT NOJONTM ANSA OLEHKN LienocT-
HOCTW U3BWIMCTOrO KaHana 3akpblTUsA 6GapbepHOi cMCTEMBI ANSA CTEPUNU3ALIMKA, €CAN NPOLLNKW HaAmneXallyto Banugaumio
(cm. UCO 11607-1:2008, npunoxeHue B).

A.8 MpoYHOCTHb KneeBOro coeguHeHUs U cConpoTUBrNeHne NpoaaBnuBaHuIo

A.8.1 [NpoyHocmb kneegoeo coeduHeHUs: MNepBUYHBIM CPEefCTBOM XapaKTepusaLnn NPOYHOCTM KNEeBoro CoeiuHe-
HUS yNakoBKkW (BapbepHOil cUCTeMbl ANA CTEpUnNU3aLMmn) SBRSETCA M3MepeHne ycunusa, Heobxogumoro Ans pasfeneHus
[BYX KOMMNOHEHTOB YNaKkoBKW. Takoe pasferieHne MOXeT BbITb YacTbio KOHCTPYKUWUKM GapbepHoit cUcTeMbl NS cTepunuaa-
LMK W/Mnu ynakoBoYHOR cUCTeMbl, YTOOEI 0BNer4nThb acenTU4eckoe U3BreHeHUe CoaepKNMOro, UN MOXET NpefCcTaBnAaTb
ycunue, KoTopoe Heo6xoAnMO NPUNOXUTL AN1A pa3pbiBa HEPA3bEMHOrO (MU «CBapHOro») coefnHeHus. B nobom cryvae
U3MepeHUs MPOYHOCTU KIEEBOrO COEANHEHNS YNakoBKuU (GapbepHOi CUCTEMBI AN CTEPUNU3ALIMK) SBASIIOTCSA KNIOYEBLIMU
WHAMKaTopamun npolecca PopMUPOBaHUS YNaKOBKM.

MpOYHOCTb COefUHEHUI CO CbEMHBIM CroeM NpeABapuUTenbHO ChOPMUPOBaHHbLIX HapbepHBIX CUCTEM ANS CTepu-
nusauuu sensetcs yHKUMed MaTepnanos U NPOM3BOACTBEHHOrO Mnpolecca nocTaslyuka. MNpeanonaraemMelii AunanasoH
3HaYeHUA NMPOYHOCTU KNEEBOro COEAWHEHUA Haunyylwum obpa3om ycTaHaBnNUBaETCA UarotoBuTenem. JTo Takke cnpa-
BeANVWBO AN NOCTaBLYMKOB MaTepuanos SapbepHbIX cucTeM ANs CTepunnaaumi.

A.8.2 Kpome Toro, B 6OMNLLUMHCTBE CrlyYaeB NPOYHOCTb KIEEBOTO COEAUHEHUS CIYXXUT WHAUKATOPOM KOHTpons
npouecca OpPMUPOBaHUSA KI1E€EBOr0 COEAUHEHWUA U AaeT yBepPeHHOCTb B TOM, YTO ynakoBka (6apbepHas cuctema ans
CTepunusauum) npegCcTaBnsaeT KOHCTPYKLUMOHHO NPOYHYI0 eMKOCTb ANs MeAULMHCKOro usgenusi. CknenBaemMocTb OLEHU-
BaeMbIX KOMBUHaLMA MaTepuarnos NpoeepstoT B Nabopatopuu, Mcnonb3ys AUanas3oH YCNoBUA, YCTaHOBNEHHbLIN ANS Ae-
MOHCTPaLMK rpaHNYHBIX 3Ha4EeHUIA NPOYHOCTU W Ka4yecTBa KneeBoro coefnHeHus. KneeBble coeiUHEHUS UCNBITLIBAIOT Ha
OTCMOEHWE NPU PacTAXEHUN U aHaNU3UPYIOT, YTOOLI ONpeAenTb COOTBETCTBUE MOMYYEHHbIX Pe3yrnbTaToB XenaTenbHoi
MPOYHOCTU Ha oTcnauBaHue 4ns 6apbepHOW CMCTEMBI ANsi CTepuM3auun WWnmM ynakoBouHoW cucteMbl. 3TOT npouecc
06bI4HO UCMONB3YHOT Kak MHCTPYMEHT CKPUHWUHIa ANA BbIGopa KOMOWHaLMiA MaTepuanos, OH Takke MOXET UCNONb3oBaTb-
€A ANSA OLEHUBAHWA NPOYHOCTU KIEeBOro coefWHEHUs Ao U nocre cTepunmsayun. CornacHo STomy, M3MEPEHUA MpoY-
HOCTU KIeeBOoro COeAMHEHUss MOXHO MCMOMb30BaTL AM1S MOHUTOPUHIa NPOU3BOACTBA, obecneyeHusi KOHTPONSA npolecca,
MOCTONBKY AaHHBIE MPOYHOCTU KIEeBOro COeAUHEHNS NMPUroAHbI 419 MOHWTOPUHIA NpoLecca.

A.8.3 ASTM F88 siBnsieTcs onpegensowum METOAOM AN XapaKTepr3aLum NpoYHOCTU KIeeBoro coeuHeHuns. Pas-
pbIBH@A MallHa pacTArMBaeT KOHL|bl TOYHO BBIPE@3aHHOro y4acTka KieeBoro COeAUHEHNsI NPU KOHTPONUPYEMOW CKOpPOCTU
pasnBWKEHUs 3aXBaToB, M3MEPEHUN PaCCTOSHWUSA, Ha KOTOPOE OHW Pa3OLLNUCh, U pacTArvBaloLei Harpysku Bo BpeMs
ucnblTaHns. OBBIYHO KIeeBble COeLHEHNS UCMbITLIBAKOT B HECKOMBKUX TOYKax No nepuMeTpy yrnakoku. ASTM F88 npeg-
CTaBIAET AaHHble O BMIUSHWU pasnniuil B npuemax. PykoBogCTBO Mo xapakTepucTkam NpoYHOCTU KIEEBOrO COEfUHEHUS
Takke npusegeHo B EH 868-5.

A.8.4 Conpomuenerue npodaenusaHuio: CpefCcTBa, C MOMOLLBI0 KOTOPLIX MCMBITHIBAIOT BCIO YNAKOBKY LIENUKOM
(bapbepHyto cucTeMy AnA CTEpUnu3auun) Ha npofaenuBaHue, BKNIOYAOT CO3AaHWe AaBNEeHUs BHYTPU YNAKOBKU W OT-
cnexuBaHvue BNUSHUS AaBMEeHNs Ha KneeBble COefUHEHUS yNakoBKW. PasgeneHue KneeBoro coefMHEHNS (NON3yYecTb),
BpeMs [0 pas3pyLlleHns ynakoBKu (paspyLleHue Npu nonsyyectn) n npegen NPOYHOCTM NpU NpoAaBfMBaHUN — 3TO U3-
MepeHus, BbinonHaeMble no MmetofqaM ASTM F1140 (HesakpenneHHbli obpasey) u ASTM F2054 (3akpenneHHblilt obpa-
3eL}). XOTA UcnblTaHUe Ha NpofaBiMBaHWE OXBaThbIBAET BCIO YNaKoBKy (6apbepHYIo cucTeMy AN CTepunusaLum) 3a oauH
pas, HEeBO3MOXHO MPUIOXNTb PaBHOMEPHOE YCUINE KO BCEM YacTsM YNakoBKK, U 910 06A3aTenbHO NpuBeaeT k Gonblueit
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W3MEHYNBOCTU HabmiofaeMbIX Pe3yrisTaToB, YeM WUCMbITaHWe Ha OTCnanBaHue. McnbiTaHWe Ha NpoaasnuBaHne 0BbIMHO
UCMONL3YIOT A7 BHYTPUIMPOU3BOACTBEHHOIO KOHTPONS. ECIM OHO MCMOML3YeTCs ANA TaKoro KOHTPOSS, To BO BpeMs Basu-
Aauuu criefyeT BhIMNOSHUTL COMYTCTBYIOWNE UCNILITAHUSA Ha PacTSKEHUE U NPOAABNUBaHHE.

A.9 PykoBopgcTBO no o6paborke maTtepuanoB

A.9.1 BornblUMHCTBO TexHuYeckux TpeboBaHuii kK GapbepHol cucTeme Ansa cTepunuaayuu n/unu ynakoBoYHOW cu-
CTEME U XapaKTepUCTUKKU npoLiecca ONpeaensioT ¢ NOMOLLbLIO U3MepeHUsa pa3MepoB. O6bIUHbIE U3MEPEHUA pa3sMepoB,
cBsAi3aHHblE C NoAOOPOM U PyHKUUAMN MEeAULMHCKOrO M3Aenus, — 3TO NOMHas AfWHA W NOMHasA WWPUHA, BHYTPEHHSASNA
ANWHa U LUIMPUHA U LUIMPUHA KIeeBoro coeguHeHnsa. [pyrue pasMmepbl onpefensioT Ha OCHOBE UHAMBUAYANbLHOW 3aa4u 1
TpeboBaHuii K xapaKTepucTUKaM rnpoLecca (CM. pyKOBOACTBO NO U3MEPEHUIO NTMHEHbIX pasmepoB B ASTM F2203).

A.9.2 TpeHue MOXeT MOBMMUATL Ha 06paboTKy yNakoBOMHLIX MaTepuanos Npu ABMXEHUW MO METaNNUYECKUM no-
BEPXHOCTAM, APYTMM MOANOXKam unu gpyr o6 apyra. Hanpumep, B onepauusx yknaaku n asTonorpysku Matepuansl MoryT
nofaBaTbCsl HEMNpaBUITbHO 3@ CHET BBICOKOIO YPOBHA TpeHUA. KaTeropusaumna ctaTUMEeCKX N KNHETMYECKUX Koadpuumen-
TOB TPEHUS MaTrepuarioB MOXET crocobcTBoBaTb HagexXHocTU 06paboTkn GapbepHoit cucTeMbl ANS cTepunusauyum uunm
ynakoBOYHOIA cucTemMbl. [lononHutenbHyo nhigopmaumio cM. B ASTM D1894.

A.9.3 ®opmupoBaHue bapbepHOI CUCTEMEI ANS CTEpUNM3aLUUN U COXpaHEHUE CTEPUNBHOCTM 3aBUCHAT OT CNocob6-
HOCTW K repMeTUsaLmn. YnakoBoYHbIE MaTepuanbl MOXHO CKenBaTb NpU pasfnyHbIX ycnoBusix. [oaToMy xapaktepusa-
LA CKIieuBaeMocCTy YMakoBOYHOrO Matepuana MoXeT BKNoYaTb cneaylowee: pasMep cKnenBaeMoro NpoMexyTka, npod-
HOCTb KIIeeBOro COEiMHEHUs, HarNsAAHOE yKa3aHWe MecTa HaxoXAeHUs COeNHEHNS (€CNKN OTKpPLIBAETCA OTCnauBaHMEM)
n crnocobHocTb k 06paboTke HyBCTBMTENbLHBIX K TeMnepaType MatepuanoB. OBbIMHOW NpaKTUKON ABNSAETCA OUeHUBaHUe
KIneeBoro CoeAMHeHMs, BBIMOMHEHHOro Ha nabopaTtopHom o6opyaoBaHUK, U B 3aBUCUMOCTH OT TUNa obopyaoBaHusA, Tna
M MecTa pacrofioXeHuss TepMonap, Maccbl annaparta AnS cknemsaHna n Apyrux ¢pakTopoB YCIOBUA CKNEUBaHUA MOTYT
MEeHATbCA OT annapara K annapary (cm. ASTM F2029).

A.9.4 Macca crnos knes Ha MoKpbITON Kneem noBepXHOCTU MOXET NOBAUATL Ha CKNEMBaeMOCTb, NPOYHOCTL Kne-
€BOro coefiuHeHNUs 1 nepeHoc. B 3aBUcUMOCTM OT Knes W cknewBaemMoil MOBEPXHOCTU Macca crosi Kresi MOXeT MOoBMu-
ATb Ha KOre3NOHHLIA U afire3UOHHBI TUN OTKa3a KNeeBoro COeIUHEHUA NpU OTCNauBaHWK, YTO BIIMSET Ha CTabUNBHOCTL
NMPOYHOCTY KIEeBOro COeAMHEHUsI U NEPEHOC KIIeeBOro NOKPLITUA C NMOBEPXHOCTM Ha NOBEPXHOCTb. [N cornacoBaHHbIX
pesyneraToB CKNeuBaHUA U OTCNauBaHWA Macca cnos Knes JofKHa 0cTaBaTbCs B YCTAaHOBIEHHOM UHTEpBarie 3HavyeHui
(cM. ASTM F2217).

A.10 PykoBoacTBO nNo neyatun

A.10.1 HoBble ynakoBo4YHble Matepuarsibl, Ha KoTopble NpeanoraraeTca HaHOCUTb MapPKUPOBKY NeYaTbio, MOryT no-
TpeboBaTb OLIEHKN NPUrOAHOCTU ANA nevaraHus. MNpurogHoCTb ANS NeyataHs MaTepuana cBsidaHa ¢ ero cMa4uBaemMo-
CTLHO UMN NOBEPXHOCTHLIM HaTSHKEHUEM. [INs naMepeHna NoBEPXHOCTHOMO HATKEHUA MOXHO UCNONbL30BaTL U3MEPUTENN
KOHTaKTHOTO yria cMa4uBaHus UMK TeCTOBLIe MapKkepsbl, 4To6bl onpegenuTb ypoBeHb 06paboTkn NoBepXHOCTU n/unu Npu-
rofiHyto ANS nevaTy CTOPOHY YNakoBOYHOro Marepuana. Hekotopele o6paboTaHHbIE NOBEPXHOCTU MOMYT AerpaanposaTs,
YTO BMMSAET Ha NPUrOAHOCTb ANIA NeYaTn co BpeMeHeM.

A.10.2 Kpacka nrnoxoro kayecTsa UM Nnoxoe 3akpenneHue/agreaun K Matepuany MoXeT NOBAUATL Ha BHELUHUW
BWA W yaobounTaemMocTb NevaT Unm Ha PyHKLMOHAaNbHOCTL NOKPLITUIA Ha YNaKoBOYHbLIX MaTepuanax. Mockonbky npuem-
NeMOCTb CTEMNeHMW 3aKpenneHuns SBnseTca cneluduyHon ANa Kaxaoro npuMeHeHus, HeobxoauMo cornacosaTb KpUTEpUn
NPUEMIEeMOCTN MeXAY Nofb3oBaTefieM U U3roTOBUTENEM YNakoBOYHOro MaTtepuana (cm. ASTM F2252).

a) MevaTb, NpeaHasHavYeHHaa ANa nepeaadn MHGOpMaUUKn, He JoMKHA UMETH NPONYCKOB, Ma3KoB, NATEH, NoA-
TEKOB UMW CMELLEHNS, YTO BEeAET K ee HenpaBUibHOCTU U HevnTabenbHocTH (cM. UCO 11607-1:2006, nyHkT 5.4). MNevaTb
B 30He CKIeunBaHWs MOXET NOBMMUATL Ha CKNeMBaeMoCTb MaTepnana, a Takke Ha NpoLece CKNenBaHns, MOXET NOBUATL
Ha Tunorpadckyto kpacky u/unm pasbopunsoctb nevatu. [pyroi Npobnemoit MOXeT CTaTb COBMECTUMOCTb € BbIGpaHHBIM
npoLeccom cTepunusaLum, e Temnepatypa umunum XuMmnyeckaa CToMKOCTb MOTYT NOBAUATL Ha NeYaThb.

b) WcTuparue ynakoBouHOro Matepuana ¢ HanevaTaHHO# MapkupoBKOW B cpefie pacnpefeneHns MOXeT USMEHNTb
BHELWHWUI Bug rpadukn 6apbepHoi cucTeMbI ANS CTEPUNU3aLMN W/UNKU YNaKOBOYHOW CUCTEMBI U3-3a LlapanuH, CTUpaHuA
Kpackw, cABWUra Unu npespaLleHUs MapkUpoBKK B HeunTaeMyto. B nabopaTopHbIX YCNnoBuUsx cpaBHeHUe cONPOTUBNEHNS
UCTUPaHUIO MOBEPXHOCTU MapKUPOBaHHLIX MaTepuanos ¢ YCTAHOBNEHHbIMU CTaHAapTaMU MOXET anpoKCUMUPOBaTL BO3-
AelcTBUSA Npu oTnpaBke U obpatleHun. JononHuTenbHoe pykosoactso cM. B ASTM D5264.

c) MNoBepxHOCTb C NevaTbio 6apbepHOW cucTembl ANSA CTEPUNU3ALMKU W/WUNN YNAKOBOYHON CUCTEMBI MOXET NoAa-
BEPrHyTLCA BO3AEUCTBUIO XUMUYECKNX BELLECTB BO BPEMSA XU3HEHHOTO LMKNa. XuMU4ecKkne BelliecTsa MOryT pasnoxuTs,
pa3MsirKUTb, CMa3saTb U CTepeTb NevaThb, YTO NOBMUAET Ha BHEWHWUN BUA W pa3bopunBocTb. OTHOCUTENBHYIO CTOWKOCTb K
BO3/,€/ACTBUIO U3BECTHBIX UMK OXKUAAEMbIX XUMUYECKUX BELLECTB HEOBX0AUMO OLUEHWUTL. [JONONHUTENBbHOE PYKOBOACTBO
cM. BASTM F2250.

A.11 Yucrtora u Hanuumne TBepAbIX YacTuy

A.11.1 TIOCTOPOHHUM MaTepuasnioM, KOTOPbI HaxoAUTCH Ha NOBEPXHOCTU GapbepHON CUCTEMbI ANS CTepunu-
3aUnn UWIN YNakoBOYHOW CUCTEMBI U KOTOPLIN MOXHO OMUCTUTL LETKOW WK CTEpETb, CYUTAIOTCA OTAENbHbIe TBEP-
able YacTuubl. X AOMKHO GbiTb MUHUMANbBHOE KOMUYECTBO. YPOBEHb HeU3GeXHO NpUCYTCTBYHOWMX YacTuy GyaeT
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3aBUCETb OT BLIGPAHHOro YNakoBOYHOro MaTepuana. PasMep YacTuy YacTo OLEHUBAIOT MO KapTe oueHkn copa TAPPI
Dirt Estimation Chart.

A.11.2 HeobxognMo CBECTU K MUHUMYMY KONUYECTBO NOCTOPOHHErO MaTtepuana, KoTopblid pacrnonaraeTca mMexay
CNOAIMW MaTepuana Unu Ha rnneHke, HeTkaHoM mMatepuane unu Bymare. 'enu, YacTUYKKU CMOMbI C MONEKYNAPHOW Maccoit
Bblle CpeAHero, No BUAY HaMoOMUHAWME MENKYIO TBEPAYIO CTEKNAHHYIO KPOLLIKY, HE SIBRSIOTCA NOCTOPOHHUM MaTepua-
NOM U1 NpUCYLLIU MHOXECTBY MarepuanoB Ha OCHOBE NONUMEpPOB. YacTuubl yrmepoaa siBNS0TCs oOymUBLUMMUCS YacTuy-
Kamn OCHOBHOro MaTepuarna, o6paboTaHHOro Npu BLICOKON TemnepaType. [enu 1 yacTuubl yriepoga paccMaTpuBaloT oT-
AEenbHO OT BKpaNneHHbIX YacTUL, NOCTOPOHHero Matepuana. CMm., Hanpumep, IEST-STD-CC1246D, koTophlii npegnaraet
OCHOBY W €iUHbI METOA YCTaHOBNEHUA TpeBGoBaHUI K YPOBHAM YACTOTHI NPOAYKTA M NPOrpaMMbl KOHTPOIS 3arpsi3HEHWS.

A.12 YckopeHHoe cTapeHue u npobneMbl oKpyXKatoluei cpeabl

A.12.1 Cnegytowue onpefenerHns sknodeHsl B ASTM F17:

a) YCKOpeHHoe CTapeHne — TexHUKa UMUTaLUN BNUSHWUA BPEMEHWU Ha YNaKoBKy NMyTeM BO3AEWCTBUS Ha cUCTeMy
npoayKuns/ynakoBka NosbiLLEHHBIMW TeMNepaTypaMu B perynupyemMblX YCNOBUAX OKpyXKatoLleil cpefbl, NpefcTaBuTenb-
HbIX ANS YCNOBUI XpaHeHUsl. DKBUBaNEHTHoe BpeMs 06bIYHO OLEHWBAIOT NO AerpajaLumn ynakoBOYHbIX MaTepuanoB no
KUHETUKe, onucaHHon dpyHKLMen AppeHuyca, 3aBUCUMOCTU CKOPOCTU XUMUYECKOIN peakuumn oT TeMmnepartypbl. bonee nog-
po6Ho cM. BASTM F1980;

b) akonornyeckne npobrneMsl — Npouecc BO3AENCTBUA HA YNaKoBKY MaKCUManbHOW U MUHUMAaNbHO| TeMnepary-
PO U BNAXHOCTLIO U/MNU APYTUMU NpeAenbHLIMU YCROBUAMU OKpYXatoLen cpeabl ¢ Lenbio onpeaeneHns YyBCTBUTENb-
HOCTU YNaKoBKWN K BO3HUKAIOLLMM Hanps>keHWAM. B NpoTUBOBEC YCKOPEHHOMY CTapeHUto 3konormyeckue npobnemMsl 4acto
BKJIIOMAIOT yCnoBusA Unu nepexoAbl Nubo To u Apyroe BMeCcTe TeMNEpaTypbl U BNAXHOCTU, PaBHLIX UMK NPEBbLILLAIOLLMX
napameTpbl, KOTOpble BO3HUKAIOT B XXM3HEHHOM LuKne ynakosku. [lononHutTenbHoe pykoBoAcTBO cM. B ASTM F2825.

Ana npuMepoB pacyeToB NPOAOMKUTENBHOCTU YCKOPEHHOTO CTapeHus 1 Belbopa TemMnepaTypbl CTapeHUs B pearb-
HOM BpemeHun cM. ASTM F1980.

A.12.2 Mpn YCKOPEHHOM CTapeHWU YpOBHU TemnepaTypbl U BNaXHOCTU BLIGUpaLOT Tak, 4Tobbl MaTepuansl He fjo-
cTuranu Temnepatyp gpusndeckoro nepexoaa. Mpu pelweHnn akoNornieckux 3aaad Lenbto SBNAETCA oLeHKa addekTms-
HOCTU GapbepHOii CUCTEMbI A5 CTEPUNM3ALUKU U/MNK YNAKOBOYHOW CUCTEMBbI B SKCTPEMANbHBIX YCNOBUSAX, BO3MOXHbIX Ha
XU3HEHHOM LMKNe YNakoBKu, NMMBo HanpsxxeHue matepuana B3N UM NOCNE KPUTUHECKOW TOUKN.

Takoe ycTaHOBNEHWE rpaHuL ONWpaeTcsl Ha TOT PakT, YTO pasnuyHble MaTepuanbl UMEIT PasnUYHY0 YyBCTBM-
TeNbHOCTb K TeMnepaTtype 1 Brare U BbliBOAbl OTHOCUTENBHO NPUrOAHOCTU AAHHOTO MaTepuana B Ka4ecTBe KOMNOHEHTa
GapbepHoii cUCTeMbl ANA CTepunU3aLmMn W/Wunu ynakoBoYHON CUCTEMbl MOTYT OKa3aTbCsA HEAO0CTOBEpHBIMU. Hanpumep,
bymara siBnsieTcst 0cobo YyBCTBUTENBLHOW K OTHOCUTENBHOMN BiaXHOCTU. MN36bITouHas cyllka oTpULaTenbHO oTpaXaeTcs
Ha NPOYHOCTHBIX CBOMCTBAX, a M3bbITOMHas BNaXHOCTb MOXET NpUBeCTU K 06pa3oBaHuio nneceHn. HekoTopele crouctele
maTepuanbl MOryT oTKasdaTb B 3KCTpeMarbHbIX YCIOBUSAX, XOTA B peanbHOM BPEMEHU U NpU KOHTPONTMPYEMOM CTapeHUn
OHU pefKo Unu BoobLLE He eMOHCTPUPYIOT Takoii pesynerar.

A.12.3 Tpon3BoACTBO MEAMLMHCKUX WU3LENUi MOCTOSIHHO pasBUBaEeTCs, NOSTOMY TpeboBaHMe cTapeHWsi B pe-
anbHOM BPEeMEHU Nepes BhbiMyckOM Ha PbIHOK U MpofaxKen 3avacTyto HenpaKkTUYHO. MNpuMeHeHWe Ana UcnbliTaHnsa cpoka
rogHocTu BapbepHON CUCTEMbI AN CTEPUNM3ALMM W/ YyNaKOBOYHON CUCTEMBI YCKOPEHHOIO CTapeHust 0BbIMHO MpuU-
HUMaeTca Kak 060CHOBaHHOe ANA BBeAEHUS HOBLIX MEAWLWHCKMX U3AENUA MpWU YCNOBUW, YTO CTapeHWe B pearbHOM
BPEMEHW Ha MecTe NoATBEPAUT pe3ynbsTaThl UCTIbITAaHUS C YCKOPEHHBLIM cTapeHneM. OBbIMHO OCYLLECTBISOT CepUuto uc-
NbiTaHWA 4N NPOBEPKU LIENOCTHOCTW YNaKoBKK, 0CODEHHOCTEN BCKPLITUA YNaKoBKW (€CNU UMetoTcs) U oBLLMX CBOUCTB
caMUX YNakoBOYHbIX MaTepuanos. onyvyeHne 3Ha4yeHui# CBONCTB A0 U NOcne CTepunu3aLy BaxHo ANSA onpefeneHns
BNUAHWUA NpoLecca CTepUnu3aLmm 4o Ha4Yana npouecca CTapeHua Ha MaTtepuansl U Kneesble coefuHeHns GapbepHoit
cucTeMbl AN cTepunusayumn. MayueHne ctapeHns MoXHO NPOM3BOAUTL Ha NycThiX 6apbepHbIX CUCTEMaX ANA CTepunmnsa-
uuu (eMm. MCO 11607-1:20086, nyHkT 6.3), NogBeprHyB X MakcuManbsHOMY Yucny npegnonaraemsiX LIMKIOB CTEPUNU3aLU.
Ecnu oBpasely 4ns cTapeHusi He BKIOYaEeT COLEPXKMUMOro, AOKYMEHTaNbHO NMoATBepXgatoT obocHoBaHWe, NogAepxKuBa-
foLiee KoHUrypaLuto uenbiTyemoro obpasua. [pyrne nogxoabl BKIOYAIOT U3YyYeHUE OTrPY3KU, BbINOSHEHHOW B MOMEHT,
MPUHATBIA 3a Ha4ano oTcyeTa BpeMeHW. McnbiTaHWe CBOWMCTB MaTepuana Torda crefyeT Kak Mepa BUSHUS BpeMeHu,
CMOAENNPOBaHHOrO YCKOPEHHBIM CTapeHUeM.

MenonbaoBaHue ypaBHeHWst AppeHuyca oBbIYHO NPU3HAETCA Kak NoAXoh AN OnNpefeneHUs BIUSHUA Temnepary-
Pkl Ha CKOPOCTL MOMOreHHO peakuun NepBoro Nopsiaka. YNpoleHHsl pacdeT Qqq = 2, BbiBE4EHHbIA U3 3TOro ypasHe-
HUSA, [ONYCKAET, YTO MHTEHCUBHOCTL CTapeHns NpubnuanTenbHo yasanBaeTcs Ha kaxasle 10 °C yBenudeHus Temnepa-
Typbl. Hanpumep, 45 aHeit npu 55 °C akBuBaneHTHO ogHoMmy rogy npu 25 °C. JononHutensHoe obcyxgeHve npegmeta
cM. B AAMI TIR17 n ASTM F1980.

TemnepaTypy BbIGUpatoT ¢ OCTOPOXKHOCTLIO, Tak, YTO6bl He NOBPEAUTL MaTepuanbl, MPUMEHWUB YCNOBUS, KOTOpble
He 0XWAatoTes B peanbHON XU3HW UMW BEIXOAAT 3a paMKn pEKOMEHA0BaHHOro nana3oHa NpUMeHeHsa paccMmaTpusaemo-
ro matepuana. CM. B ASTM F1980 pykoBOACTBO MO BMUSHWIO BAXHOCTU B MPoLiecce YCKOPEHHOro CTapeHus.

Mpw BBIGOPE TEMMNEPATYpP A4S NPOBEAEHUS YCKOPEHHOro CTapeHns crefyeT cobniogarb 0CTOPOXHOCTb, YTOOLI He
MPUBECTU K NEPEXOAHLIM COCTOSHUSM MaTepuansl, He NoBpegUTb 6apbepHyto cUcTeMy AN CTepuMaaunn U/mnm ynako-
BOYHYIO CUCTEMY W HE BBECTU HeNMHEWHbIX U3BMEHEHUH, Tak1X KaK KpUcTanm4HocTb, obpasoBaHue cBoboaHbIX paanka-
0B, pasnoxeHue nepekncen.
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Mpu paccMoTpeHUU ponu BNaXHOCTU B YCKOPEHHOM CTapeHUN BaXXHO OCO3HaBaTh, YTO Takoe OTHOCUTENbHAN BRaxX-
HOCTb, — 3TO KONMYECTBO BOAbI, B3BELUEHHOW B BO3JyXe, OMHOCUME/bHO KONUYeCTBa Bojibl, TpebyemMoro AN HackILWeHNA
BO3fyxa Npu STol TemnepaType. B cBA3W ¢ 3TUM CyLLEeCTBYET ONacHOCTb, YTO NoAAepXKaHWe Takoro Xe NPoLeHTa OTHOCU-
TenbHOI BNaXXHOCTU, Kak B OKpYXKatoLeh cpege Npyu U3y4eHUM YCKOPEHHOTO CTapeHus, obssaTternisHo npuseaeT k Gonee
BbICOKOMY BO3ZENCTBUIO BMaXHOCTH, YeM 06bI4HO MPpU CTapeHun B peanbHOM BpemeHu. MogpobHoe obcyxaeHne sToit
TeMel cM. B [107].

A.12.4 [pyroi acnekT UcnbiTaHWii GapbepHOi cUCTeMbl A5S CTEpUNU3aLMU OTHOCUTCS K 3KOMOrMYeckum npobne-
Mam UNu KOHAULMOHMPOBaHUIO MaTepuarna npy pasnuyHbIX TeMNepaTypax U YpOBHSIX BraXHOCTH, YTo6bl UMUTMPOBATb
BO3JeNCTBUE pasnUYHbIX YCIOBUIA MpU OTNpaBke B MeCTa C pasfMyHbIM KUMaToM. MOXHO UCMOMNb30BaTh LMKIUYecKoe
npuMeHeHWe Tenna-xonoaa ANa UMUTaLMKU CE30HHbIX KonebaHuiA, KOTOpPbIM MOTYT NoABepraTbcs yrnakoBaHHble MegULH-
CKue nagenus, B To e BpeMs HeobxoguMo obpaTuTb BHUMaHUE Ha CKOPOCTb U3MEHEHUSI.

YpoBHM TemnepaTypbl W BNaXHOCTU CreAyeT BbibpaTb OCTOPOXKHO, Ha OCHOBE NMOHUMaHUs pacnpefeneHns npo-
AYKLUMU 1 ycrioBuiA ee ucnonesoBaHus. OnncaHHoe Bellle obcyxaeHne BTMSHUA TeMnepaTypbl U BNaXHOCTH, C OXUAaHu-
€M NIMHENHOW 3aBUCUMOCTK, TakxKe CBA3aHO ¢ aKonorndecknuMm TpebosaHnamu. OauH M3 NoaxofoB Ans 06bIMHO UCMOoMb-
3yeMoi cucTembl pacnpegeneHus MoXHo HailTn B ASTM F2825.

A.12.5 WN3roToBUTENb MEAWNLMHCKOrO U3Lenus NPUHUMaET OKOHYaTeNlbHOe pelleHWe B OTHOLUEHUWU MPUro4HOCTU
YyMakoBOYMHOrO MaTepuana wunm cuctemel ans obecneveHns MakcuMansHon apdpeKTMBHOCTM CTEPUNU3OBAHHOIO Mefu-
LMHcKoro nsgenus. 3T1o obcyxeHne JOMKHO CryXUTb PYKOBOACTBOM Npw BblBope ycnoBUid UCTBITaHUS GapbepHOW cu-
CTeMbI AN CTEPUIM3aLIMKM U/MNKU YNaKoBOYHOW CUCTEMBI UM YNakoBOYHOro MaTepuana, Tak, 4tobbl MoxHo 6bino caenarb
3KCMepPTHOE 3aKMioYeHUe OTHOCUTENBHO XapakTepUCTUK SapbepHOi CUCTEMbI ANS cTepUnu3aumn Wunm ynakoBodHoOW cu-
CTEMbl C TEYEHWEM BPEMEHW U OTAENUTb UCTbITaHWA CpoKa rogHOCTW OT 3KOSIOrMYecKoro Bo3gencTBuSA TeMnepartypbl U
BMaXHOCTH.
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Mpunoxexuue B
(cnpaBouHoe)

Bonpocbl cTepunusauuu.
PykoBoACTBO ANsA NpoU3BOACTBA U MEOULIMHCKUX YUYpPeXaeHUn

B.1 O6liee npeacraeneHne

B.1.1 MonHoe paccMOTpeHWe NpoLecca CTepunn3aLm MeguULMHCKOro nagenus, nognexatlero GUHULLIHOR cTepu-
nm3ayuu, AOMKHO BbiTb BKITOYEHO B MPOEKTUPOBaHUE MEAULIMHCKOrO U3fenus u 6apbepHoOi cucTemel Ans cTepunmsasim
W/Mnu ynakoBOMHOM CUCTEMEl U BepUMKaLIMIO ANA onpeaeneHns coBMecTumocTu (cM. MCO 11607-1:2006, nyHkT 5.3).
OueHb 4YacTo MeTof CTepunusauun AUKTYeT acrekTsl Boibopa maTepuanos, KoHdurypauuio SapbepHoil cucTeMbl Ans
cTepunusaLmm nmnu ynakoBo4HOW CUCTEMbI, pasmMep U NOTUCTUKY MeAULIMHCKOro U3fenus.

HekoTopkle acnekTbl, KOTOpble HEO6XOAMMO YUUTLIBATD!

a) BbIOOp MaTepuana — nopucTbIi UMK HENPOHULIAEMBIIA;

b) MeToabl cTepunuaaumm rasom obbI4HO TPebyHOT NopuCThIX GapbepHbIX CUCTEM ANA CTepUnM3auum;

C) MeToAbl CTepunnaaLum paguaumeil MoryT UCMoNb3oBaTh U NMOPUCTLIE, U HEMNPOHULaeMble BapbepHble CUCTEMBI
NS cTepunusayun. MHorga nopuctble GapbepHble CMCTEMBI 4NA CTEPUNM3aLMKU UCMONb3YIOT ANs ocnabneHns 3anaxos,
KOTOpble MOTYT MOSIBUTLCA NPU 0ONyYeHuy,

d) coBMecTMMOCTb — CMOocOBHOCTbL BhIfEPXKMBATL MPOLECC:

- paccMaTpuBaloT XapakTepuCTUKN MEeAULMHCKOro usgenust u 6apbepHoii cucTeMsl AN cTepunusauum uunu yna-
KOBOYHOW CUCTEMBI Mocrne Bo3AeicTBUSA BbIOpaHHOro MeToAa cTepunu3aunu npyu KpanHUX 3Ha4eHnsX nepemMeHHbIX Npo-
Liecca Uy nocfie MHOroKpaTHoro Bo3feiicTansa. Hanpumep, BaxHO NoHUMaThb, Kakue duandeckme cBoicTBa (yHKLMO-
HasbHblE WY BHELLHWE) MOTYT U3MEHUTLCS Y AaHHOTO MaTepuana, nogeepratoLierocs o6ny4YeHuto, 1 4To pasHble METOAbI
cTepunusayum obny4yeHmemM — aneKTPOHHO-Ny4YeBOe UMW raMMa-nanyydyeHne — uunu fosa obny4eHnss MoryT UMeTb pas-
Hoe BNUsIHWE Ha MaTepuarsl;

e) NrnoTHoCTb/OpUeHTaLus:

- paccMaTpvBatoT 3EKThI 3aTEHEHUS APYTUX MEAMLWHCKUX U3AENWNA, HaXOAALNUXCA B TOM XK€ KOHTeHepe unu B
cocefjHUX KOHTelHepax (2NeKTPOHHO-Ny4YeBOe NN raMma-usnyyeHue),

f) cneunaneHble orpaHUYeHUs Ha NepeHocKy/kKoHBewWep:

- paccMaTpuBaloT OrpaHUYEHUs npouecca CTepunusauun, T. e. pa3Mep eMKOCTU ANA NEepeHOCKU npu cre-
punusauun ramma-riyyaMu, 3asopbl Ha KOHBeWepe ANSA SNEKTPOHHO-IYY4EBOro M3NydyeHwus, pasmepbl nanet Ans
EO-cTepunusaumm n T. g.;

g) KOHdurypaums naner:

- paccmaTpuBaloT TaKylo KOHdUrypauuio nanet, 4tobel B cTepunusatope oHa He Tpebosana rnobanbHbIX nepe-
Aenok (Npu AOrOBOPHOIN CTepunusauum), y4uTbIBaOT ONTUMaNbHOE UCNONb3OBaHUe NPOCcTpaHcTBa U 3PPEKTUBHOCTL
nogavu.

B.1.2 HekoTophle pykoBoasAWMe ykazaHUA No daktopam ANa pacCMOTPEHUSA KOHKPETHLIX LUMPOKO MCMOMb3yeMblX
METOA0B NPOMLILLNEHHOI CTepUnn3aunumn nepevncneHbl HWxe. Hayka ctepunusaumoHHoi o0bpaboTkn npogornxaer pas-
BuBaTbCA. HeobxoaUMo BHUMATENBHO M3yvaTb HOBbIE TEXHOMOMMK, YTOOLI ONpeAenuTb, Kakue CBOIMCTBA Marepuarnos U
pacyeTHble XapaKTepUCTUKU ABMAIOTCA KpUTUHECKUMU ANS ycnewHol o6paboTtku.

B.2 3tuneHokcua (EO)

B.2.1 KpaTkoe onucaHue npoyecca: cTepunusayua ankanu3upyowmm rasoM B NpUCYTCTBAM TeNma 1 Bnaru.

B.2.2 AcnekTbl MEAULIMHCKOTO U3genus/GapbepHoi cucTeMbl ANA CTEpUnU3ayuu:

a) MeguuunHckoe usgenue, 6apbepHas cuctema Ans cTepunusayun U Tunorpadckas Kpacka AOMKHBI Bblgepxu-
BaTb NOBLILEHHYIO BNAXXHOCTL M TeMnepaTypbl (06b14HO < 60 °C, BbICOKas BNAXHOCTb), LMKNbI My6oKoro Bakyyma, asoT u
EO. [lInana3oHbl TemnepaTtypbl U BNaXHOCTU GyayT MEHATLCA B 3aBUCUMOCTU OT NPOEKTa LUKia cTepunusauum.

b) MeauumnHckoe nagenue JoMKHO UMETL Y4acTKU, NPoOHUL@eMble ANA rasa U NO3BONAIOWUE rasy KOHTaKTUpoBaTb
€O BCEMM y4acTKaMW MeJULMHCKOro M3genus.

¢) bapbepHasa cuctema gns cTepunusauvn AoMKHa UMETb NOPUCTBIE YYHacTKWU, KOTOpble MO3BOMSIOT BXOAUTL W
BbIXOAWTb rasy. TpaHCMopT rasa Yepe3 NPOHUL@EMbIE Y4aCTKN JOMKEH NPOUCXOAUTL CO CKOPOCTbIO, AOCTATOMHON ANs
noaaepXxaHua LenocTHocTu GapbepHOi CUCTEMBI ANA CTEpUnM3aLMn Npu BO3AENCTBUN BaKyyma W/unum B npouecce Ha-
nonHeHus. Heobxognumo cneputb 3a TeMm, YToGbl KOHPUrypaLuua HAMBUAYanbHbBIX GapbepHbIX CUCTEM ANS CTepunusa-
uuun, coaepxaliuxca B 6apbepHoil cucteMe M/MNKU ynakoBOYHOW cUCTEME, He NpenATcTBOBana Ux NpoHuuaemocTun. He-
o6xoaumo usberatb TECHOTO KOHTaKTa MPOHULAaeMoro Matepuana ¢ HenpoHULUaeMblM, NOCKOMbKY STO MOXET noMmellatb
NPOHUKHOBEHMUIO rasa.

B.2.3 AcnekTbl npouecca:

a) PacyeT BpeMeHU: NpoLiecC MOXET 3aHATb HECKONBLKO AHEN Ha NpeaBapuUTEnbHOe KOHAWLWOHUPOBaHWUE, CTepu-
nusaymio n aspauyuio. Bpems oxuganusi HeobxoaMMo AN BbiNycka ¢ NpUMeHeHneM GUoONOrUYeckux UHAUKaTOPOB, ECrun
He UCNONb3yeTCA BLINYCK N0 NapameTpam.
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b) BpdekTUBHOCTL TakKe 3aBUCUT OT BpeMEHN MPOU3BOACTBA Ha JOCTUXEHUE MOSTHOW Harpysku, KoTopas 4acTto
COCTaBISET OT HECKOMbKUX A0 GONbLLOro Y1ucna naner.

¢) OBbeM Harpysku: OCHOBaH Ha pa3Mepe Kamepbl U acnekToB Banuaauuu cTepunusauuu.

d) Liukn ctepunuaaunm MoXHO agantuposaTh K TpeboBaHUAM K MEAULMHCKOMY U3LENMI0 U MUKpOBMonornieckum
TpeboBaHuAM.

e) OcTaTouHble konmdecTBa EO aerasupytorT o JOCTMXKEHNSA Ge3onacHbIX NPeaenoB Kak YacTb YyCTaHOBOYHbIX Na-
paMeTpoB LMKNOB NpoLecca cTepunuaaLmm, a MeauLuHekoe nagenve Tpebyer UcnbiTaHWA Ha OCTaTOK NPOAYKTOB CTepU-
nusaumu (cMm. MCO 10993-7).

B.2.4 [JononHuTensHyto nHpopmauuio no EO-cTepunusagum cm.:

- NCO 11135-1;

- NCO 10993-7;

- NCO/TS 11135-2;

- AAMI TIR15;

- AAMI TIR16;

- AAMI TIR19;

- AAMI TIR20;

- AAMI TIR28.

B.3 NamMma-usnyyexHue

B.3.1 KpaTkoe onucaHue npolecca: ynakoBaHHOe MefULMHCKOEe u3fenne NoABepraeTcs MOHU3NPYIOLLEMY U3ny-
YeHuo B popme raMma-thoTOHOB GOSbLUIOA SHEPrUU OT pPafMoaKkTUBHOIO UCTOMHUKA, Hanpumep kobansra-60, KoTopoe
paspyLuaeT MOMEKyNSAPHYIO CTPYKTYPY MUKPOOOB M fenaeT HeBO3MOXHbBIM BOCNPOU3BOACTBO.

B.3.2 AcnekTbl MEAULIMHCKOrO U3fenusa/6apsepHoi CUCTEMbI A CTEPUNU3aLIMM M/MIN YNakoBOYHOW CUCTEMbI:

a) MeguumHckoe nagenue, 6apbepHas cuctema ANa cTepunmsauun W/unm ynakoBoyHas cuctema u Tunorpadekas
Kpacka TpebyroT UCMonb30BaHWA MaTepuanos, KOTOpbIE BblepXuBaloT UOHU3UpYIoLLee nanydeHne. ObpasoBaHue no-
MepeyHbIX CLUMBOK M OOpbIB LENoYek MOXeT NpUBeCTU K PyHKUMOHANbHBIM PU3NYECKUM U3MEHEHUSAM U M3MEHEHUAM
BHELLHEero Bua, a Takke K NpoLeccy pasBuTUSt Ha HEKOTOpLIX MaTepuanax. MoxeT noTpeboBarbcst 3ameHa MaTepuanos
Ha paAunaLnoHHO-CTOMKME.

b) Heobxoanmo y4nTbIBaTE, YTO NPW UCMOMB3OBAHWM 3TOrO METOAa MOryT BO3HUKHYTb BbICOKME TeMnepaTypbl.

¢) MnoTHOCTL yKNaAKu B ynakosky (KOpobKy) ABNAETCA BaXHbLIM (hakTopoM U MOANEXUT KOHTPOIIo, 4TO6bLI ocTaBa-
nacbk NoCTOsIHHO B NpoLiecce NogAepXaHns 4O3UMETPUHECKOro BbiMycKa.

d) OToT MeToA crnefyeT paccMmaTpuBaTb, €CNU MEAULMHCKOE U3AeNne 3aKpbITO Ha y4acTKax, KoTopble He MoryT
6bITb CTEPUNN3OBaHEI Fra30M, UNK Korfga Tpebyetcs HenopucTasa 6apbepHas cucTema ANa CTepunusaLmMn nunu ynakoBod-
Has cucTema.

e) Pasmep kopo6ku cnepyeT onTMMM3UpoBaTh A5t COBMELLEHNA C pa3MepoM HOCUTENA annapata Ana o6nydeHus.

B.3.3 AcnekTbl Npouecca:

a) PacueT BpemMeHU: npoLiecc 3aHUMaeT OTHOCUTENbHO KOPOTKUA CPOK, OAHAKO MOrYT BO3HUKHYTb NEPUOAbLI 0XK-
DaHuA, NOCKONbKY MeAULMHCKUE U3AENnUs CXOXKEN NMIOTHOCTU cneayeT cTepunnu3osaTb BMecTe. ockonbKy npouecc nc-
Nonb3yeT AO3UMETPUYECKMIA BBINYCK, OXUAAHUA Nocrne cTepunualmnn He TpebyeTes.

b) Pasmep 3arpy3ku ocHoBaH Ha pasMepe HOCUTENA, UCNOMb3yeMoro ANA usnydaTtens, n u3y4eHun Tonorpagpupo-
BaHUA A03bl.

B.3.4 [dononHuTenbHyto MHopMaLuio Mo paguaLuoHHON CTepUnNu3aLnmn cm..

- NCO 111371,

- NCO 11137-2,

- UCO 11137-3;

- AAMITIR17,

- AAMI TIR29;

- AAMITIR33.

- AAMI TIR35!

B.4 3nekTpoHHo-nyuyeBasa ctepunusauus (E-Beam)

B.4.1 KpaTkoe onucaHue npoLiecca: OCHOBaHHas Ha YCKOPUTEne cucTema CTepunusyeT MeguLUHCKUe usfenus,
HanpaBnAs KOHLEHTPUPOBAaHHbLIA Ny4YOK 3IEKTPOHOB Ha BapbepHylo CUCTeMy ANS CTepUnU3aLumn n/unu ynakoBodHble cu-
CTeMbl, CoAepXalLlne roToBoe MeAULMHCKOE n3genue.

B.4.2 AcnekTbl MeguUMHcKoro nsgenusa/6apbepHoi CUCTEMbI ANA CTepunu3aunum Wunu ynakoBoYHOW CUCTEMBI:

a) Matepuanbl MEAULIMHCKOTO M3aenus, bapbepHon CUCTEMBI ANA CTEpUNU3aLmMn U TUNOrpadCKyto Kpacky Boibnpa-
10T BHUMATENLHO, Tak, YTo6bl OHU BbiAepxuBanu E-obnyyenne. BnuaHue Ha MaTepnantl MOXET OKa3aTbCsl MeHee CUMNb-
HbIM, Y4eM NpU raMMa-u3nyyeHuu.

b) MnoTHOCTL yKNaaku B ynakoBKy (KOpoOKy) SIBNSETCA BaXHbIM (DaKTOPOM W NOAMEXUT KOHTPONIO, 4Tobbl ocTaBa-
nack NOCTOAHHON B NpoLiecce NoaaepXaHusi 403UMETPUHECKOro Bbinycka.

¢) OToT MeToA cnepyeT paccMaTpuBaTtbh, €CIM MEANUMHCKOe W3AEenne 3aKpblTO Ha ydacTkax, KoTopble He MOoryT
6bITb CTEPUNN30BAHLI ra3oM.
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B.4.3 AcnekThl npouecca:

a) Pacuyer BpemeHu: HapbepHble cucTembl ANA CTepunM3auumn NponyckaroT Yepes npoLecc CTEpUnu3aLMm Ha KoH-
Bellepe, uHoraa Tpebyerca Asa npoxoaa. Mockonbky Npouecc UCNoNb3yeT A03UMETPUYECKNIA BLINYCK, OXUAAHUS nocne
cTepunusauyun He TpebyeTcs.

b) OpueHTauMa MeanUUHCKOro ngenusa/GapbepHoi cMCTEMbl ANA CTepUnu3auvM W/Wnu ynakoBOYHOW CUCTEMBI
NMOANEXUT KOHTPOSIo, TaK, 4To6bl Ha BCe YacT MEeANLWHCKOro U3fenns AeidcTBoBar areKTPOHHbIA My4OK, T. €. Heobxoam-
MO usberaTb NPobnemMsl, Ha3bLIBAEMOW «3aTEHEHNUEY.

c) Pa3mep 3arpysku: orpaHuveH TpeGoBaHUAMM K NNOTHOCTM U KpUTepUsiMu o6opyaoBaHue/koHBelep.

d) Mpu BCcTpansaHUK B TEXHONOTMYECKUIA NOTOK TaKOW METOA CTEPUNU3aLMU MOXET BbiITb 04eHb 3PPDEKTUBHBIM.

B.4.4 [JononHuTenbHyto MHOpMaLUIO NO ANEKTPOHHO-IYYEBOI CTEPUNU3ALIMKA CM.:

a) UICO/ASTM 51649;

b) crangapTbl Ha ramMMa-uanydexue (cm. B.3.4).

B.5 PeHTreHoBcKasa nyvyeBas crepunusauusn

B.5.1 Kpatkoe onucaHue npouecca: ynakoBaHHOE MeAULMHCKOE U3Jienne NnojiBepratoT BO3eACTBUIO TaK HasbiBae-
MOFo TOPMO3HOr0 0BMy4eHUA PEHTIEHOBCKUMMU Sly4aMm OT YCKOPEHHbIX MOHU3UPOBaHHBIX YacTUL, 3TOT NpoLecc U3MeHsieT
XUMUYECKWUE U MOMNEKYNsPHbIe CBA3K, Bbi3biBas HapylleHne BOCIPOU3BOACTBA Y MUKPOOPraHU3MOB.

B.5.2 AcnekTbl MEAULMHCKOTO U3genus/6apbepHoi cCUCTEMBI ANA CTEPUNM3aLUN M/UINK YNIaKOBOYHOW CUCTEMBI:

a) MeauumHckoe nsaenue/bapbepHan cucTema ANA CTEPUNU3aLMKU U/MNK yNakoBoYHas cuctema TpebyeT yTunu-
31poBaTh MaTepuarbl, KOTopble MOTYT BbifepXaTb MOHU3UPYIOLLEE M3NyYeHne. XOTA 3TOT NpoLecc BO3EACTBYET MeHee
NPOJOMKUTENBHO U MEHBLUMMM [03aMK, NONepeYHble CLUMBKN MOrYT NPUBECTU K BHELUHUM (MOXENTEHUe) U3SMEHEHUAM U
PYHKLUMOHAMNBHBIM UBMEHEHUAM PUINYECKUX CBOWCTB.

b) BapbepHas cucTema LNS cTepunvaaunn Wunu ynakoBovHaa cuctema He TpebytoT nopucToil MembpaHsbl, no-
CKOIbKY PEHTFEHOBCKME Jy4M NPOHWUKAKOT Yepe3 YNakoBoYHbIE MaTepuansl U B CTPYKTYPbl MEAULIMHCKOTO M3AENus.

¢) Lvkn okasbiBaeT orpaHuyeHHoe HanpshkeHne Ha krneeBble coefuHeHns 6apbepHoli CUCTEMbI 51 CTepunu3saLimu,
MOCKOMbKY He BKIOYaeT BaKyyMHble dasbl.

d) MnoTHOCTL KOHdUrypaLmu naneT unv npucnocobneHnii ANA nepeHoca SABMAETCA BaXHLIM hakTopoM U nofrie-
XUT KOHTPOJIHO, YToBbI OCTaBanack NOCTOSHHOMW B NpoLecce NoAAepXaHUsA AO3MMETPUYECKOro BhINycKa.

e) PaccmatpuBaloT cucTeMy obpalleHust ¢ MaTepuanamu YCTponcTB AN nepeHoca U naneT Ans [JOroBopHbIX CTe-
puIM3aTopoB, YTO6E ONTUMWU3NPOBATL KOHCTPYKLMIO BapbepHOil cucTeMbl ANS CTEpUU3aLin WUnU yNakoBOYHON cucTe-
Mbl U YMEHBLLUUTE MEPTBOE NPOCTPAHCTBO B LiMKMe cTepunuaasum.

B.5.3 AcnekTbl npouecca:

a) O PeKTUBHOCTL TaKkKe 3aBUCUT OT GapbepHOW CUCTeMbl ANs CTepunusauuu Wunum ynakoBoYHOW CUCTEMBI,
TpaHCNOPTHOMN Tapbl, KOHMUrypaLun naneT 45 roTOBOro MEAULIMHCKOTO M3fenus.

b) Pa3mepbl 3arpysku: Ha 0CHOBE OrpaHUYeHuid NPEeANPUATUA U acneKkToB Banujauun, BuiBeeHHbIX U3 rpadukos
NPOW3BOACTBA W BXOAHBIX AAHHbIX, PACCMOTPEHHBIX NPU Banujauun cTepunusami.

B.6 lMapoBas ctepunusauus (BNaxHbIM NapoM)

B.6.1 KpaTkoe onucaHue npouecca: ynakoBaHHOe MEAULMHCKOE M3fernuve NoaBepraeTca AeNCTBUIO HACILEHHOro
BOASHOr0 Napa W NoBbILIEHHLIX TeMnepaTyp. [lap ABNAETCA CTEPUNU3YIOLLIUM CPEACTBOM W AONMKEH NPOXoAUTL Yepes ba-
PbEPHYIO CUCTEMY ANS CTepUnMaaLum n/unm ynakoBoYHyo CUCTEMY A0 KOHTaKTa ¢ MeAULMHCKUM U3fenuem.

B.6.2 AcnekTbl MeAULMHCKOro nsgenua/6apbepHoii CUCTEMBI AN CTepUnU3aunn Wunu ynakoBoYHOW CUCTEMBI:

a) MepuumHckoe nagenue, bapbepHasi cuctema ANs CTepunnu3aLum W/unm ynakosovHasa cuctema u tunorpadcekas
Kpacka He JOMmKHbl ObiTe YyBCTBUTENbHBI K BOASHOMY Napy UK KOHAEHCATY M MOBLILEHHBIM TeMNepaTypam.

b) BapbepHas cuctema Ansa ctepunuaayui u/unm ynakoBoyHas cucteMa JOMKHB UMETb NOPUCTBIE YHACTKU, KO-
Topble MO3BONAT Napy BXOANTL U BLIXOAUTL M3 6apbepHOil CUCTEMBI AN CTepUnnu3auun Wunu ynakoBoYHoW CUCTEMBI.
TpaHcnopT napa Yepe3 NPOHUL@EMYI0 YacTb JOIMKEH OCYLLECTBATLCA CO CKOPOCTbIO, OCTATOMHON ANA NOAAEPKAHUA
LienocTHocTu 6apbepHoii cUCTeMbl AN CTEPUNU3ALMK B NpoLiecce BaKyyMUpOBaHNA W/unu HanonHeHus. Heobxoanumo
cneauTb, YTobbLI KOHdUrypauua MHAUBKAYaNbHLIX BapbepHBIX CMCTEM AN CTepunulauum, cogepxalymxca B 6apbep-
HOI cMcTeMe ANs CTepunusauumn u/unu ynakoBoYHOW CUCTEME, He NpPensaTcTBOBaNU NpoHuLyaemoctn. Heo6xoanumo us-
GeraTb TeCcHOro KOHTaKkTa NPOHUL@EMOro MaTepuana ¢ HerpoHUL@eMblM, NOCKONbKY 3TO MOXET noMellaTb NPOHUKHO-
BEHWIO Napa.

c) MeauuyuHckoe uagenue JOMMKHO UMETL BXOALI, MO3BOMAIOLLME Napy AOCTUraTb YCTONYUBOrO KOHTaKTa co BCeMn
YacTAMM nsgenus.

B.6.3 AcnekTbl npouecca:

a) PacueT BpemeHU: 06bIMHO NpoLiecc 3aHUMAET MeHbLUe 2 4, aspauun He Tpebyetca. Ecnu He ucnonbsyetcs
BbIMYCK CTEpUIIU30BaHHON NPOAYKLMK MO NapaMeTpaMm, TO CTEPUIM30BaHHYIO MPOAYKLMIO BbIAEPXUBAIOT A0 NOMYYEHUN
YAOBNETBOPUTENBHBIX Pe3ynkTaToB TECTOB HMONOrMYEcKMX MHAUKATOPOB.

b) Paamep 3arpy3ku: orpaHudeH kputepusiMu obopyfoBaHus W Banujauuein npouecca crepunusayunm Ana meau-
LIMHCKOrO U3fienusi.
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B.6.4 [ononHutensHyo nHdopmaLuio No NapoBon cTepunnsaLim cMm.:
- NCO 17665-1;
- NCO/TS 17665-2.

B.7 CTepunusaums c UCNONb30BaHUEM BIIAXHOIO Tensa U HeNopUCTON YNaKoBKH

B.7.1 Kpatkoe onucaHue npouecca: nap unu ropsavas Boga nop AaeneHWeM UCTonb3yeTes B KayecTBe cpefibl Ans
HarpeBaHWs ynakoBaHHOro MeAULMHCKOro nagenus.

B.7.2 AcnekTbl MEAULIMHCKOTO U3genusa/GapbepHoi CUCTEMBI AN CTEPUNM3aLUN MUK YNakoBOYHOW CUCTEMBI:

a) MeauumnHckoe usgenue/GapbepHasa cuctema AnNsa cTepunusaLMn Wunm ynakosodHas cuctema u tunorpadcekas
Kpacka He JOMKHbI ObiTb YYBCTBUTENbHDI K BlaXKHOMY HACbILLEHHOMY Napy 1 NOBLILLEHHLIM TEMNEpaTypam.

b) Bnara gonmxHa npucyTcTBOBaTL BHYTPU 6apbepHO CUCTEMbI A5 CTepUnu3aLum, YTobbl cosaaBaTs BOASHONA nap
¥ JaBneHue, KoTopble ByayT CTepUnn3oBaTb MeAULIMHCKOE usaenue.

¢) MeguuuHckoe nsgenue fomMKHO MMETL BXOAbI, NO3BONSAIOLLME Napy W/unu Bofe Noj Hanopom AocTuratb YCTOR-
YMBOrO KOHTaKTa CO BCEMU YacTAMU U3 enus.

B.7.3 AcnekTbl npouecca:

a) PacyeT BpeMeHU: NpoLecc 3aHUMaeT HECKONBLKO YacoB, aspaLun He TpebyeTtca. Ecnu He ncnonb3yeTca Buinyck
CTepWUNN30BaHHOW NPoAYKLMKU NO NapaMeTpam, TO BbiNyCK NPOAYKLMN 3afiepXXMBaeTCs A0 MOMy4eHNs YAOBNETBOPUTENb-
HbIX Pe3ynETaToOB TECTOB 610NOrMYECKUX MHANKATOPOB.

b) Pasmep 3arpysku: orpaHudeH kputepusmMu obopyaoBaHus U Banugauueid npolecca crepunusayum Ans meau-
LIMHCKOro nagenus.

c) OBbl4HO TpebyeTcs KOHTPONb M3GLITOMHOrO AaBneHnUsA Ans 6apbepHbIX CUCTEM AN CTepUnu3aLumn ¢ otcnavea-
toLL|ecA MOBEPXHOCTLIO.

B.7.4 [dononHuTensHyto MHMopMaLuio No naposoii ctepunuaanum cm. B8 UCO 17665-1.

B.8 Cyxoi xap

B.8.1 Kpatkoe onucaHue npouecca: ynakoBaHHoe MeULMHCKOE Usgenue nogseprator Bo3/|€NCTBUIO BLICOKUX TEM-
neparyp B TE4€HWE NPOJOMKUTENBHOMO Nepuofa BpemMeHu.

B.8.2 AcnekTbl MEAULMHCKOrO U3genus/GapbepHoi cUCTEMBI ANS CTepUnM3aunumn n/unu yrnakoBoYHOW CUCTEMBI:

MeguuuHckoe usnenve/bapeepHas cucTeMa ANA cTepunusaLMm /unu ynakoBovHas cuctema u Tunorpadckas kpa-
cKa 4OMKHbI BbIAEPXUBaTb BbICOKME TeMmnepaTypbl, 06bi4HO 160 °C U Bbllwe, B TEHYEHWE HECKOSbKUX YacoB UMK B TEYEHUe
6onee NpofoOMKUTENBEHOrO BPEMEHM NpU MEHee BbICOKUX TeMnepaTypax.

B.8.3 AcnekTbl npouecca:

a) PacyeT BpeMeHM: NpoLiecc 3aHUMaeT HECKOMbKO YacoB, aspaLun He Tpebyetca. Ecnn He ncnonb3syeTtca Beinyck
CTepUnM3oBaHHoOK NPOAYKLMMU MO NapameTpam, TO BbiMyCK NPoayKLUK BbIAEPXKMBAIOT A0 MOMyYEHUS YA 0BNETBOPUTENbHBIX
pe3synsraToB TECTOB OMOMOrMYeCKUX MHLWKATOPOB.

b) Pasmep 3arpysku: orpaHudeH kpuTepusimm obopyaoBaHusi U Banugauumei npolecca cTepunusaumm gns Meau-
LIMHCKOTO M3genus.

B.8.4 [ononHuTenbHyto MHOpMaLWio Mo cTepunusagmum cyxum xapom cm. B UCO 20857.

B.9 Crepunusauma nepokcuaamu

B.9.1 CyluecTByeT ABa TMNa TakoW CTepUNU3aLmu:

a) nnasMeHHas CTepunuaauus, TakkKe U3BECTHA Kak HU3KoTeMnepaTypHas nna3MeHHas CTepUnn3aumns Nepeknuchbio
Bogopoga (LTHPGP);

b) cTepunusaumsa nepekucbio BoAopoaa Npu UcnapeHun nogobHa, HoO He MAEHTUYHA Na3MeHHON cTepunmaaLum.
Oba aTux MeToda NUCNoNb3yrT Nepekncb Bogopoaa, KOTOPYH UCNapAoT, HO NflasMeHHaA cTepunusayna BrIoYaeT atan
06pa3oBaHus Nnasmbl.

B.9.2 Kpatkoe onucaHve npouecca: ynakoBaHHOE MeAMLMHCKOe M3fenne NoMeLlatoT B Kamepy npu HU3KUX TeM-
nepatypax W nojBepraoT Bo3aeicTBUIO rasoobpa3Hoii Nepeknchio Bogopoaa (MCnapeHHoR) unu nnasmeHHoOMy Bo3aei-
CTBUIO.

B.9.3 AcnekTbl MEAULMHCKOrO n3genus/6apbepHoil CUCTEMBI AMA CTEPUNU3ALMU UM YNaKOBOYHOW CUCTEMBI:

a) MeauumnHckoe nsgenve/6apbepHas cuctema ANs CTEPUNU3aLMM W/WnNu ynakoBovHas cuctema u Tunorpadckas
Kpacka AomKHbl BblaepxuBaTbe TemnepaTtypbl 4o 55 °C npu oTHocuTenbHoW BnaxHocT Ao 80 % RH Ha npogonxeHun
LuKna Banugaymu.

b) Ecnu ncnonbayeTca nnasma, MefuLUuHckoe naenune/bapbepHan cucteMa Ans cTepunusaumm Wunum ynakosod-
HaA cuctemMa un TVII'IOFpadDCKaH KpacCKa OOIKHbI ObITb COBMECTUMBbI C NNasMol 1 npoueccom OSpaSOBaHVIFI nnasmbl.

¢) MepuuuHckoe nagenune/bapbepHas cucteMa Ana cTepunu3anum n/mnu ynakoBovHas cuctema u Tunorpadgcekas
Kpacka He JOMXHbl BbiTb YyBCTBUTENBHLI K ryG0KOMY BaKyyMy Unu NepeKncu Bogopoga.

d) MeguumnHcKoe M3fenue AOMKHO BbIAEPXMBaTb CTENEHN U3MEHeHUs faBnerus, obecne4ymBaemMble oGopyaoBa-
HUeM.

e) MeauumnHcKoe Usgenve AoMmKHO UMETb KaHarnbl ANA NPOHUKHOBEHUS rada 1 JOCTUXKEHMWS ero MofTHOro KOHTaKTa
€O BCEMM YaCTAMU MEAWNLMHCKOrO N3Zenusi.
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f) bapbepHasa cucTeMa AN cTepunuaauun WWnm ynakoBovHas cucTeMa AOMmKHbI UMETb MOPUCTBIE YYacTKu, Mno-
3BOMAOLLME ra3y BXOAWUTb BHYTPb U BLIXOAMTb M3 CMCTEM. TpaHCMOPT rasa Yepe3 NpoHULaeMyto YacTb JOMKEH ocyLliecT-
BNATLCA CO CKOPOCTLIO, AOCTaTOMHOW ANS NoaAepXaHua LenocTHOCTU BapbepHoil cucTeMbl ANs cTepunu3auun B npo-
Liecce BaKyyMUpPOBaHUS W/UNW HarosHEHUS.

g) B aToM npouecce Henb3a UCMonb30BaTh LENMoNo3HsLie Matepuans.

B.9.4 AcnekTbl Npouecca:

a) Pac4yeT BpeMeHU: 06LIYHO NpoLiece 3aHUMaET HECKOSbKO YacoB, aspauum He TpebyeTca. HekoTopele 3arpysku
MoryT noTpeboBaTb aspauuu WNKM JOMNOSIHUTENBLHOMO LMKNa NPOMBIBKU Moj BakyyMom/AaBneHueMm, 4Tobbl usbexatb
nonagaHus rasa B pabouyto 30Hy. Ecnu He ncnonb3yeTca BLINYCK CTEPUIM30BAHHOW NPOAYKLUM NO NapaMeTpaM, To
BbINYCK NPOAYKLUU 3afiepXKUBaETCA 40 NONy4YeHUs YA 0BIETBOPUTENBHLIX pe3yrnsTaToB TECTOB 6MONOrn4eckux nHanKa-
TOPOB.

b) Pa3amep 3arpy3ku: orpaHuydeH KpuTepusiMu obopyzoBaHus U Banupauueid npolecca crepunusayun Ana meau-
LIMHCKOro n3penus.

c) Bblbpoc 13 kamepbl criefyeT HanpaBnsTb Yepe3 YCTPOCTBO KOHTPONS 3arpsA3HeHUs AN pa3pyLUeHNs NepoKcu-
fa, npexzae YeM OH nonageT B pabouyio 30HY UK OKpy»KatoLLyto aTMocdepy.

B.10 OsoH

B.10.1 KpaTkoe onucaHue npoLecca: CTepunusaLunsi 030HOM — 3TO HU3KOTEMMNepaTypHEIA NpoLiecc ra3oBon CTepu-
nn3auun. YnakoBaHHOe MeAULIMHCKOE M3fenne NnofBepraioT NoBbILIEeHHON BaXHoCcTU U o6paboTke o3oHoM. [NofaBneHune
MWUKPOOPraHM3MOB JOCTUraeTCsl 3a CHET MEXaHU3MOB OKUCIEHUS.

B.10.2 AcnekTbl MeAULIMHCKOro U3genusi/6apbepHoii cUCTEMbI Ansi CTEPUNU3aLUM U/Unm ynakoBOYHOW CUCTEMBI:

a) MeauuunHckoe usgenue/6apbepHasa cuctema Ana cTepunusaLin Wunm ynakosovHasa cucrema u tunorpadcekas
Kpacka JOMKHbI BbIAEPXKUBaTb NOBBILLEHHYIO BNaXHOCTb, Ty60KUiA Luknuveckuit Bakyym u obpabotky ozoHom. Heobxo-
LAVMO KOHCYNETUPOBaTLCS C M3rOTOBUTENSAMMW MEAMNLIMHCKOro 060py0BaHUA N CTEPUNM3ATOPOB ANA OnpeAeneHnsl CoBMe-
CTUMOCTU MEAMLMHCKOrO U3JeNns C 030HOM.

b) BapbepHasa cuctema AnA cTepunu3alyum Wunm ynakoBoyHas cuctema [OomKHbI UMETb MOPUCTBIE yYacTku, No-
3BOMAIOLLME rady BXOAWTb BHYTPb U BLIXOAMTb M3 cMCTEM. TpaHCMOPT rasa Yepe3 NpoHUL@eMYHo YacTb JOMMKEH OCYLLeCT-
BNATLCA CO CKOPOCTLIO, AOCTATOMHOW ANS NoaAepXaHus LenocTHOCTU BapbepHOil cucTeMbl ANs CTepunu3anum B npo-
Liecce BaKyyMUPOBaHWA U/UNu HanosHEeHus.

¢) MepuuuHckoe naaenue AOMKHO UMETh KaHanbl AN NPOHMKHOBEHUS ra3a U JOCTUXKEHUS ero MOSIHOro KOHTaKTa
€O BCEMM YacTAMU MEAWNLMHCKOrO N3 enus.

B.10.3 AcnekTbl npoLecca:

a) PacyeT BpeMeHu: NpoLIece 3aHMMaET HECKOMNbKO YacoB, aspaLun He Tpebyetca. [ins MoOHUTOpUHra npoLlecca cne-
JYeT Ucnonb3oBaTh XMMUYecKne UHAUKATOPLl U aBTOHOMHbIE Bruonorudeckne uHankatTopsl (Mcnonbayrowme Geobacillus
stearothermophilus), opobpeHHble FDA (YnpaeneHue CLLUA no KOHTpOMto kavdecTBa NULLEBLIX NMPOAYKTOB U MeguKaMeH-
TOB) ANA NPUMEHEHUSA C 030HOBLIM CTepUnn3aTopoM. CTEpUnNU3oBaHHbLIN NPOAYKT HEO6X0AUMO BhigepXaTb 40 NONyYEHUS
YA, 0BNETBOPUTENbHbLIX PE3YNETATOB UCNbITaHUA BUONorMyecknx MHANKaTopoB. B HacToswee BpeMs He CYLLECTBYET napa-
METPUYECKOro BbiNycka ANs JaHHOro meTofa cTepunmaasum.

b) Paamep 3arpysku: orpaHudeH kputepusimm oBopyaoBaHns W Banuaaluei npouecca crepunusayum Ans Meau-
LiHekoro nagenus. CTepunusaTop crnepyeT 3arpyxaTb B COOTBETCTBUM C MHCTPYKLMSAMM MO IKCMIyaTaLyum U3rotoButens
cTepunusaTopa.

B.10.4 JononHuTenbHyo UHopmaLuto no ctepunuaaummn osoHoM cM. ANSI/AAMI ST58.

B.11 OAuokeung xnopa (ClO, nnu CD)

B.11.1 KpaTkoe onucaHue npolecca: rasosas cTepunnsauua SUOKCUAOM Xropa SBNAETCA HU3KoTemnepaTypHLIM
npoueccom. 3TOT npouecc aHanorndeH EO-ctepunumaaumun. Juokens xrnopa — OKWCNUTENb, U NofaBrieHne XuaHeaes-
TeNbHOCTU MUKPOOPraHW3MOB AOCTUraeTCs 3a CHET OKUCNUTENBHBIX MeXaHW3MoB. CriopuumaHbie CBOWCTBa Takoi cTepu-
Nn3aLum MOXHO CpaBHUTL CO CBOMCTBaMM MCMapSIOLLEACA Nepekucu Bogopoaa v opmanbaermga.

B.11.2 AcnekTbl MeguLMHCKoro usgenus/6apbepHon cucTemsl 4Ns cTepUnMaaLmm u/unm ynakoBoYHON CUCTEMBI:

a) C ANOKCMAOM Xflopa COBMECTUM HeTKaHbI MonuoneduH, a Takke pasnnyHble Npo3padHblie NeHKN, KOMMO3UT-
Hble MaTepuansl B BUge Oonbru U xxecTkue nnactukn. MoXHO NpUMEHsTb HekoTopble Buabl Bymaru. Hebenerblh rodpo-
KapTOH UCnonb3oBaTh He peKoMeHayeTcs.

b) MeguuuHckoe nagenune/bapbepHan cuctema Ans CTepUnusalnm u/unu ynakoBovHasi cuctema u tunorpadpckas
KpacKa AOMmMKHbI BblAEPXUBaTb YCIOBMSA OKACIEHUS U MOBBILLEHHON BRaxHocTn (06bi4HO oT 55 go 70 % RH). KoHueHTpa-
uus rasa (o6bl4Ho oT 5 go 30 mr/n) u BnaxHocTe ByayT 3aBUCETb OT CXeMbI LiMKna CTepunusauum.

¢) MeguuunHcKoe nsfenne JOmkHO UMeTb KaHanbl AN MPOHUKHOBEHMWS rasa U JOCTUXEHWUS ero NOSTHOTo KOHTaKTa
€O BCEMM YacTAMU MEAULMHCKOro N3fenus.

d) BapbepHas cucTema Lna cTepunusauuu uunm ynakoBovHas cucteMa AOMKHLI UMETE MOPUCTLIE yYacTku, no-
3BOMANOLLME rady BXogUTb BHYTPb M BEIXOAUTL U3 cUCTEM. TPaHCMOPT rasa Yepes NpOHUL@eMYHo YacTb JOMMKEH OCYLLecT-
BNATLCA CO CKOPOCTLIO, AOCTATOMHOW ANS NOAAEpXaHNA LeNOCTHOCTU BapbepHoi cucTeMbl ANS CTepunuaaunn B npo-
Liecce BaKyyMUPOBaHWSA U/ WM HanonHeHus.
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B.11.3 AcnekTbl Npouecca:

a) Pacyer BpemeHu. OTankl npolecca 0bbIYHO BKIOYALOT:

1) npeaBapuTenbHOe KOHAULMOHUPOBaHWE UMW YBaXHEHUE,
2) CD-Bnyck,;

3) 3KCMOHUpOBaHMUe,

4) CD-BbINycK 1 aspauus MefULIMHCKOro Usfenus.

MpoLecc B LIeNoM MOXET 3aHSATb HECKOMbKO YacoB (B 3aBUCUMOCTM OT OTHOCUTENBHOMN BNaXHOCTU, obbema Meau-
LIMHCKOro U3fenus U pasmepa cTepuiM3aLoHHoR kKamepbl). Bpemsl npesBapuTenisHOMO KOHAMLMOHUPOBAHNSA aHanormyHo
TMNU4HeIM EO-npoLieccam, Toraa Kak BpeMs aspaLmnn HeCcKomnbKo kopode. Ecnv ans Bbinycka NpogyKLMK MCMonb3yoT 61o-
TNIOTMYECKNE UHAWKATOPbI, TO CTEPUNU3OBaHHbLIA NPOAYKT HEOOX0AMMO BhlgepXaTb 4O MONyYeHUsl yAOBNETBOPUTENBLHBIX
pesynsraToB TECTOB GUONOrMYeckux MHAUKaTopoB. MapaMeTpu4eckuit BeiNyCK BO3MOXEH, MOCKOMbKY MOXHO OCYLecT-
BNATL NPSMON MOHUTOPUHT KOHLEHTpaLun CD Ha NpoTaXeHU Npouecca cTepunusaLyi.

b) Pa3mep 3arpyaku: orpaHudeH kpuTepuamu obopyaosaHua W Banupaunei npolecca crepunusayum ana meau-
LiHCKOro nspenus.

¢) OpdhekTMBHOCTL ByAeT Takke 3aBUCETb OT BPEMEHU NPOU3BOACTBA Ha MONyYeHne NOMHON 3arpysku, kotopas
NPeACTaBRAET OT HECKOMNBKUX NaneT Ao 6oMnblIoro Yucna nanert.

d) Llukn cTepunusayum MOXHO HEKOTOPLIM 0Gpa3soM aganTupoBaTh Ans cobnogeHns Mukpobuonoruyecknx Tpebo-
BaHWiA 1 TpeboBaHMIA K MEAULMHCKOMY U3fenuto.

e) CHuxeHue KOHLEeHTpauuu agnokcuaa xnopa Ao 6ezonacHoro ypoBHA BXOAUT B npouecc ctepunusauun. Meau-
LiMHCcKoe usfenue HeobxoAUMO UCNbITaTb Ha OCTaTKWU NOCNe cTepunnsaLu U NOGOYHLIe NPOAYKTLI.
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MpunoxeHune C
(cnpaBo4HoOe)

Mprmepbl cnoco6oB ob6epTbiBaHUA.
PykoBOACTBO ANS MeAULMHCKUX YUpPeXAeHWU

C.1 O6uwwme nonoxeHuns

MpeAcTaBneHHbIE HUXe YEPTEXM WTIOCTPUPYIOT HECKOIbKO METOLOB 06epThbiBaHUS MeAULMHCKUX U3genuii ans
cTepunMsauum. AT NprMepbl He NpPeanosaralT nokasaTb eAUHCTBEHHbIE CMOCOGLI 06epTbIBaHMS, MOCKOSIbKY CYLLECTBY-
0T Apyrue npuemnemble metofpl. O6epTbiBaHNE MOXET MPOU3BOAUTLCS MOC/EA0BATENbHO WU OLHOMOMEHTHO. MOXHO
1CMOoMb30BaTh pasHble CNOCO6bI A/ pas3HbiX C0eB. Heo6X0AMMO OrpaHnunThL MoWaAb, NOKPbIBAEMYIO NIEHTOW Wan 3Tu-
KeTKamMU, UToObl 06ecneUnTb afeKBaTHbI NOPUCTLIV Y4acToK Ans apeKTUBHOM CTEPUIN3ALMM U CYLIKU. [puemnemocTb
crnoco6a 06epThbiBaHNA 3aBUCUT OT 3aBOPaUMBaEMbIX MEAULIMHCKMX U3AeNUil 1 onpeaensietTcs nosb3oBaTtesiem.

C.2 MeTtog naketa

OTanbl 06epTbiBaHMA NokasaHbl Ha pucyHkax C.1—C.4.

War 1 Lar 2 War3

PucyHok C.1 — MeTtog naketa, warn 1—3
War 1.

MeauumuHckoe usfenue (M3aennsl) NoMeLLaloT Ha cepeanHy ncTa Takum 06pasoM, uTobbl ero kpas o6pasoBan
npsiMble Yr/bl C AUaroHaAsiMK fincTa.

War 2:

NncT 3arnbaroT BBEPX Ha 6Osiee WNPOKYH CTOPOHY u3genus(i) v 3aknagblBatoT napaiienibHO NPOLOSIbHOMY Kpato

TaK, YTO6bl NOMHOCTbIO 3aKpbITb cTepunmusyemoe nsgenuve. MNpn atom o6pa3yeTc;| TPEeyrosibHUK (yFOI'IOK), 3a KOTOprI7I MOX-
HO OTKPbITb o6epTKy acenTnyecku.

War3:
Ta e npoueaypa, Kak B Liare 2, Ho crpaBa Ha/eso.

LWar 4 Lar 6

PucyHok C.2 — MeTog naketa, warn 4—6
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War 4:
Ta e npoueaypa, Kak B ware 3, HO c/ieBa Harnpaso.

War 5:
MocnepHol0 YacTb UCTa 3arnbaloT Hag MeauLUHCKUM U3genveM. 3akpbiBaeMblii Yron McTa 3acoBbIBAOT B MakeT,

noka He BbICYHETCS KOHYUK.
LWar 6:
JIncT 3akpbiBalOT NOAXOAALWMM NPMCNocobeHneM € MHAMKATOPOM npouecca win 6e3 Hero.

PucyHok C.3 — MeTog naketa ¢ 04HOBPEMEHHbLIM [ABOHbIM 06epPTbIBAHMEM

PucyHok C.4, nuct 1— MeTog naketa c noc/iefoBaTe/ibHbIM ABOWHbIM 06epPTbIBAHUEM
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PucyHok C.4, nuct 2

C.3 NMapannensHoe ynakosbiBaHne/ob6epTbiBaHNE METOAOM CKNaAblBaAHNA NPAMOYToNbHUKA

Warn ans napaninenbHoro o6epTbiBaHUA NokasaHbl Ha pucyHkax C.5—C.9.

War 1 LWar 2 War 3
PucyHok C.5 — MeTopg, ynakoBblBaHWs/CKNagblBaHUSA NPAMOYro/ibHMKa, warn 1—3

War 1

MegaumunHckoe usgenvie (M34enus) NoOMeLLalT Ha cepeayHy nucTa.

LWar 2:

MepeaHei YacTbio NCTa HakpbiBAOT MeauunHckoe(ne) nsgenne(s).

LWar 3:

Kpaii nucta 3aknafbiBaloT B 06paTHY CTOPOHY NPUGAU3UTENBHO A0 YPOBHS PaCMONOXEHUs MeaWUMHCKOro(ux)
napenus(i).
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—_————H

Lar 4 LWar 5 Lar 6 LWar 7

PucyHok C.6 — lMapannensHoe obepTtbiBaHue, warn 4—7

War 4:

3a/lHI0l0 CTOPOHY NICTa CKNabliBatoT Brnepes,

War 5:

Kpaii niucta oTrmbaroT Hapyxy Tak, 4Tobbl NCT 3aKaHUMBASICA Ha YPOBHE BEpXHei nepefHein KpoMKU.
Larn 6, 7 n 8:

O6epTKy CKNafblBaloT C 6OKOB M 3a/10)KEHHbIE KOHLUbI YK1aabiBaloT Ha nsgenve(s).

LWar 9:
JInCT 3akpbiBalOT NOAXOAALMM NPUCNOCOGNEHNEM C MHAMKATOPOM npouecca un 6e3 Hero.

»n— —2
1 K
2 =

Lar 8 Lar 9

PucyHok C.7 — lMapannenbHoe obepTbiBaHue, warn 8 n 9

LWar 5

PrcyHok C.8 — MeTog cknafpblBaHus NpsAMOYrofibHWKa, OAHOBPEMEHHOe [BOMHOe obepTbiBaHune
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PucyHok C.9 — MeTog cknafablBaHUs NpsIMOYrofibHUKa, NocnefoBaTesibHOe [BoliHoe o6epTbiBaHue
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C.4 MeTtop MacTtepa nnn pynoHa
LWarn ana metopa MNacTtepa wnn pynoHa nokasaHbl Ha pucyHke C. 10.

War 1 LWar 2

LWar 3 LWar 4

[NonoxeHve pyk ana waros 4, 5, 6

Lar 6 LWar 7
Lar 8 LWar 9
LWar 10

PucyHok C. 10 — MeTtog, MNacTtepa win pynoHa
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Mpunoxexnune D
(cnpaBouHoe)

[okymeHTauus nnaHoB Banuaaumn. PykoBoACTBO AN MeAUUMHCKMX YYpeXaAeHUN

NMpumevyaHnune — [llonb3osarensm ¢opM, NPEANOXEHHBIX B JaHHOM NPUNOXEHUN, pa3peluaeTcs AenaTb Konum
3Tux dpopm, npu atom 3a UCO ocTaloTes Bece gpyrue npasa, OTHOCALLUECH K STOMY AOKYMEHTY B LIENOM.

D.1 OGwue nonoxeHuA

KoHTponbHbIe NUCTLI, NPUBEAEHHbIE B MPUNOXeHUN D, MOXHO NPUMEHATL ANA BLINONHEHUSA U JOKYMEHTUPOBaHUA
BanujaLuu NpoLeccoB ynakoBbiBaHUs. 3ToO MOXHO KOMOMHMpOBATL C Banujauvein n pesanugauumeil npoyecca cTepunu-
3auun n gokymeHTauuein. CneaytoLlyro Tabnuiy MoXHO UCNonb3oBaTh ANSA OpraHW3auun psaa sanuaauuii.

Tabnuuy D.1 MOXHO ucnonb3oBaThk AN ONpefeneHns KonuyecTsa Banuaauuil npouecca, KOTopble crneayeT Bbl-
NOSMHUTL.

Ta6nuya D.1 — Yucno Banugaumii npouecca

Nap®
KoHdurypauma? LTFS EO H,0,
134°C 121 °C °C

|0 || >

LTFS — Hu3koTemnepaTypHas cTepunnsayma napaMu gopmansaeruaa;
EO — aTuneHokcupHasa crepunusaums;
H,O, — cTepunusauns nepeknceto Bogopoaa.

2 KoHcburypaLyms BKnoYaeT Matepuarn U CUCTeMy 3aKpbITUS.
Ecnu nenonb3ayroT LMKNbl BaKYYMHOW CTepunvM3aLmu U B rpaBUTaLMOHHBLIX CTEpUIIN3aTopax Ha NpeanpusaTuu,
STU TpW rpachbl cnefyeT npogybnuposars.

D.2 KoHTponbHbIil NUCT NnaHa Banuzauun: NpoLecc TePMOCKNenBaHus npegBapuTenbHO
cthopmMUpoBaHHbIX 6apbepHbIX cucTemM ans ctepunusauuu (PSBS: nakeTbl, pyNoHbl U T. A.)

[] Banugauus [] Pesanugauns

a) OTBeTCTBEHHOCTb

HaumeHoBaHUe yupexaeHus

MecTononoxeHue

YYyacTHUKK Banngayun

OTBETCTBEHHbLIV 3a Banujauuio B LEENoMm

MecTtonornoxeHue daina

6) OnucaHue GapbepHbIX CUCTEM ANsi CTepunuaauum B cope

Copepxumoe GapbepHO CUCTEMBI ANS CTEPUIU3ALIUK

SlBNsieTc NU cLEeHapuil HauxyalMM AOMYCTUMBIM BapuaHTOM?
Ecnu aa, onucars o6ocHoBaHue

KonuyecTso 6apbepHbIx cuctem ana ctepunusauum (CBC) B cbope

YTBepxaeHHas npoueaypa unu SOP, ucnonb3oBaHHbIe Ansi cOOpku
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WenonesoBanuck nu BHYTpM CBC npucnocobneruns Ans sawuTsl oT
OCTpPbIX KpaeB MeAULMHCKOro U3fenus, Kak To: NoToK-opraHansep,
3alNTHLIA HAKOHEYHUK U T. M., @ Takke A7A NojAEePKKN MeANLMH-
CKOro M3genus 1 3awutel 6apbepHoit cucTeMbl ANA cTepunuaanmn?

[ Ra

[] Het

Ecnu BHYTPEHHUE OI'IOpr/SaUJ‘VITa ncnonb3oBannch, onnucaTtb

B) OnucaHue npoLeccoB cTepununsamm

MaroToBuTenb cTepunuaaTopa v HoMep MoAeny

CepuiiHblil HoMep cTepunuaaTopa

$IBNAETCS N CTEPUIM3aTOp KOHTPaKTHBIM?

[Q8Oa [JHer

Linkn cTepunusaumm
MpUMoXUTL pacnedyaTky, ecrnu uMeeTcst

[1 Nap (makcumanbHas
TemnepaTypa/Makcumarb-
Hasi NPOAOMKNTENBHOCTD)

[1 3tunenokeugras (EO)

[] Mna3sma

[[] Huskotemnepatyp-
Has napamu dpopmans-
Aervpa (LTSF)

(] Apyroit
fABnsetca nu uukn Haubonee HeGnaronpuaATHLIM gonycTu- | [C] Ada [] Her MapameTpe!
MbIM BapUaHToM? uukna
YTBepxaeHHble SOP unu ncnonb3oBaHHbIi cnocob sarpysku
[Mpouecc npowen sanuaauuio? [ Aa [J Her

Banugaumio BeINOMHWN

[ata nocnegHew Banvgayuu

[OaTa cnegytolleit Banugauuu

r) OnucaHWe NakeToB WNK PySIOHOB [NpeaBapuTenbHO chopMUpoBaHHas bapbepHas cucteMa Ans crepunusauun

(NCBC)]

MaroToBuTens cuctem MCBC

Tun/mapka

KoHTaKTHas uHopMaLmsa nocTasLUmka:
HanmeHoBaHWe

Anpec

TenedpoH

FlBnseTcs N1 caM NocTaBLYWK narotosutenem na- | [] da
KETOB W/UNKN pynoHoB?

[] Hert

MmeeT nn usrotoBuTenb yTBEPXAEHHYt0 cucTe- | [] da
My MeHe[)XMeHTa KayecTBa € JOKyMEeHTalbHbIM
nogTeepxaeHWeM (Hanpumep, ceptudukar QM,
perucTpaus U T 4.)

[] Hert

Mposen nu usroToBUTeNs BanuaaLmio npotecca | [] Aa
NPOU3BOACTBA NAKETOB/PYNOHOB?

[] Het

] Bepudpukaums

MpenocTaBun N NocTaBLMK AokymeHTaumto, | [] da
NOATBEPXAAIOLLYI0 COOTBETCTBUE TpeBoBaHUAM
NCO 11607-1?

[] Hert

[] Bepudpukauyus

Ecnun ymecTHo, npegoctaBun v noctasuwmk go- | [] Oa
KYMEHTaLWIO O COOTBETCTBUM TpeboBaHMAM pe-
rMOHaNbHOrO [OKYMeHTa K paccmaTpuBaemoit
npoaykuuu (Hanpumep, EH 868-5)?

[] Het

[1 Bepudukauus
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[Onana3oH TemnepaTyp ckreunBaHus (Tepmocsap- | OT 4o

-] *'7
ku) (8 °C)*7 Oata ot

[] Bepudpukayus nmeetcs

lMpolecc cTepunusaLuumy, KOTopblii Npeanonara-
€TCS MCMonb3oBaTh:

6onbHuye ¢ cuctemamu MNCBC pervoHanbHbIM/
HaLMoHanbHbIM/MECTHBIM CTaHAapTaM uUnu Tpe-
6oBaHMAM?

CoBmecTumMa n cuctema MNCBC ¢ npoueccom | [] Oa [] Het
cTepunusaummn?
CooTBeTcTBYeT N XpaHeHue u obpaujeHne B | [] da ] Her [] He umeetca

4) OnucaHue ycTponcTBa AN cKnenBaHuA

M3roToBuTenNb YCTPOCTBE ANSA CKIEMBaHMA

Tun ycTpoONCTBa ANSA CKNenBaHuA

CepuiiHblit Homep (SN)

CyljecTByeT nv [ONyck Ha OTKMoYeHue Harpesanun? | [] Oa
[Hanpumep, cornacHo DIN 58953-7 (x5 °C)] BeecTun gonyck

[] Her

Lonyck

[ocTaBLUMK YCTPOACTBa AN1S CKIlenBaHuA

KoHTakTHas uHgopMaLmsa nocTasLLmKa:
HanmeHoBaHWe
Agpec

TenedpoH

[Hata nocnegHei noBepku (kanmbposku)

MpegocTtaBun N M3rOTOBUTENb [OKYMeHTauuilo, AeMon- | [] Oda
CTpUpytoLLyto cnocoGHOCTL 06opyaoBaHUA COOTBETCTBO-
BaTb TpeboBaHuam NCO 11607-27

[ Her

[] Bepudukauus

MMetoTcs N ykasaHUA W3roToBUTENs no ucnonbsosakuio? | [ da  [] Her

Koraa oHu 6bInK akTyanusuposaHbl U rae 6binn 3aapxusu-
poBaHbI?

e) OnucaHune 3alUTHOI yNakoBKW, a Takxe Nnpobnem obpalleHus, pacnpegerneHust U xpaHeHus!

3awuTHas ynakoBka

- OnucaH TUN 3aLUTHON YNaKkoBKU [] Aa [] Het
- [NpumMeHsieTca nocne oxnaxaeHus nsgenus O Aa [J Her
- YeTko MapkupoBaHa Kak 3aluTHas ynakoBka [ oa [J Her
- NloTkn ANa TpaHCNOPTUPOBKK

OnucaHune ob6palleHus, pacnpeaeneHns u XxpaHeHus [ oa [J Hert
3anonHeHa Ny AoKyMeHTauus, Hanpumep, cm. D.5?

Hackornbko 4acTo CTepunbHble U3Aenus nepeMeLLaloT Unu TporaT A0 Npu-
6bITUA B KOHEYHBIW NYHKT UCNONb30BaHUA?
- Uucno cobbITuii ¢ pUCKOM NoTEPU LENOCTHOCTU?

PaccMoTpeTb Hauxyalumue AonNyCTUMbIE YCIOBUA ANA aTTecTauuu SKCnnyara-
LMK yNnaKoBOYHOW cucTeMbl (KOMBUHaALMSA 3alLMTHOW yNakoBKW n 6apbepHOi
cUCTEMBI ANA CTepunusauun)

- YTo ABNAETCSA HauXyaLWWM cnyvaem?

- Yem o6ocHoBaH BbIGOP?
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KavecTBo

MeTopa oLeHWBaHWUA

Kputepum npuemku

LlenoCTHOCTL  KreeBoro co-
eflNHeHns

HenpepblBHOE HETPOHYTOE KreeBoe Co-
efluHeHune

YpoBneTBopsieT TpeboBaHMAM K LUMPUHE
HeT kaHanbHbIX OTBEPCTUI

HeT MOpLUYMH, cKNagok Unm ny3bipbKoB

LlEJ'IOCTHOCTb ynaKoBKU

HeT npokornoB, pa3pLIBOB, pa3MblKaHHUii

[MpoyHOCTL KreeBoro coegu-
HeHus

AcenTnyeckoe
(copepxumoro)

nienevyeHue

MoXHO OTKpbITE 6€3 MOBpeXAeHUa Unu
KOHTaMUHaLMKU CofepPXMMOro

CnocoBHOCTb K 0TCnanBaHuio

OtcrnanBaHne 6e3 paspbiBOB, paccroe-
HUA, pasgeneHna n yxyaleHna KavectBa
MaTepuana

[] Oa [] Het

Opyroe

3) BTanbl atTecTtayum

ATTecTauus MoHTaxa (IQ)

[[] BeinonxeHa

[[] BuinonHeHa B xofe Npeabiaywiei sBanuaauuun, aata

[] NpoitgeHa

[1 He npoigeHa

[Hata/nognuce

AtTecTauus akcnnyatayum (OQ)

[[] Bbinonxena

[[] BeinonHeHa B xofe npeablayLueii Banuaaumu, aaTa

Bbinu nu BeINOMHeHbLI KpUTepun npuemku, onpegenexHsle | [] MpoiigeHa [] He npoiigena
B NYHKTE X)?
MpUNoXuTL pesyneTaThl

Hata/nognuce

ATTecTauusa skcnnyatayum obopygosanus (PQ)

[] BeinonHera

Bbinin N1 BBINOMHEHbLI KpUTepUK NpUeMKKn, onpegenerHsie | [] MpoigeHa [ He npoitgena
B MYHKTe X)7?
MpUNoXuTL pesynesraTbl

Hata/nognuce

u) Utorosoe yTBepxaeHWe Banvuaauum

[[] Bce sTansl Banugauumu npoiifeHsl, pesynstatsl npuiaraiTes
] Crepytowue atanbl Banuaauum He NpoiiaeHsl (NepedncnuTs)

MocneaytoLLmne UMK KOPPEKTUPYIOLLME efiCTBUS, KOTOpLIE NPpeAnonaraeTcsi NpesnpuHAThL

[] Mocnepytolmne fercTBMA Gbinu onpegerneHsl U NOATBEPXAEHbI A0KYMEHTaNLHO, pesyrsTaThl NpunaraiTes

[ata cnepaytoLyero aHanuaa no rpaduky

MecTo, gata

Moanuck

HaumeHoBaHuWe Ha WwTamne
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D.3 KoHTponbHbI NUCT NNaHa Banuaauumn: npouecc obeprbiBaHus

[] Banupgauusa  [] PeBanupauus

a) OTBETCTBEHHOCTb

HaunmeHoBaHue yypexgeHuna

MecTononoxexue

YYacTHUKK Banngauun

OTBETCTBEHHbI 3a BanuaaLUumio B LIENoMm

HanmMeHoBaHWe yypexgeHua

6) OnucaHue oGepTkU AMNs CTepuUnusaLmu

M3roToBuUTeNb CTepUNMU3aLMOHHON 0GepTKH

Tun/Mapka

[ KpenuposaHHas 6ymara
[] Hetkanasn

[] Tekctune

[] Mpocras 6ymara

(] Apyroe

Ecnu apyroe, ykasatb

KoHTakTHasi uHdopmaLms nocTaBLUmKa:
HaunmeHoBaHue

Anpec

TenedoH

FBNAeTCs fiv NOCTaBLYMK M3roTOBUTENEM O6epTKVI?

[] Aa [] Her

MMeeT nu n3rotoBUTENb YTBEPKAEHHYIO CUCTEMY MEHEe-
XMeHTa KayecTBa C AOKYMeHTanbHbIM NOATBEPXAEHUEM
(nanpumep, cepTudpurar QM, peructpauua n . 4.)?

[ Aa [] Het

MpegocTaBun N M3roToBUTENb AOKYMEHTaLUIo, AEMOH-
CTpupytoLLyto cooTBeTcTBUE TpeboaHuam MCO 11607-1?

[ Aa [] Het

] Bepudukauus

Ecnn ymecTHO, npefocTaBui N MOCTaBLUUK [OKYMEH-
Tauuilo O COOTBETCTBUM TpeGoBaHUSIM pernoHanbsHOro
BOKYMeHTa K paccMaTpuBaeMoi NpoAyKuuu (Hampumep,
EH 868-2)?

[] Aa [] Het

[] Bepudpumkaumsa

MpoLecc cTepunusauuu, KOTopbili NpegnonaraeTcs uc-
nonb3oBaThb:

CosmecTtuma nm CBC ¢ npoueccom cTepunusanumn?

[ Aa ] Her

COOTBETCTBYET N XpaHeHWe 1 obpalleHue B GONMbHULE C
06epTKo pernoHanbHbIM/HaLMOHaIbHEIM/MECTHBIM CTaH-
AapTam unu TpeGoBaHUsM?

[ La [] Het

B) OnucaHuWe cUCTEMBI 3aKpbITUS 06epTKY

MaroToBuTEND 3aKkpbITnA

Tun/mapka/HoMep napTum

[] Kneitkasa nexTa

[] Otuketka

[] VngukaTopHas neHTa

(] Apyroe

Ecnu gpyroe, ykasaTb

HomMep napTum cuctembl 3aKpbITUS (NEHTLI)?

KoHTaKkTHasa nHgopmaLmna nocTasLymKa:
HaunmeHoBaHue
Anpec

TenedoH
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FBNSAETCS NU NOCTaBLUMK W3roTOBUTENEM CUCTEMBI 3a-
KpbITUA?

MMeeT 1nn narotToBuTeNb YTBEPXAEHHYIO cucTeMy MeHel- | [ Ha
XMEHTa Ka4yecTBa C AOKYMEeHTarbHbIM NoATBEPXAEHNEM
(ranpumep, cepTudpurar QM, peructpauusa u T. 4.)?

[J Het

MpepocTaBun N W3roToBUTENb AOKYMeHTauuio, AeMoH- | [ Oa
cTpupytoLyto cootBeTcTBME TpeboBaHnam NCO 11607-17?

[] Het

[] Bepudukaums

Ecnu yMecTHO, NpeAocTaBun U NocTaBLYuK fgokymeHTa- | [ Oa
LM O COOTBETCTBUM TpeBGOoBaHWUSM perMoHarbHoro AoKy-
MeHTa K paccMaTpuBaeMoii NpoayKLmn?

[ Het

[] Bepudukaums

Mpegnonaraemblii NpoLecc cTepunuaayuu

r) OnucaHue GapbepHLIX CUCTEM ANA cTepunusaumumn B cbope (obepThiBaHUe)

Cogepxumoe GapbepHoii cucTeMbl ANS CTepUnnaaLmm

FBNSETCA NN KOHUrypauma Hauxyawumm 4OMnycTUMBIMKM yCrio-
BUAMU? Ecnu Ja, npeacTaBuTs 060CHOBaHWE

KonuyecTtso CEC B cbope

YTBepxaeHHas npoueaypa nnv SOP, ncnonb3oBaHHble B c6opke

Mcnonb3oBanueb nn BHyTpu CBC npucnocobnexus ana sawutsl | [] Oa [] Her

OT OCTpPbIX KpaeB Me[ULIMHCKOro M3AENKA, a Taloke ANA NoaAepX-

KN MegWLMHCKOro Magenust U s3awuTel 6apbepHoil cucTemel Ans

cTepunusauuu, Kak To: NoToK-opraHaisep, 3alWuUTHbIA HaKoHeY-

HUK, 3alUMTHbIE YrofKu mexay NOTKOM M 06epTkol, noaknagka

Ha NIOTOK U T. N.?

Ecnun BHYTpeHHWe onopbl/3aLlmTa Ucnonb3oBarnueb, onucarb Ux

4) OnucaHue npoLeccoB cTepunuaaLum

M3roToBuTenbs cTepununaaropa u Homep Mogenu

CepUWitHbIi HOMep cTepunuaaTopa

fBnaeTca Ny cTepunm3aTop KOHTPaKTHLIM? [ Aa [ Her

Llnkn ctepunusayum [J Nap (makcumansHas [J Nnasma

MpunoxuTb pacneyaTky, ecnv UMeeTcs TemnepaTypa/MakcuManbHas [] HuskoTemnepaTyp-
NPOAOMKNTENBHOCTD) Has napamu opmant-
[] StuneHokeupHas (EO) aernpa (LTSF)
1 Opyroit

FBnAeTCA W LUK Hauxyawnm (fonyctumeim) cnyqaem? | [[] Oa [] Her MapameTpel

Lukna

Mcnonb3oBaHbl yTBepxaeHHsle SOP unu npoueaypa 3a-

rpy3Ku

Mpouecc npolen Banuaauuo? [] Ba [] Her

Banmnaumo BbINONTHANN

[aTa nocrnegHeit Banugauuu

[ata cnepytoLleit BanuaaLumm

51



FOCT P 58162—2018

e) OnucaHne 3alyUTHON YNaKOBKMW, a Takxe NpoGnemMsl oGpalleHUs, TPaHCNopTUPOBaHUS, pacrpeierneHus 1 xpa-
HEeHUsA

3awutHan ynakoska

- OnucaH TN 3aLUTHO ynaKkoBKu O ga [J Her
- MNpuMeHanack nepeg ctepunusayunei [ Aa [ Her
- MpuMmeHsnack nocne oxnaxaeHns u3genus O ga [J Her
- YeTKo MapkupoBaHa Kak 3alluTHas ynakoBka O Ba [ Her
- YKpbITWE OT MbINK [00Oa []Her

- JloTkun ans nepeHoca

OnucaHue obpalleHns], pacnpeaeneHns U XpaHeHus O Oa []Her

Bblna nu 3anonHeHa AoKyMeHTauus, Hanpumep, cm. D.57?

Kak 4acTo cTepunbHble W3Lenus MepemeLLaroT, TporawT nepej
NPUGHLITUEM B KOHEUHBIA MyHKT UCMONB30BaHUA?
- Yucrno cobbITuit ¢ pUCKOM MOTePU LeNoCTHOCTH

PaccMoTpeTb HauxyaLUniA cnyYaid atrecTauuy aKkennyatayum yna-
KOBOYHOW cUCTeMbl (KOMBMHaLUWA 3alMTHOM ynakoBKW M Gapbep-
HOI cucTeMbl NS cTepunuaauum)

- Yro saBnseTcA Haubonee HeBnaronpuUATHLEIM cryvaem?

- Yem obocHoBaH BLIGOp?

X) KpuTepuu npueMKkn — onpeAenuTs METOA U KpUTEPUU MPUEMKM

KauecTBo MeTog oueHuMBaHUA

KpuTepuu npremku

LlenocTHoCTb 3aKkpbITUS

HenpepbiBHOE, HET OTBEPCTUIA MU Mepe-
PLIBOB, HET KaHarnos

LlenocTHoCTb ynakoBKy

HeT npokosoB, pa3pbIBOB, pa3spyLueHUi

AcenTudeckoe nasnedeHune

MoxeT oTKpbiBaTbcA 6€3 noBpexgeHuit
WK KOHTaMUHALKU COREPXKUMOIO

Cbopka (cknagku W T.N.) COrnacHo
AOKYMEHTUpOBaHHOW npoueaype/vH-
CTPyKUMAM Nno cbopke

OTkpbiTas bapbepHas cuctema ans crepu-
NU3aLym COOTBETCTBYET JOKYMEHTUPOBAH-
HOI npoueaype/MHCTPYyKUMAM no cbopke

KoHdurypauus ynakoBku, obpabotaH-
Hasi B onpefeneHHoM LuKne

CooTBETCTBYET BCEM NapaMeTpaM CTepu-
nM3auyun ynakoBku onpeaeneHHoin KoH-
rypauuu [cM. 3.2.3, nepevuncnenue b)]?

Opyroe

3) OTanbl atTectayuu

AtTecTauus moHTaxa (1Q)

[] BuinonHena

[C] BuinonHeHa B xoge npegbiayLieit Banugaumy, aata

[] NpoitaeHa

[] He npoitneHa

Hata/noanucek

ATTecTauus skennyartayumn (OQ)

[] BeinonxeHa

[] BuinonHeHa B xofe npegblayLuei sBanugauuu, nata
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Bbinu Ny BLINONHEHLI KpUTEPUK NpUeMKN, onpeaenerHele | [] MpoiigeHa [] He npoitgena
B NYHKTe €)?

MpunoxuTe pesyneraThbl [Oata/nognuck

ATTecTayua akcnnyatayuu obopygosanus (PQ) [] Buinonxena

Bbin Nk BLINOMHEHLI KpUTEpUKM Npuemkm, onpeaenexHsle | [] MpoiineHa [] He npoiigena
B NYHKTe €)?

MpunoxuTe pesynerathbl Harta/nognuck

n) UTorosoe yTeepxaeHue Banuaayuu

[[] Bce stanui Banuaawuuu npoitaeHsl, pesynstarbi npunaraoTcs
[] Cneaytowme sTanbl Banuaaumu He NpoiaeHbl (MepedyncnuTs)

Mocneaytolwme Unm KoppeKkTUpyioLwme 4eNCTBUS, KOTOPble NpegrnonaraeTca NpeanpuHaTh

[] Mocnepytolyne aeidcTBMs GbINKM oNpeaeneHbl U NOATBEPXAEHLI JOKYMEHTasLHO, pesynsTaThl NpunaraiTes

[aTa cnegytollero aHanusa no rpagpuky

MNoanuckb
MecrTo, para HanmeHoBaHuWe Ha wramne
D.4 KoHTponbHbI NMUCT Banuzaummu: npouecc NpMMeHEeHUA KOHTelHepa
[] Banugauua [ ] PeBanuaauus
a) OTBeTCTBEHHOCTb
HanmeHoBaHWe y4pexneHus
MecTononoxeHue
Y4yacTHWUKW Banugauum
OTBETCTBEHHBIN 3a Banugauuio B LienoM
HaumeHoBaHWe yypexaeHus
6) OnucaHuWe XeCcTKoro KoHTelHepa
M3roToBuTEmMb XECTKOrO KOHTelHepa
Tun/mapka ] ] ] ]
Mpoknagka | dunstp dunetp Opyroe
ofiHoKpaTHoro | MHorokpartHoro
NPUMeHeHus npuMeHeHns

KoHTakTHas nHdopmaLusi nocTaBLymka:
HanmeHoBaHune

Adpec

TenedoH

FlBnseTca N NocTaBLUMK U3roToBUTENeM XecTkoro KoH- | [] Oa [] Het
TeilHepa?

MMeeT N M3roToBUTENb YTBEPX/AEHHYI0 cucTeMy MeHea- | [ Oa ] Het
XMEHTa KavecTBa C [JoKYMEeHTalbHbIM NoATBEpXAeHeM
(Hanpumep, cepTudukat QM, peructpauua u T. 4.)
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MpepocTaBun N U3roTOBUTESb [OKYMEHTALUIO, AEMOH-
CTPUpYIOLLYI0 COcoBHOCTL 060PYAOBaHUA COOTBETCTBO-
BaTb TpebosaHusam NCO 11607-1?

O fa

[] Her

[C] Bepucukanusa

Ecnu ymecTHO, NpefocTaBus fm NOCTaBLUUK [JOKYMEHTa-
uuto 0 cooTBeTCTBUM TpeboBaHusam EH 868-8?

[ fa

[] Her

[] Bepudukayus

Mcnonb3yloT nn unsTp, NOCTaBNEHHBLIA UNU PeKOMEH-
AOBaHHbI U3roToBUTENEM KOHTeliHepa?

[]Aa

[] Het

[] Bepudukauus

Ecnu HeT, NpeaocTaBun N NocTaBLUMK bunbTpa AOKY-
MEHTUPOBaAHHOE [0OKa3aTeNbCTBO €ro apdeKTMBHOCTU U
COBMECTUMOCTU C KOHKPETHbIM KOHTEWHEpPOM W npeano-
naraeMblM MPOLIECCOM CTEPUNM3aLUn?

[ Oa

[] Her

[] Bepudpukayus

MpeanonaraeMblii NpoLecc cTepunusalum

Cosmectuma nu CEC ¢ npoueccoM cTepunmsayun?

[10a

[J Her

CooTBeTCTBYET M O6pallieHWe U XpaHeHUe KOHTENHEePOB
B 6GonbHUUE pervoHarbHbIM/HaLMOHaNbHLIM/MECTHBIM
cTaHgapTam unu TpeboBaHusM?

[1Aa

[J Her

B) OnucaHne cucTemMbl KOHTPOISA BCKPLITUSA, UCNOMNb3YIOLLEHca ANS AeMOHCTpaLun UesnmtoCTHOCTU 3aKpbiTUA

M3roToBuTENbL CUCTEMBI KOHTPONA BCKPbITUA

Tun/mapka

KoHTakTHas uHgpopmaLlmsa nocTaBLuKa:
HaunmeHoBaHue
Adpec
TenedoH

FBNsieTcs MU NOCTaBLUMK U3rOTOBUTENIEM CUCTEMbI KOH-
Tporns BCKPbITUA?

[ Aa

[ Her

Obnapgaet Ny CUCTEMa KOHTPOIS BCKPLITUS crieayowumMm
XapakTepucTukamu?

- BuayanbHas uHgMKaLua BCkpbITUA

- MackupoBKa pasbeMa KoHTeiiHepa u obecneveHue BU-
3yanbHON MHAWKALUMU UNKU KOHTpOnb (puanyecku 6noku-
PYET pa3beM KoHTelHepa)

- MHaukaTop pranyecKoro KpenneHms KpbILLKKA K HWKHEN
YacTu KOHTENHepa ¢ MOMeHTa cTepunuaLum

O Aa

[] Her

[ Aa

[] Her

[ Aa

[] Her

Ecnu ncnonb3ayeTcsl cUCTEMa KOHTPOSS BCKPLITUS OHO-
KpaTHOro NPUMEHeHUs, UMeeTcs N HoMep NapTun?

[ fa

NOT Ne:

[] Her

MMeeT nn U3roToBUTENb YTBEPXEHHYIO CUCTEMY MEHEA-
XMeHTa ka4ecTBa ¢ AOKYMEHTanbHbIM NOATBEPXAEHUEM
(Hanpumep, cepTudukar QM, peructpauua M T. 4.)

O fa

[ Her

MpegocTaBun N U3rOTOBUTEND [OKYMEHTALMIO, JEMOH-
CTpUpYIOLLYIO CNOcoBHOCTL 060pYy0BaHUA COOTBETCTBO-
BaTb TpeboBaHnam NCO 11607-1?

[J fa

[] Her

[] Bepudukauus

MpeanonaraeMelii Npolecc cTepunusayum

CoBMecTUMa NN cUCTeMa 3aKpbITUS C NMPOLIECCOM CTepU-
nusauyun?

[J fa

[] Her
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Copepxumoe CBC
Ucnonb3ayeTcst N BHYTPU KOHTelHepa AononHuTtenbHasa yna- | [] Ada ] Her
Koska?
fABnAeTcA Nu 3Ta AoNoNHUTeNbHas ynakoBka bapbepHoit cucte- | [] Oa [] Her
MO ANA cTepunusaynumn?
ABNAeTca NU KOHUrypayna Hauxya LM AonycTUMBIM BapuaH-
TOM, ecnu aa, onucatb 060cHoBaHue
Yucno CBC B cbope
Mpoueaypa nnu SOP, ucnonb3oBaHHble Ansi c6opkn
Mcnonb3oBanucb Nu BHYTpU Npucnocobnenus aAns sawmtel oT | [] Oa [J Hert
OCTPbIX KpaeB MEAULMHCKOrO M3fenusl, Kak To: NIOTOK-OpraHait-
3ep, 3alWTHBIA HaKOHEYHWK WU T. M., a Takke AN NOAAEPXKKA
MeLWLMHCKOro M3genus u 3awutbl 6apbepHoil cucteMbl Ans
cTepunusaummn?
Ecnu BHyTpeHHWe onopbl/3alyuta ucnonb3oBanuck, onucarb
4) OnucaHue npoLeccoB cTepunusaLmm
M3roToBuTeENb CTEPUNM3ATOPE U HOMEP MOAENU
CepuiiHblili HoMep cTepunuaaTopa
FBNAETCA NN CTEPUNU3ATOP KOHTPAKTHEIM? [J8Oa []Her
Linkn crepunusauum [] Nap (makcumansHas [] Mnasma
rIpI/IJ'Io>KI/ITb pacne4aTky, eCnn UMeeTcA TeMnepaTypa/MaKCMManb- I:l HM3K0TeMnepaTyp_

Hasi NPOAOMXUTENBHOCTL)

Has napamu oopmarsib-

[[] StuneHokeuaHas (EO) Aernga (LTSF)
[1 Apyroe
FBnAeTca N UMKN HauXyaLwmum 4onycTUMeIM Bapuantom? | [] Oa [J Her MapamMeTpbl Uukna
SOP unu npoLeaypa UCnonNb3oBaHbl ANsl 3arpy3ku
Mpouecc npoluen Banuaauuio? [1 Aa [J Het
Banugauuio nposoaunu
Hata nocnefHen Banuaauuu
[Oata cnepayroweit Banugauuu
e) OnucaHune npobnem obpalleHuns, pacnpefeneHns n XpaHeHus
BbinonHeHa nu AokyMeHTauusa, Hanpumep, cm. D.5? [ Aa [] Het

Kak vacTo CTepunbHble U3genua nepeMeLlatroT Un TporaoTt, Npexae Yem OHU

nonagyT B MECTO KOHEYHOTO NPUMEHEHNA?
- Uncno coBbIThii C PUCKOM NOTEPM LIENOCTHOCTH

PaccmoTpeTh HauxyaLwunidi cnyyvai atrectayum aKkcnmyarayum ynakoBovHON cu-
cTeMbl (KOMBMHAUUA 3aL4MTHOW YNakoBKU U GapbepHOil cucTembl ANa cTepu-

nuaauun)
- Uro sBnsaetca Haubonee HeBnaronpusATHLIM cryvyaem?
- Uem 060cHOBaH BLIGOP?

55



rOCT P 58162—2018

X) KpuTepun npueMkn — onpeaennuTb MeTos U KpUTEpUn Npuemkmn

KavecTtBo

MeToz oLeHUBaHUA

Kputepun npuemkm

BroKWpOBOYHBIA MexaHUsM U
HenpepbIBHOCTL/LENOCTHOCTb
3aKpbITUS

HenpepbIBHOCTL/LENOCTHOCTL  3@KPbLITUS
noagepxusaetcs 6e3 paspbiBa 3aKkpbITUA

LlenocTHocTh chunsTpa/knanaHa

HeT npokoros, pa3pbiBOB, KaHanos, nMo-
BpexXaeHus

LlenocTHOCTb Npoknagku

HeT nospexaeHunii (cMm. 3.3.2.9.2)

AcenTtuyeckoe n3BnedeHue

MOXHO OTKpbITh 6es noBpexaeHua UNn KoH-
TaMUHaLun cogepxxmmoro

[Opyroe

3) OTanbl aTTecTayuu

AtTecTauusa MoHTaxa (1Q)

[] Beinonxena

[ ] BeinonHeHa B xoae npeabiayLleil Banuaauuu,
aara:

[] Mpoiiaena [J He npoitgeHa

[ata/nognuce

AtTecTauyusa akennyatayum (OQ)

[] BbinonHexa

[C] BeinonHeHa B xoae npeabiayLLei Banugaumu, aarta

B MyHKTe )?
MpUNoXuTbL pesynsraTtbl

Bbifiv N1 BbINOMAHEHBI KpUTEPUKN npueMKn, onpeaeneHHole

[] MNpoitaena [] He npoitgeHa

Hata/nognucek

ATTecTauus skcnnyatauuu obopygosarus (PQ)

[] Beinonxena

B NMyHKTE I)?
[NpunoxuTe pesynsrathbi

BbifW 1 BLINOMHEHLI KPUTEPUM MPUEMKM, OMpefeneHHble

[] Npoitgena [] He npoitgena

Hata/nognunck

n) Utorosoe yTBepxaeHue Banuaayun
[] Bce stansi Banuaawmu npoiigeHsl, pesynsTarb npunaraTcs

[] Cnepytowme sTansl Banuaaummn He NpoALeHb! (NEPEYUCIUTL)

MocneaytoLLne UMK KOPPEKTUPYIOLLME AelCTBUS, KOTopble NpeAnonaraeTcsi NpeanpuHaTE

[C] Nocneaytowyne AeicTBUSA GbinK onpeAerneHsbl U NOATBEPXKAEHbI JOKYMEHTaNLHO, pe3ynsTaThl NpUnaratoTes

[ata cnepytowero aHanusa no rpaduky

MecTo, fgata
56

MNoanuck

HaumeHoBaHuWe Ha WTamne



D.5 KoHTponbHbIit NUCT o6palleHus1, pacnpeaeneHns U XpaHeHus
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CrnepytoLmnii KOHTPOMBHBIA JIMCT NOMOXET BbIGpaTh GapbepHY CUCTEMY AN CTepUIM3aLmu.

OxupaeMble dpakTopbl, KOTOopble GyAyT BIUATb Ha LENOCTHOCTL BapbepHbLIX CUCTEM AN CTepUnmsauum

MpeacTaBun N U3roToBUTENb PEKOMEHAALIMM MO YCNOBUSIM 0BpalLleHus, XpaHeHUs n pac-
npegeneHnn?

- Temneparypa

- OTHocUTENbHasA BNaXHOCTb

- TpeGoBaHua kK obpalleHuio

- OrpaHu4eHus No BCTPAXMBaHMWIO
- TonuKkW v Jpyrue gBuXeHUs

OnucaHue 06pau.|e|-wm un oaexaa nepcoHana

Mmeetea nu nporpamma obyveHus paboTHUKOB No obpalleHunto ¢ GapbepHLIMU cUucTEMaMu
ans cTepunusauuun?

MMeeTca nu NpoToKon rurueHbl pyk?

CyLLteCTByeT nn cnednanbHan ogexpa?

HacuuTbiBaeTcs N HECKONBLKO cnyyaeB nepeknagbiBaHUA 6apbeprlx ChucTeM AnAa cTepu-
nmsaynum ¢ MOMeHTa cTepunmsadun o Mecta NCcrnonb3oBaHNA?

OnucaHue cpeAcTB pacnpefeneHns/TpaHCNoOPTUPOBaHUA
TpaHcnopTupoBaHUe Ha MecTe

- MoryT f1 YncTble WKW CTEpUIIbHBIE MEAULIMHCKUE N34 ennUsa TPaHCNOPTUPOBaTLCS U Xpa-
HUTLCS OTAENBHO OT UCMOMb30BaHHbBIX (HECTEPUITLHBIX)?

- Bo BpeMA TpaHCNOpPTUPOBaHUA 3aKpbiBaloT CTEPUIibHbIE MegUUUHCKNe U3fenna unu no-
MELLaKT B 3aLLUTHYK Tapy?

- MotoT unu gesnHgULMPYIOT rpy3oBble OTCEKU Nepes NepeBO3KOIA B HUX CTEPUNBHBIX Me-
AVLMHCKUX M3 enniA, ecnu nepea 3TUM OCYLWECTBNANU NEPEBO3KY KOHTAMUHUPOBAHHBIX U3-
aenuin?

- Ecnn TpaHCNopTHOE CpefCTBO OCTaBNAKT Ges npucMmoTpa B 06LLleCTBeHHOM MecTe, MOX-
HO N ero 3anepeTb U obesonacuTb?

TpaHcnopTUpOBaHWe BHe NNoWanKku, eCNu NpUMeHseTca
- Wcnonb3ayoT Ny 4N TPaHCNopTUPOBaHNA crelnanbHblil TpaHcnopT?

- PaccmatpuBaetes N Ha TpaHCNOPTHBIX CpeacTBax NHEBMaTUYECKOe NoABECHOe YCTPOU-
CTBO?

- MpoxofgaT nu TpaHCNOPTHLIE CPEACTBa PerynapHyto MOiky n TO?

- YYnTbIBaIOTCA N MakcUMarsibHble U MUHUManbHble TeMnepaTypbl U OTHOCUTENbHas Bax-
HOCTbL?

- MotoT unu gesnHgULMPYIOT rpy3oBble OTCEKW Neper NepeBO3KOi B HUX CTEPUNBHLIX Me-
LVLMHCKUX M3Lenuid, ecnn Nepes 3TUM OCYLLUECTBISANM NePEeBO3KY KOHTAMUHUPOBAHHBIX U3~
aenuin?

- MoxHo nn 3anepeTb U 06e30MacUTb TPAHCNOPTHBIE TENEXKN ANA CTePUNbHON npo-
aykuuu?

- OBy4yatoT nn paboTHUKOB TpaHcnopTa obpalleHnto ¢ 6apbepHbIMU cucTeMaMmn Ansa cTe-
punusauyun?

AcneKTbl XpaHeHus

CyLLecTBYIOT NU cneyuarnbHble NoMeLLeHUs ANs XpaHeHUss 6apbepHbIX CUCTEM AN CTEpU-
nusaymmn?

MpeanonaraeT N cucTeMa XpaHeHWs 0B6OpOT ToBapHLIX 3anacoB Ha OCHOBE AaTkl CTepu-
nusagumn?

FABNsAeTCA NU cpefa cKNagckux nomeLleHnin obecnbineHHon?

L] fa
(1 fa
[ fa
O ba
] ba

1 Aa

Ecnu ga,

1 Aa

Ecnu ga,

[1Aa

Ecnu aa,

O fa

Ecnu pa,

O fa
O fa
O fa

[ Aa

O Ra
O fa
[ fa

[10a
[]0a

[10a

[ fa
O fa

O Aa
] fa
[ fa

] Her
] Her
[] Her
[] Her
[] Het

] Her

onucatb

] Her

onucatb

[] Her

onucatb

[] Her

onucatb

] Her
[] Her
[] Her

[1 Her

[] Her
[1 Her
[J Her

[] Het
[] Her

[] Hert

[1 Her
] Het

] Her
] Het
] Her
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OcHalleHo nu BepxHee ocBeLLeHne YCTPOWCTBa 4S5t OYMCTKM NOToNKa?

CyLecTByeT N NOpsAAOK PErynsapHoro MbITbs nona?

CaenaHbl S CTENMaXun U3 HEMNOPUCTOrO MaTepuana?

CyLLecTBYET N1 NOPALOK PEryrApHOro MbITbsi NMOSOK/KOP3UH?

MOXeT 1 XpaHeHue Ha norke/B KOP3NHe NCKITHYUTE PUCK NOBPEXEHNA?
JocTaTo4HO N NPOCTpaHCTBa OT Nona 40 CTepPUIbHbIX U3genuin?

[JocTaToyHo nu NnpocTpaHcTBa OT NoTornKa 4o CTepUnbHbIX usgenuin?

MoxHo nu nabexars NonagaHus NPAMOro ConHeYHoro ceeta?
BbINOMHAKOTCA NU peKoMeHJaLmu M3roTOBUTENS OTHOCUTENbHO BNaXHOCTU?

BeinonHsatoTea nu peKkoMeH4auumn U3roToBUTENS OTHOCUTENBHO TeMnepaTypbl?

dunsrpyetca nu Bo3ayx?

MponcxoguT Nn Kaxabli Yac Bo3gyxo00MeH?

CyLLleCTByeT NN NpuHyanTenbHoe daBneHne?

CuMTaloT T COfepXaHue YacTuL, U MAKPOOPraHU3MOB B BO3AYXe?

CyLlecTByeT N 0TAEeNbHaA KOMHaTa AN pacnakoBbiBaHWS MPOMBILLNEHHBIX TOBAPOB?

58

[0 AOa [ Her
[0 Aa [JHer
Ecnu pga, To kak yacTto?
O Aa [ Her
[Q0a []Her
Ecnu pga, To kak Yacto?
[] Oa (] Het
[1Aa [ Her
cMm/aroinMm

[1 Aa [] Het
cMm/gronm

[] Oa [] Hert
[] Ba [] Her
Pesynirar, %
[18Oa [ Her
Pesynerart, °C/°F
[JAa []Her
CoctosiHue, %
[JAOa []Her
KonunuectBo
[18a []Her
[JAa [ Her

Pesynerar, uucno
yacTuL unu koe/m3

O ba []Her



[OKyMeHTauus no aTrecTalum MOHTaXxa. PyKOBOACTBO ANA MeAULIMHCKUX YUpexaeHUui

MpunoxeHue E
(cnpaBouHoe)
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MpumevyaHune — [onbsoBarensim opMm, NPeLOKEHHbLIX B AaHHOM NPUIOXEHUM, paspeLlaeTcs fenaTb Konuu
3TUX hopM, Npu aToM 3a MICO ocTatoTes BCe Apyrie npaBa, OTHOCALLMECS K STOMY AOKYMEHTY B LIEMOM.

E.1 KoHTponbHbIii NUCT aTTecTauuu MoHTaxa (1Q): npoLiecc TepMOCKNenBaHusl

a) O6wue gaHHble

YCTpoACTBO ANA CKIeuBaHus

NaroTtoBuTenb

Afpec u3rotoBuTeNs

Cucrtema MeHeXMeHTa Ka4decTsa

[] Bepudpukauusa umeetcs

Tun

CepUitHblil HoMep

oz, NpoU3BOACTBa

MecTo

OTBeTCTBEHHbIV 3a Banugauuio

[ononHuTtenbHble onepaTopbl AN 1Q

[Hata nposegenuns IQ

Tun ycTpoicTBa ANA cKenBaHus

[] YentocTHoro/MmnynscHoOro Tuna

[] YentocTHoro Tuna/c HenpepbIBHbLIM
HarpesoMm

] PotauuorHoro Tna

[] MogenbHelit psag

[] MogudumumposaHHoe
MoguduunposaHo

[] CneunaneHoe oT usrotoBuTENSs

Ecnn npumeHumo, umeetcs nu 3Hak | [ Oa [] Her [] Bepudukaums
Mapkuposku EC?
CepBucHoe obcnyxuaHue
Anpec
Homep TenedoHa
KoHTakTHOE nuuo
ABTOpU3aLuns [] Oa (kem) [1 Het
0) YcnoBua ycTaHOBKM
MNapameTp 3ajaHHbIN Nmetoyuinca (MsmepeHHbIn)
HanpspkeHue ] fa
YacTtoTa, My L] Aa
[naBKkuin NpegoxpaHUTenb Ha Tok (A) 1] Oa
COOTBETCTBYET MECTHBIM 3MEKTPOTEX- [] Oa
HUYECKUM HOopMaMm
CooTBeTCcTBME [] Aa [] Het Hata/nognuckb
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B) [okyMeHTauua

LokymeHT UmeeTca MecToHaxoxAaeHne (MeCcTo XpaHeHus)

MHCTpyKkuum no akcnnyarauuu [ Oa [] Het

Ecnu  npumenumo, [eknapauus cooteeT- | [] da [] Her

cteusa EC

CMeHHbIe YacTh 1 nepeyeHb 3aKkas3os 1 Aa [ Her

YTBepXaeHHble UHCTpYKuun SOP [] Oa [] Her

Bepudmkauus sakasa Ha NoKynky [ Oa [] Her

OneKTpocXeMbl U HepTEXU ANA MOHTaXKa ] Aa [] Het

CooTBeTcTBUE 1 Oa [] Her Lara/noanucek

r) Xapakrepuctuku 6e3onacHocTm

Napametp Tpebyembinn Nmerowmiica (n3smepeHHbIN)

LLinpuHa kneesoro wea

PaccTosiHue 40 MeAULMHCKOro NpoaykTa

Pexum npouecca ABTOMaTUYECKUIA [] AsTomarunueckuit [] PyuHoi

CooTtBeTcTBUE [] Ba [] Her Lata/noanncek

MHCTpyKLMK Mo aKcnyaTalmn o6LWeAoCTyMHbI 4N BepuduKaLmn sTUX acnekTos. Kpome Toro, cnegyrowme acrnek-
Tbl AOMKEH NPOBEPSTL YNOMHOMOYEHHbIA PaGoTHUK

OnucaHve CooTBeTcTBUE 3amevaHua

CoeauHenns yctpoiicTea ana ckneusanns | [ Oa [] Her
BbINOMHEHLI MO UHCTPYKLUMUAM N3rOTOBUTENSA?

MpoaemoHcTpupoBaHo, 4To y ycTpoictea aAna | [] fa [ Her
CKIeuBaHus He MMeeTCs LeeKTOB B KpbILLKE
Kopnyca, NIMHWUU NUTaHWSA, PO3ETKU U T. 4.7

MponemoHcTpupoBaHo, 4to Yy ycTpoicTBa | [] Oa [] Her
ANA ckneuBaHWA He uMmeeTcs pabouux Ae-
hekToB (HensBeCTHLIX MOMeX, ApebeaxaHus,
BU3ran T n.)?

CooTBeTcTBUE [] Aa [] Hert [Hara/nognnck

4) KpuTtuyeckune napameTpbl
Cnepytoline [ONONHUTENbHBIE acreKThl onpeaensaeT UM NPoBepseT nons3osaTenk (TpebyeTcs YacTuuHas Bepu-
pukaums)

Kakne napameTpbl Bblniv 0603HadeHbl Kak | [] Temnepatypa ] OaBneHue

KPﬂT"geCK"'e B0 Bpems paspaboTki npoLec- | [ Mpouyece cknensaxus/naysa ] CkopocTb ckneusaHust (anna-
ca? (CnpocuTs naroTosuTeNs) (annapat YenocTHOro T1na) paT poTaUyoHHoro Tuna)

- Kak MuHUMYyM, TemnepaTypa, AaBneHue u

BpeMsi (CKOPOCTb) L] Apyroe (ykasaTs)
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Bonpoc CooTBeTcTBUE

Kakum o6pasom

Kputudeckne napameTpel npoLecca koHTpo- | [] da [] Her
FIMPYIOTCS WU OTCINEXUBAKOTCH?

MMetoTcs cucTeMbl, KoTopele B cnyvae oT- | [] Ha [] Her
KMOHEHWA 3HaJYeHUit OT npefBapUTErbHO
YCTaHOBMEHHbIX MpefenbHbIX — 3Ha4YeHui
pabounx napameTpoB MOAZaOT CUrHam unw
npegynpexgeHne unu GriokUpyHT MaLLMHy?

PerucTpupytotess kpuTudeckue napametpbl | [] da [] Her
npoLecca NoBcegHEBHO?

CooTBeTcTBME [ fa [] Her Hata/noanuck

Criepytollime LOMNONHUTENBHBIE acnekTsl NOATBepXAatoTcs BepudukaLpmeit

Bonpoc | CooTBercTBME MoaTteepxaeHo (kem)
Mpounssogutca nu TexHudeckoe obenyxu- | [ Aa [] Her
BaHWe JaHHOro ycTpoiicTBa/CyLLecTBYIOT fn
nucbMeHHble nnaHsl TO?
Kanu6poaHo (MoBepeHo) nu ycTpoiicteo? | [] Aa [] Her
CootBercTBUE [ Oa [] Her [ata/noanucs
He c6usatoTcs nu ycTaHoBovHble napame- | [ [a [] Her
Tpel Mocrne HeHaMepeHHOro OTKIIOYEHUs
nuTaHna?
CootBeTcTBME [] Ra [] Het Hara/nognuce

e) ObyyeHue un paboyas 3oHa
OByuyeHue

SN0, O6yyeHue

Moanuce

paGoTHuKa SOP

O6yuyeH ATTecTaums Hata MNpenopgasaTtens O6yyaemblni

Paboyas 3oHa
MpoBefeHa nn BepudUKaLmMs cregytoLlero?

[MapgKkocTb NOBEPXHOCTW cTona (OTCYTCTBYIOT OCTPbIE YITibl UMW HAMWMLWMWA NOCTOo-
POHHWIA MaTepuan, KOTOpbIi MOXET NoBPefUTb MaTepuarn 3aroTOBKM B npouecce
06epThiBAHUSA)

[ Ba [ Her

YucToTa MOBEPXHOCTU CTONTa N BO3MOXHOCThE €€ NoAAepXaHuaA

O ga [ Her

Paboyee MecTo 3a CTONOM UMeET AOCTATOMHO cBOBOAHOrO NpoCTpaHCTBa AN ckia-
AbIBaHWA ynakoBku (06epTku)

O Ba [ Her

CyLLiecTBYIOT N COOTBETCTBYIOLME MHCTPYKLMK SOP B paGoyeii 30He?

[ Aa [ Her

Hata/nognuce
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E.2 KoHTponbHbINi NUCT atTectauun MoHTaxa (IQ): npouecc o6epTbiBaHUA

OG6bI4HO aTTecTauust |Q BLINOMHSAETCS TOMNBKO TOrAa, Korga umeetcs oGopyoBaHue, KOTOpoe HeobxoAUMo ycTaHo-
BUTb. ANbTEPHATUBHO ANSA NpoLecca, KOTOpbLIiA BKIIOYaET TOMLKO MIOAEN W UCTIONHEHWe UMK 3adad, paspaboTka SOP 1 06-
yueHUe UX MOXET pacCMaTpPUBATLCS HEKOTOPLIMM yupexeHUsiMM kak 1Q. MoAroTOBKY KOHKPETHLIX ONepaTopoB, HaHATbIX

ana OQ u PQ, cnegyer AOKyMeHTUpOBaTh B 0TYeTax ob arrecrayuu.

ObyueHune

SN0, ObyueHue

Moanuck

paboTHuka SoP

ObyueH AtTectaumsa

MpenogasaTtensb

ObyyaeMblii

Pabovas 3oHa
MpoBegera nu Bepudukauma cregyrowlero?

MapKkocTb NOBEPXHOCTN CTONa (OTCYTCTBYIOT OCTPbI€ YITIbl UM HAMMMLLKMIA NOCTOPOH-
HWA MaTepuan, KOTOpbIA MOXET NoBPeAUTL MaTepuarn 3aroToBku B npoLecce 0bepTbl-
BaHUA)

[ Aa

] Het

YuncToTa NOBEPXHOCTU CTOMA U BO3MOXHOCTb €€ NoAAepXaHus

O Aa

[] Het

Paboyee MecTo 3a CTONOM UMEET JOCTATOMHO cBOGOAHOrO NPOCTpaHCTBa ANsi cKia-
AblBaHUA ynakoBku (06epTku)

[ Aa

[] Het

CyLLeCTBYIOT JM COOTBETCTBYOLWME UHCTPYKLUMM SOP B paboueii 30He?

O fa

[] Het

Hata/nognuce

E.3 KoHTponbHbIi NUCT aTTecTaluu MoHTaxa (IQ): npouecc ¢ NnpuMeHeHUEM KOHTelHepa

OBbIYHO aTTecTaums |Q BEINOMHAETCS TONMBKO Tora, Korga UMeeTcs oGopyaoBaHne, KOTOpoe HEOBXOAUMO YCTaHo-
BUTb. ANBTEpHaTUBHO A5 NpoLecca, KOTOPbIA BKMOYaeT TOMbKO Nogeit n ucnonHeHne ummn 3agad, paspabortka SOP 1 06-
yYeHUe UX MOXET pacCMaTpUBaTLCS HEKOTOPBIMU yUpexaeHNsIMU Kak IQ. MNogroToBKY KOHKPETHLIX ONEPaTOPOB, HAHATBIX

ana OQ n PQ, cnegyeT fokyMeHTWpoBaTh B oT4eTax 06 atrectayuu.

Oby4eHune

SN0, Ob6yyeHue

Moanuck

SOP
paGoTHuKa OByueH

ATTecTauus Oata

MpenogasaTtene

O6yyaeMbIi

Paboyas 30Ha
MNposeaeHa N Bepudukaums crnegyroLlero?

[MaaKocTb MOBEPXHOCTU CTONa (OTCYTCTBYHOT OCTPbIe YrMbl UMU HAMUMLWUA NOCTOPOH-
HUI MaTepwuar, KoTOPbI MOXET NoBpeAWUTb MaTepuan 3aroToBk1 B NpoLiecce 0bepThl-
BaHuWs)

O Aa

[] Hert

YuctoTa MOBEPXHOCTU CTOIa N BO3MOXHOCThE €€ nogaepXaHua

[ Aa

[] Hert

Paboyee MeCTo 3a CTONOM UMeeT AOCTATOMHO CBOBOAHOMO MPOCTpaHCTBa AMS ckia-
AbIBaHWS ynakoBku (06epTku)

O Oa

[] Het

CyLLEeCcTBYIOT SM COOTBETCTBYOLLUE UHCTPYKUMU SOP B paboyeil 30He?

O fa

[] Het

Hata/nognuce
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JlokyMeHTaLusA aTTecTauum aKCnyaTaumm.
PyKoBOACTBO ANA MEOULMHCKUX YYPEeXaeHU I

MpumevyaHue — [onb3oBarensim opM, NPeLNOXKEeHHbLIX B AaHHOM NPUMOXeHUM, pasdpellaeTcs JenaTh Konuu
aTux hopM, npu aToM 3a MICO ocTatoTes BCe Apyrie npaea, OTHOCALLMECS K STOMY AOKYMEHTY B LIEMOM.

F.1 KoHTponbHbIit nUCT arTectauum akcnnyatauuu (OQ): npouecc TepMocKnenBaHuA

TemnepaTypa ckneusaHus (TepMoCcBapKu)

HwxHAA rpaHuua
(LL)

BepxHsas rpaHuya
(Un)

TeMnepaTypel, peKOMEHLOBaHHbIE U3roTOBUTENEM MNpefBapuTensHo cdop-
MUpoBaHHOW BapbepHOI CUCTEMBI AR CTepUnusaLmn

daKTU4ecKan TeMnepartypa, 4OCTUTHYTas BO BpeMsl UCTIbITaHNS

TemnepaTypbl, JOCTUrHyTEle B Mpolecce WCMbiTaHWs, Obinu B npegenax,
PEKOMEHAOBaHHbLIX M3rOTOBUTENEM MPEeABapUTENLHO CHOPMUPOBaHHON Ba-
PbEPHOW CUCTEMBI AR CTEPUNMU3aLN

[1H8a []Hert

[vanasoH TeMnepatyp TepmocknemsaHms (B °C)

or

Ao

[aHHble oT

[1 Bepudukauus nposegeHa

Mpouecc

SOP/ucnonb3oBaHHan npoueaypa (npoueaypbl)
YTBepxAeHHasa gaTta U Bepcus
MoaroToBka onepaTtopa K NpoBefeHUIo NpoLeayphl
®.1N.0. oneparopa npoLuern NoAroToBKy (Aara)
®.1N.0. onepatopa npoLuen noAroToBKy (ara)
®.1N.0. onepaTtopa npoLuern NoAroToBKy (Aara)

TexobenyxusaHue
SOP/ucnonb3oBaHHas npoleaypa (npoueaypsl)
YTBepxAeHHas faTa v Bepcus
MoaroToBka onepaTopa K MpoBefeHUo NPoLEAYphI
®.N.0. oneparopa npoLLen NogroToBKy (AaTa)
®.1.0. onepaTopa npoLuen NoAroToBKy (Aata)
®.1.0. onepaTopa npoLuen noAroToBKy (4ata)
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KonuyecTBo oLjeHeHHbIX 06pasLioB

KavyectBo

KpuTepuu npuemMku

CooTBeTtcTBUe

Huskuii ypoBeHb

Bbicokuii ypoBeHb

LlenocTHocTb  kneesoro coeam-
HeHusA

KneeBoe coefMHeHUe Leno Ha 3agaH-
HOW LUMpUHE

[J8a | [ Her

[0 Ba | [ Her

MMpoBepeHo

Metoa ucnbiTaHus

Het kaHanoB unu OTKPbITbIX yacten
coeiuHeHnA

(O 8a | [ Her

0] Aa | [ Her

[MpoBepeHo

MeTog ucnoiTaHus

LienocTHocTb ynakoBky

HeT npokonoB unu paspuiBoB

[ Aa | [ Her

[1Oa |[]Her

MpoBepeHo

MeToa ucnbitaHma

HpOHHOCTb KneeBoro coegnHeHuA

YA OBMNETBOPAET 3afaHHbIM KpUTepUAM

[]8a |[]Her

[1Oa |[]Her

[MpoBepeHo

MeTtog ucnblTaHusa

Bo3MoxHOCTb BCKPbITUA CHATUEM
NOBEPXHOCTHOIro CnoA Marepuana

OtkpbiBaeTcsA 6e3 paspbiBa MaTepuana,
paccrioeHus, pasgerneHunst unu pasno-
KeHMs

[OJ8a |[]Her

[0 Oa [ [ Her

AcenTuyeckoe u3BneyeHue

MOXHO BCKpbITb 63 MoBpexaeHus unu
KOHTaMUHaLMKN COfep>XMMOro

O La [] Her

[ ba [] Her

MpoBepeHo

MeToa ucnbiTaHus

[pyroe

Yka3saTtb

O Aa | [ Her

(O Aa [ [ Her

MposepeHo

MeToa ucnbiTaHus

Temnepatypa (T), onpeaeneHHas
Ans PQ (cpefiHee Mexay HUXHeR
rpaHuuein u BepxHel rpaHuuei,
06bI4HO haKTU4ecKan TemnepaTy-
pa B UCnbITaHUK)
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Mpouecc

SOP/ucnonb3oBaHHas npoueaypa (npoueaypbl)

yTBep)K,quHaﬂ Aara n Bepcua

MoaroToBKa onepaTtopa K NpoBeAeHUIo NpoLeayphbl

®.1.0. onepatopa
®.M.0. onepatopa
®.1.0. oneparopa

npoLuern noAroToBkKy (Aata)
npoLuen NnoAroToBky (Aata)
npoLues NoAgroToBky (aarta)

KonunyecTBo oLjeHeHHbIX 0GpasLioB

KavecTtBo

Kputepun npuemkm

CooTBeTCTBUE

LlenocTHocTb 3akpbITHA

3akpbiTUe HEMNpPepbIBHOE, HET OTBEPCTUIA UNKU Nepepbl-
BOB, HET KaHamnoB

[poBepeHo
MeTop ncnbiTaHus

O Aa

[] Her

LlenocHocTb ynakoBKu

HeT npokonos, paspsiBOB, 3a4UPOB
[poBepeHo
MeTop ncnbiTaHus

[1A0a

[ Her

AcenTu4eckoe nuspneveHne

MOXHO BCKpEITE Ge3 NOBpeXAEHNA UKW KOHTaMUHaLMKU
COAEPXKUMOro

[poBepeHo
MeToz ucnbiTaHus

[10a

[ Het

C6opka (cKknagbeiBaHue U T. n.) co-
rMacHo A0KyMEeHTarnbHO NogTBepX-
[eHHbIM MpoLeype/MHCTPYKUNSAM
no cbopke

OTKpbITasi U OLieHEHHasA ynakoBKa COOTBETCTBYET [0-
KYMEHTaNbHO MNOATBEPKAEHHBIM NpoLesYype/MHCTPYK-
uuam no coopke

MposepeHo
Metog ucneiTaHus

[ ba

[] Her

Hpyroe

YkasaTb
MposepeHo
Metoa ucnbiTaHus

O fa

[ Her

Texo6enyxusaHue

SOP/mcnonb3oBaHHan Npoueaypa (Npoueayps)

YTBepXaeHHaa gaTta u Bepcus

MogroToBKa onepatopa K NpoBefeHUIo NpoLeayphb!

®.N.0. onepatopa
®.N.0. onepatopa
®.N.0. onepatopa

npoLuen NoaroToBKy (Aara)
npoLuen NoaroToBKy (Aara)
npoLuen noaroToBKy (Aara)

F.3 KoHTponbHbLIN NUCT arTecTauumn akcnnyaraumm (OQ): npouecc ¢ MCNonb3oBaHUEM KOHTelHepa

Mpouecc

SOP/ucnonb3oBaHHan npoueaypa (npoueaypbl)

YTBepxaeHHan faTta u sepcusi

MogroToBKka onepatopa K NPoBefeHWio NpoLeayphl

®.N.0. onepatopa
®.N.0. onepatopa
®.N.0. onepatopa

npowen nojroToBky (AaTa)
npotuen NoAroToBKy (AaTa)
npoLuen nofroToBKy (AaTa)
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KonnuecTBo oLjeHeHHbIX 06pasLoB

KavecTBo

KpuTepuu npuemku

CooTBeTCTBUNE

3anuparoluii MexaHu3M 1 Hernpe-
PbIBHOCTL/LIENOCTHOCTb 3aKpbITHA

HenpepbIBHOCTL/LENOCTHOCTL 3aKPLITUS MOLAEPKUBa-
nuck 6e3 paspbiBa KIeeBoro CoeUHeHUsA/3akpbITUs

[MpoBepeHo
MeToA ncnbiTaHua

[]Ha

[] Het

CucteMa KOHTPONA BCKPLITUSA

Cuctema KOHTPOMA BCKPLITUA U MECTO NMPOBEPEHO
[MpoBepeHo
MeTop mcnbiTaHus

[] Aa

[] Her

LlenocTHocTh chuneTpa/knanaHa

HeT npokornos, paspbiBOB, KaHanoB, NOBPEXAEHUNA
[MpoBepeHo
MeTop mcnbiTaHus

(1 fa

[] Het

LlenocTHOCTb Npoknagku

HeT noBpexgeHuii
MpoBepeHo
MeToA ucnbiTaHua

(] Oa

[] Her

AcenTnyeckoe nsBneveHme

MoxHOo OTKPbITb Ges noBpexgeHna n KoHTaMuHauuu
cogepxknmoro

[MpoBepeHo
MeTop mcnbiTaHus

[]BHa

[] Het

Opyroe

YkaszaTb
[MpoBepeHo
MeTopA mcnbiTaHuA

[] Aa

[] Her

TexobcnyxuBaHue

YTBepxaeHHada gata u Bepcus

SOP/ucnonb3oBaHHas npouefypa (npoueaypsl)

®.N.0. onepaTopa
®.N.0. onepaTtopa
®.1N.0. onepaTopa

MoaroToBKa onepaTopa k MPOBeAeHUIo NPoLEAYpPbI

npoLuen NnoAroToBKy (fata)
npoLuen NoAroToBKy (fata)
npoLuen noAroToBky (fata)
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JoKkyMeHTauusa aTTecTalum 3KCNIyaTMpPyemMoro 060pyaoBaHus.
PyKoBOACTBO ANl MEOULIMHCKUX YUYPEeXOeHUi

MpumedyaHune — [lonbsoBarensim opMm, NPELOKEHHbLIX B AaHHOM NPUIOXEHUM, paspeLlaeTcs AenaTb Konuu
3TUX hopM, Npu aToM 3a MCO ocTatoTes BCe Apyrie npaBa, OTHOCALLMECS K STOMY AOKYMEHTY B LIEMOM.

G.1 KOHTponbHbIi NUCT aTTecTauuu aKcnnyaTtupyemMoro o6opyaoBaHus (PQ): npouecc ckneMBaHus

(konua 13 koHTponeHoro nucta OQ)

TemnepaTypa, onpegeneHHas ANsS npolecca CKIenBaHus

T=

(konusa M3 koHTponkHoro nucta OQ)

dakTuyeckas TeMnepartypa AnAa arrecraunum aKkcnnyarayum

HwxHAs rpaHuga (LL)
LL:

BepxHas rpaHuua (UL)
uL:

[onyck Ha OTKItoYeHWe B rpagycax (CornacHo UHCTPYKLMUAM
U3roToBMTENA annapara Ans TePMOCKIIenBaHus)

OTKINOHEHUE OT HOpMBbI (A)

Pesynesratbl N5 BEPXHEro ¥ HUXHEro 3Ha4eHus T-A = T+A =

Yenosus T-AzLL T+A<UL

CoOTBETCTBYET YCNOBUAM? [] Aa [] Her [ Aa [] Het

Kputepun

MpoLecc [1 Aa [1 Her

YTBepXeHbl U UCMOMb3YHOTCA UHCTPYK-

Lnn

PaboTHWKW npoLunn nofrotoBky Ha WH- | [ Oa [] Hert

cTpyKuusx SOP

Mpouecc cTepunuaaum Crepunusauus — Crepunusayms — Ctepunusauyms —
UMK A unkn B uukn C

HaTa/Bpemsa cTepunusaymm

MpoTokon cTepunusayuu npunaraetca? | [ da [] Her [ fa [] Het [] Oa [] Het

I'Iapa METPbI CKNenBaHUA

Temnepatypa

HaeneHne

ﬂpO,ElOJ'I)KVITeJ'I bHOCTb CK.I'IeI/IBaHI/IFl/CKOpOCTb

Opyroe (ykasaTb)

KonuyecTBo oLeHeHHbIX 0GpasLoB

O6pa3suybl creayeT oUeHUBaThL Nocre cTepunuaayum, pacnpegeneHus n obpawleHus [cm. 3.2.3 6)].
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Kputepuu kayectsa

KavecTBo Kputepun npuemxm CooTBeTCTBUE
LlenocTHocTb kneeBoro coefuHe- | Kneesoe coefuMHeHUe LieNnoe Ha 3ajaHHo WMpUHe [] Aa [] Het
HnA MposepeHo

MeTop ucnbiTaHus
HeT kaHanoB Mnu oTKpbITLIX NPOMEXYTKOB Ha coeau- | [] Oa [] Her
HEeHWK, HET ny3bipei
MposepeHo
MeToA ncnbiTaHua
LlenocTHocTb ynakoBku HeT npokonoB 1 pa3pbLIBOB [ ba [] Her
[MpoBepeHo
MeTtog ucnbltTaHus
[MpoYHOCTL KNeeBoro coeiMHeHnss | Y40oBNeTBOPAET YCTaHOBMEHHLIM KpUTEPUSM [ Aa [] Her

[MpoBepeHo
MeTtog ucnelTanusa

BosmoxHOCTb BCKpLITUA cHATUEM | OTkpbiBaeTcA 6e3 paspelBa MaTepuana, paccrioedusi, | [] da  [] Her
MOBEPXHOCTHOTO CMOSA MaTepuana | pasgeneHus Unu pasnoxeHus

AcenTunyeckoe U3BneYeHue MOXHO OTKPLITL Ge3 NOBPEXAEHUA WUNK KoHTamuHa- | [ Oda  [J Her
LMK COAEPXUMOro

MpoBepeHo
Metog ucnbeiTaHusa

[pyroe YkasaTb [10a [ Her
lMpoBepeHo
MeTog ucnbiTaHus

G.2 KoHTponbHbIil TUCT aTTecTauuMm aKcnnyarmpyemMoro o6opyaoBatua (PQ): npouecc obepTbiBaHusA

Kputepum
Mpouecc [0 Aa [] Her
Paspa6oTaHbl 1 ncnonbaytorea SOP
PaboTHukn npoLunu nogrotoeky no SOP | [] Aa [] Her
[Mpouecc cTepunusaum Crepunusauma — Crepunusauyus — Crepunusauua —
yukn A yukn B yukn C
Hata/spems cTepunusayuu
WmeeTca npoTokon cTepunusaumn? [ Aa [ Hert [1 Aa [] Her [ Aa [ Her

KonunyecTBo oLeHeHHbIX 06pas3LoB
Ob6paslibl crnefyeT oLeHWBaTL Nocne cTepunuaanum, pacnpeaeneHus u obpalenus [cm. 3.2.3, nepevncnerue 6)].

KpuTepuu npuemkm

KauyecTtBo Kputepun npnemkm CooTBeTCTBUE
LlenocTHoCTb 3aKpbITUsA HenpepblBHOE, HET NPOMEXYTKOB B coeauHeHUu unu npopsl- | [[] Oa [ ] Her
BOB, HET KaHanos
[TpoBepeHo

MeTtog ucnbiTaHus

LlenocTHoCTb ynakoBKu HeT NpoKonoB, paspkIBOB, paspyLleHuid, NaTeH [ Oa [] Her
[MpoBepeHo
MeTtog ucnbiTaHus
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KavecTtBo Kputepun npremku | CooTBeTCTBUE
AcenTudeckoe UsBnedeHune BO3MOXHOCTE BCKpLITUA 6€3 noBpexaeHna Unu koHtamuna- | [ da [] Het
LM COfEePKUMOro
MpoBepeHo
MeTog ucnbiTaHus
Cbopka (cknagbiBanue n 7. Nn.) | OTKpbITas U cobpaHHas ynakoBka COOTBETCTBYET foKkymeH- | [] Oa [] Het
cornacHo LOKYMEHTanbHO | TanbHO MOATBEPXKAEHHON Npoueaype/MHCTpyKLmmn no cbopke
nofTBepxaeHHoW npouenype/ MpoBepeHo
WHCTPYKLMKM Nno cOopke
MeTog ucnbiTaHus
Opyroe Ykasatb [JAa [ Hert
MpoBepeHo
MeTog ucnbiTaHWs

G.3 KoHTponbHbIii NTUCT aTTecTauuu aKcnnyaTtupyemoro o6opyaoBaHus (PQ): npouecc ¢ npumMeHeHnem

KOHTelHepa
Kputepun
Mpouecc [] Aa [ Her
YTBepxaeHbl U ucnonb3oaHsl SOP [ Oa [] Her
PaboTHukw npoLunu nogrotoeky no SOP | [ ] Oa [] Het
Mpouecc cTepunusaLunm Crepunusauyua — Crepunusauus — CTepunusauyua —
umkn A umkn B unkn C
Hata/spems cTepunusayum
MMeeTca npoTokon cTepunusagmn? [ Aa l [ Her O Aa | [J Her [1 Aa | [] Het

Konn4ecTso oLeHeHHbIX 06pasLios

OB6pasLibl OLeHMBaIOT Nocne cTepunusauun, pacrnpegeneHus u obpaiyenus [cm. 3.2.3, nepedncnenue B)).

Kputepun npuemku

KavecTBo Kputepuu npuemku CooTBeTCTBUE
3anuparowmit MeXaHU3M U He- | HenpepbIBHOCTL/LIENOCTHOCTL 3aKpbiTUA nopaepxusa- | [] Aa [] Her
nNpepbIBHOCTL/UENOCTHOCTL | Nack 6e3 pa3pbiBa KIeeBOro COeAUHEHNS/3aKpbITUS
3aKpbITUA MpoBepeHo

Mertoa ucnbitanus
LlenocTHocTe  dpuneTpal/kna- | HeT npokonos, paspbiBOB, KaHanos, NOBpeXaeHUN, O Aa [1 Het
naxa MpoeepeHo
Metog ucnbitaHus
LlenocTHoCTb Npoknagku HeT nospexaeHuid [] Ba [] Het
[NpoBepeHo
Mertoa ucnbitaHus
AcenTnyeckoe u3sneyeHne MoxHO OTKpbITb 6€3 NoBpexAeHUa U KoHTaMUHauyuu co- | [] Oa [] Her
JEepXUMoro
[NpoBepeHo
Metoa ucnbitaHus
KoHTponb  (HecaHKLMOHWpo- | MexaHn3m KOHTpOns BCKpLITUA Lienblii u achdekTuBHbIn? | [] Oa [] Her
BaHHOr0) BCKPbLITUA MpoBepeHo
Metog ucnbitaHus
Opyroe YKka3aTb (Q0a [ Her
MpoBepeHo

Metog ucneitaHus
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Mpunoxexue H
(cnpaBouHoe)

TpeboBaHMA K UCNONBb30BaHUIO YCIIOBUA Hanbonee xyawero cnyvas.
PykoBOACTBO ANA NPOMBIWIIEHHbLIX U MEAULIMHCKUX YYpeXaeHuin

H.1 O6wee npeacTraBnexHue

MCO 11607-1 paccMaTpuBaeT HaUXyaLUWiA crnydaii B Tpex obnacTsx, U B KaX0M crlyyae STO 03Ha4aeT YTo-TO He-
MHoro gpyroe. Ytobbl NpaBunNbHO MHTEPNPETUPOBATL U NMPUMEHATL pa3fenbl, ONUChIBaloLLMe HaUXyALLUWIA criydaid, BaxXHO
NOHWUMAaTL UCNONb3YEMYIO TEPMUHONOTNIO.

A UMEHHO:

- GapbepHas cucmema 05 cmepunu3ayuu — MUHMMaIbHas ynakoBKa, KoTopasi NpeAoTBpallaeT JoCTyn MUKPO-
OpraHM3mMoB U NO3BONSET OCYLUECTBUTL acENTUYECKOE U3BIIEYEHUE MEAULIMHCKOrO U3 ennus B MECTE UCMONb30BaHUs;

- 3aujumHas ynakoeka — KOH(Urypauus matepuarnoB, NpefHa3Ha4YeHHbIX As 3almuThl bapbepHoil cucTeMbl ANS
cTepunusaLnmn U ee cCoaepXXMMoro oT NOBpEXAEeHUA C MOMeHTa cO0pKM (YNakoBOYHOI) CUCTEMBI 10 MeCTa UCMOMb30BaHUsA
(coaepxumoro),

- ynaKkoeoyHas cucmema — coveTaHne GapbepHoil cMCTeMbl ANS CTepUNU3aLym U 3aL4MTHON YNaKOBKH.

H.2 Kondourypauua B Hanxyawem cnyyae. MeaumumMHcKue usaenus

B NCO 11607-1:2006, nognyHKT 6.1.6, ykazaHo: «Ecnu Ana aHanornyHbIx MeULMHCKUX M3Aenunii ucnonb3oBaHa
OfHa W Ta Xe ynakoBoYHas CUCTEMA, criefyeT AOKYMeHTaNnsHO obopMUTE 0OOCHOBaHWE ANS YCTaHOBMEHUS CXOACTBa U
U eHTUdMKaLMn KoHUrypaumum ynakoBku NpU HauxyALIUX AOMyCTUMBIX YCNOBUSIX NpUMeHeHus. Kak MUHUMYM, criefyeT
Mcnosnb3oBaTh KOHMUrypauuio Npu Hauxyawunx AonNyCTUMbIX YCRoBUSX, YTOObI onpefenuTb COOTBETCTBME HACTOSILLEMY
CTaHzapTy».

B npegenax ceMeicTB MEAULMHCKUX M3aenuil (T. €. MeQULMHCKMX U3AENWniA, KOTOpble CXOXWU, HO He UEHTUYHbI)
obwwyto BapbepHyto cUCTEMY AR CTEPUMM3ALIMN MOXHO UCNONb30BaTh ANA 3aLUMThl LIENoro psaa MeaULMHCKUX U3genui.
HauxyaLimii 4onycTUMBIA BapuaHT onpeaenstoT NnyTem nageHTudukaLmmn MejUuLMHCKOro usaenus (U3enmuid), Kotopoe cos-
faeT Hanbonbluee HanpskeHWe ANA yNakoBOYHOW cucTembl. Hauxyalumii AonycTUMBIA BapuaHT KOHPUrypaLun MOXeT
npeacTaBnsATe co6oil Hanbonee rpomMosaKoe U TAXenoe nagenue B 06LIYHON rpynne MeANLIMHCKUX U3JENUA Unu uagenue
€ HanbonbLUMM YMCITOM COOPHBIX 3NEMEHTOB UNK ApPYrMx ocobeHHOoCTel. 3ayacTylo onpegerieHne HanxyaLwero Aonycru-
MOro BapuaHTa KoHdurypaumm noHATHo. OAHAKO B HEKOTOPLIX CyYasax MOXET noTpebosaTbCa UCNbITAHNE HECKOMbKUX
MEAULIMHCKUX U3Lennii (HanpuMep, camoro TSHKENOro U3AENUs, a Takke U3Aenua ¢ HaubonbwnM YnMcroM cGopHbIX ane-
MEHTOB), YTOBLI 06ecneynTb MOMHY0 NPOBEPKY CUCTEMbI HA NPOYHOCTL. [paBuUnbHaA xapaKTepucTUka W OueHKa Hau-
XyALUEro AOMyCTUMOro BapuaHTa KOoHUrypauum obecnequt HagexHyro 3aluTy BCEM APYrUM MEAULMHCKUM U3AENUsM
ceMeiicTBa €O CTOPOHBI paccMaTpuBaeMoi YNakoBOHHOW CUCTEMBI.

H.3 Hauxyawwui gonyctumblii BapuaHT. BapbepHas cuctema gnsa crepunusauuu

JononHuTenbHoe ykasaHue, Kacarolleecs MCMbITaHUA Hauxygllero AOnycTUMOro BapuaHTa, MpeAcTaBneHo B
MCO 11607-1:2008, noanyHKT 6.3.4, Ha aKcrnyaTaUWoHHbIe UCNBITaHUS YNaKOBOYHOR CUCTEMBI: «SKCMNyaTaLMOHHbIE UC-
NbiTaHWA JOMKHBI MPOBOAWTL Ha BapbepHON cucTeMe, MPUMEHAEMOoW B HaUXyALUWX YCNOBUSX, KOTOpas W3roToeneHa B
3aZlaHHbIX NMPOU3BOLCTBEHHLIX Mpefenax GopMUPOBaHUS U CKIIeMBaHUA YNaKoBKW U Nocrie BO3AEWCTBUS Ha Hee BCex
YCTaHOBMNEHHbLIX NPOLIECCOB CTepunusauumy. CyliecTByeT ABa AOMUHUPYIOLLMX NOAXOAA, KaCaloLLMXCS KIHOYEBLIX BONPO-
COB A@HHOro pasgena.

MepBbIi U Hanbonee obLMIA NoaXoh 3ako4aeTcs B Bolbope npefBapuUTesibHO CPHOPMUPOBaHHBIX BapbepHbIX cU-
CTeM ANS CTepUnu3aLmu, N3roTOBMEHHbIX C UCMOMNb30BaHWEM MOSTHOCTLIO BanMAMpPOBaHHOMo npolecca. BapbepHbie cu-
CTeMbl 4NA CTepUnu3aLnm, KoTopble NPOU3BeAEHbl CEPUIAHO, NAapPTUAMKU B TUMUYHBLIX Pabovnx yCroBUSX B paMKax OKHa
BanMaauuu, UCnbITLIBAIOT U oLieHuBatoT. [yTem BbiGopa nogxoasLlero pasmMepa BbIGOPKMA U3 HECKONBKUX NapTuii (06bIMHO
Tpex) ofWH MOXHO NOATBEPAUTL Ha 3aaHHOM AOBEpPUTENIbHOM YPOBHE, YTOOLI Bbin NpefcTaBrieH NomHbIA JuanasoH xXa-
paKTEpPUCTUK YNaKOBKM (Hanpumep, NPoYHOCTL KNeeBoro coeAnHeHns). CrieqoBaTentHo, Bbibop o6beMa BbIGOpKU 1 Yucna
oLeH1BaeMbIX MapTUil ABNSAETCA BaXKHbLIM KOMMOHEHTOM AOKYMEHTarnbHo 0hopMIIeHHOro 060cHoBaHWS. CyLecTBYeT MHO-
XKECTBO CTaHAapTHLIX 06pa3LioB, KOTOPLIE NOMOrakoT OMNpefeneHunto pasmepa BeIGOPKY.

Bropoit noaxoA BKIOYaET U3roToBrieHne BapbepHbIX CUCTEM LA CTEPUNU3aLMn B NPOU3BOSCTBEHHbBIX YCIOBUSAX
HauxygLuero cnyyas, 06bl4HO 3TO SKCTPEMarbHbLIE 3Ha4YeHWs B OKHE BanuaaLun. B HekoTopbix cryyasx 6apbepHble cucTe-
Mbl MOTYT W3roTaBMMBaTLCA NPW HaUMeHbLUEN TeMnepaType, HauMeHbLIEM AaBreHU U MUHUManbHOW NpogomKUTensHO-
CTW (CkeuBaHuA), AonycKaeMelM1 Banuaaumeit, 4Toobl Nony4uTb BapbepHble CUCTEMBI AN CTEPUM3aLMK C KadecTBaMU
KNeeBoro CoeMHEHWS, COOTBETCTBYIOLMMI HaUXyLLUEMY CIy4ato B HWXKHEN rpaHuue fonycTUMOoro uHTepeana. O6blMHO
napameTpbl, Mcnonb3yemble ans ycraHoeneHna OQ, ncnonesyroresa A4ns NpousBogcTea HapbepHbIX CUCTEM ANS cTepu-
nmsauun, KoTopble HeobxoguMel AN OUEHKU 3DEKTUBHOCTU YNaKOBOYHOW CUCTEMbI. OTOT NMOAXOH MOXET OKasaTbCs
3aTpaTHBIM, NOCKOMbKY NOTPEOYeTCs NPOU3BECTU KOHKPETHBIE M OTAENbHbIE NapTUK U3genuil ANa cosgaHnsa BapbepHbIX
CUCTEM AN CTEpUNN3aLMK B HaWXYALUWX YCIOBUSIX NMPOU3BOACTBA.
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M B TOM 1 B ApyroM noaxofe BbINOITHEHWE KOHEYHOrO KINeeBoro coeUHeHUs ANA 3akpbliTUS (Ha npeaBapuTensHO
ccopmMupoBaHHoit 6apbepHoOil cucTeme ANs CTepunu3aLun, cucTeMe NIOTOK — KpbILLKa UKW NO TeXHonorum popmmnpoBa-
HUSI — HanonHeHUs — YKyMNopKu) npu KpaHUX Unu 3a npegenamMm KpaHUX yCTaHOBIIEHHbIX 3HAaY€HWiA napamMeTpoB Mpo-
Liecca cknenBaHus, YTobbl 0becneunTb NponsBogcTBO bapbepHOI CUCTEMBI AT CTEpUIU3aLMn B HAUXYA LLMX JONYCTUMBIX
yCnoBuAX.

Moaxoa, npegycMaTpuBaloLmii goctxeHne coorBetctBus UCO 11607-1, Byaer 3aBUCETb OT U3rOTOBUTENS MeAU-
LIMHCKOro M3ennus, HO B KaXA0M criydae BuibpaHHbIil noaxoa HeobxoAuMo noaaepXarb NoAXoAALUM 060CHOBaHWEM, KO-
TOpbI BKNOYAIOT B AOKYMEHTarNbHO 0)OpPMITEHHBI NPOTOKON Banuaauun ynakoBku. Beibop 6yaer 3aBUCETb OT MOMUTUKK
KOpMNopaTUBHOrO pUcka U 3KOHOMUYECKUX NpobreMm.

H.4 Hauxyawuit gonycTuMbIN BapuaHT KoHcurypaumm ynakoBku. lpouecc nsroroenenus 6apbepHoi
CHUCTEMbI ANA CTepunu3aumm

Hauxyawuii sonycTuMblil BapuaHT KoHdUrypaummn cHoa obeyxgaetcs B UCO 11607-2:2006, nognyHkT 5.1.5: «[Mo-
cne BanuaauMu NpoLeccoB NPOM3BOACTBA NpeABapUTENbLHO OTOPMOBaHHBIX 6apbepHLIX CUCTEM U BapbepHOiA CUCTEMBI
ANs cTepunusayun HeobxoaMMo AoKyMeHTanbHO 0dopMUTL 0BOCHOBaHWE ANsl YCTaHOBMNEHUA nogobusa u naeHTudmka-
LM KoHdUrypaLmm B pacyeTe Mo HauxyALlemy BapuaHTy. Kak MUHUMYM, Heo6X0AUMO NPOBOAUTL BanuaaLuio KoHdUrypa-
LMK B pacyeTe No HauxyfLLeMy BapuaHTy AJsl YCTaHOBIIEHUsSI COOTBETCTBMA C HAaCTOSALUM CTaHAapToM». B atom cnyyae
HauxyzLLWiA A0NYCTUMbIA BapUaHT KOHGUrypaLum NpUMEHSIOT K npoLieccam Npou3BogcTBa 6apbepHbIX CUCTEM AN CTepu-
nnsauumn, a He camoro MeamuuuHeKoro usgenua. MNMpu BanugauumM NpousBoACTBEHHLIX NPOLECCOB (NpeaBapUTENLHO cop-
MUpOBaHHbIe) 6apbepHble CUCTEMBI AN CTEPUINU3ALMM MOXHO CrpynnupoBaTh B CEMENCTBa, Harnpumep naketbl ¢ 3uraa-
roobpasHoii BbIpaboTKOM, B KOTOPLIX AFIA BEpXa M HM3a UCMONb3y€ETCA OAWHAKOBLIA MaTepuari, HO pa3ruyHoro pasMepa.
YUTo6bl 06ecnevnTb 3HaYMMOCTL Banuvaaluu ans Bcero ceMeiictea 6apbepHbIX CUCTEM NS cTepunusauum, Heobxoaumo
naeHTUULMpOBaTL HaUXYALLUA A0NYCTUMBIA BapuaHT KOHUrypaLum ceMeicTBa (NpeaBapuTesnibHO chOPMUPOBaHHBIX)
GapbepHbIx cucteM. NpuU TepMOCKIIenBaHUM BaXHO paccMOTPETh Kpasi NnoLjagun KreeBoro coefuHeHusa. Hanpumep, v
Gonblune, U Marbie MIoLWaAnu CKIenBaHUA Ha nakeTax, brnucTepHbIX ynakoBKax NpeAcTaBnsioT 04MHaKoBbIe NpobneMsbl u
TpebytoT oueHkun. [ina TepModOpMOBaHUS NIOTKOB U KpbILLEK MOXHO paccMOTpETL obLee KONMMYeCcTBO KBagpaTHbLIX CaHTU-
METPOB CKIemMBaeMoi Macchl (T. €. obLyee KONMMYeCTBO KBafpaTHLIX CAaHTUMETPOB MOJ CKNEeUBaloLLei NNacTuHoit). Takoi
NoAXof NO3BONUT OLIEHUTb BIMSIHWUE HEA0CTaTOMHOIO MM M3BLITOMHOrO MPOKNEUBaHMUS, a Takke pacnpegerneHune gaerne-
HWUA U TeMnepaTypsbl.

BaxkHO Takke yyecTb, YTO HAUXYALLMIA JONYCTUMbIA BapuaHT KOHUIrypaLuumM ynakoBKU AMsi CKNEUBaHUSA MOXET He
COBMaCTb C HAWXYALUUM CryYyaeM AN Banugauun ctepunusayuu.
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MpunoxeHue |
(cnpaBouHoe)

CocTaBneHue NpoToKona Banuaauuyu KOHeYHOW YyNaKoBOYHON CUCTEMBI.
PykoBOACTBO ANA NPOMBILLSIEHHbLIX NPeaANnpPUATUIA

MpumevyaHne — Banugaunsa KOHEYHOW YNaKOBOYHOW CUCTEMBI, BKIOHatoWwen 6GapbepHyo CUCTEMY ANS CTe-
puUnNu3aLmMn 1 3alUTHYIO YNakoBKy, BKIOYaeT pa3paboTky COOTBETCTBYHOLLEro NpoToKona Banuaauuu, CNonNHeHne sToro
MpPOTOKONa U KPUTUYECKOro aHannaa pesynsTaToB UCbITaHWs, YToObl onpefenuTb, YA0BNETBOPAIOTCA NN NpeabaBnsemMele
K ynakoBo4Hol cucteme TpebosaHus (MCO 11607-1:2008, nyHkTsl 4.3, 6.3 1 6.4).

.1 MnaHoBble 3afa4n M UCXOAHbIE AaHHLIEe AN pa3paboTKu NpoToKona

Kputudecknm sneMeHToB npolecca Banuaauuu SsnsaeTcs AoKyMeHTanbHoe odhopMIIeHne nnaHa uensitaHuii yna-
KOBOYHOW cucTembl. OBBIYHO 3TO JenaeTcsi NOCPEACTBOM COCTaBIIEHNS NOLPOOHOro NPOTOKoMa, B KOTOPOM OMUCLIBAOTCS
NnocTaBreHHbIe 3aaqn, AeTanu KOHCTPYKUMW YNaKoBOYHOW cUCTeMbI, MraH(bl) BEIBOPOYHOro KOHTPOMS, 3afaHHbIA CPpoK
rogHocTH GapbepHoit cUCTeMbI ANA CTEPUNM3aLIMM UMM YNAKOBOYHOW CUCTEMbI, METOA LI UCTIbITaHUs M oBopygoBaHue 4ns
UX OCYLLECTBIEHWSA, KpUTEPUN NPUEMKM U Apyras OTHOCALLaACcs K geny nHdopmauusa. MNMpoTokon AormkeH BbiTk focTaTouy-
HO NOAPOGHLIM, UTOOLI BEAYLUMIA UCMBITAHUS WHXEHEP MOr MOHATb, YTO crefyeT AenaTb AN BhINOMHEHUS TpeboBaHMid
Banugauuu.

B npoTokone GyayT onucaHbl METOALI UCMbITAHUIA, NOAXOAALIME ANA OLEHUBAEMOrO TUNA YMakOBOYHOW CUCTEMBI,
BKIItOMas METOABI UCMBITAHUS LIeNOCTHOCTW ynakoBku (apbepHoil cuctemsl ANs cTepunuaauuu). (JononHutensHoe 06-
CYX[eHne METOAOB UCMbITAHUS MOXHO HaiTh B npunoxeHusax A u O.) CneayeT BoibpaTb COOTBETCTBYIOLLMIA METOJ, XKECT-
Koro BapuaHTa obpalleHuns 1 OTrpy3ku, YTOObl peanMcTU4HO NoATBEPAUTL LIENMOCTHOCTL YNaKoBOYHON cucTeMbl (6apbep-
HOW cUCTEMBI ANS CTepunmaaLum) n obecnevnTs BEICOKYIO BEPOSATHOCTL TOro, YTo 6apbepHasi cucteMa Ans crepunuaaum
W ynakoBOYHasi cMCTEMa JOCTUIHYT MecTa MPMMEHEHNA B MPUIOJHOM ANS UCMONb30BaHMA cocTosiHMK. B npoTokone crie-
AYeT ykasaTb TpeboBaHUs K CPOKY ro4HOCTU YNakoBaHHOrO MefULIMHCKOro U3 enus u metos BepudukaLum aToro acnekra
NMPOeKTUPOBaHWSA YyNakoBOYHON CUCTEMBI (JOMOMHUTENBHYIO MHpOpMaLMIO NO UCTONb30BaHMIO YCKOPEHHOTO CTapeHusi AN
OLieHMBaHUSA cpoKa roAHOCTU GapbepHOW CUCTEMBI AN CTEPUNU3ALIMKA UMK YTAKOBOYHON CUCTEMBI CM. B NMPUMOXEHUU A).
PasmMep BbIGOPKM AN BCEX METOA0B UCTMbITAHUS JOIMKEH ObITb focTarto4Ho bonbLumM, YTobbl 06ecneunTb 3Ha4YUMBIN CTa-
TUCTUYECKUIA aHanus 1 rapaHTUpoBaTh BLICOKYIO CTeNeHb HaAeXHOCTU. [Mocne paspaboTku NpoToKona ANns NpoeKkTupoBa-
HWS 1 OLieHWBaHUs yNakoBOYHOM cucTeMbl TpebyeTcsa yTBepXKAeHUe BCeX 3aTPOHYTLIX CTOPOH Nepes Ha4vanom UCnbITaHuid,
KOTOPOE, KaK BCE acnekThl NPOTOoKoNa, Heo6Xo0AUMO 3a40KYMEHTNPOBATD.

MpumevyaHue — PaspaboTka GapbepHOi cUCTEMbl ANA CTepunU3auun ABnAeTca GanaHcoM MMetoLerocs
BPEMEHU 1 PecypcoB, M MOXET OKasaTbCs, YTO NapameTpel NPOU3BOACTBA YNAKOBAHHOMO MEeAULMHCKOro usgenua GynyT
KOpPEKTMPOBAaTLCS B MPOLECCE UCMONMHEHMS NpoTokona. ONbITHLIE KOMNAHUM NPUMEHSIIOT FMGKWIA NogXxoa, HO Beeraa Ao-
KYMEHTUPYIOT BCe M3MEHEHNs NpoeKTa UM npoLecca ¢ apryMeHTUpOBaHHbIM 060CHOBaHUEM.

1.2 MoHumaHue npoeKkTUpyemoi KOH(UrypaLmmn ynakoBoYHONW CUCTEMbI

BaxkHbIM acnekToM Banugaummu npoekTa ynakoBOYHOW CUCTEMbI ABNSETCA NOHUMaHWE pasnuYHbIX YPOBHEN ynako-
BbIBaHUS, KOTOPbIe MOTYT 6bITb UCMONb30BaHkbI. [1ofHasA ynakoBoYHas cucTema MOXeT BKNoYaTb GapbepHyto cuctemy Ans
cTepunusauyum (Hanpumep, NakeT WIK JTIOTOK), AOMONHUTENbBHBIE YPOBHU 3aLUTHOR YNakoBKN (HanpuMmep, KapToH, roToBas
ynakoBka), a Takoke OTrpy3o4Hyto Tapy. [pu ucnbiTaHun onpeAeneHHbIM UHANKAaTOPOM NPUEMKNU NpoeKTa ynakoBOYHON
CUCTeMbI ABNSIETCA NoAAep)KaHue 6apbepHoii cucTeMbI AN cTepunusauun (NepBUHHON YNaKoBKK), KOTOpas oLeHUBaeTcs,
UCXOAA U3 pe3ynsTaToB UCTbITaHNSA LeNocTHOCTU. KpoMe Toro, BTOPUYHLIA U TPETUYHBIA YPOBHU YNakoBbIBaHUSA, KOTOpbIE
obecneynBaloT packrnagKy, MapkMpoBKY M 3alUTHbIe (PYHKLMK, 3a4aCTyI0 MOTYT OLeHMBATLCA NO OTASNBLHOCTU NO NPOTO-
Kony, NOCKONbKY BHOCAT CBOIA BKaj B 3P EKTUBHOCTb BCEW YNAaKOBOYHOW CUCTEMBI.

Mepepn NOArOTOBKOI NPOTOKOMa Banuzauumu ob6bIMHO OLeHUBatoT 610coBMEeCTUMOCTL GapbepHOI CUCTEMEI ANS CTe-
punusauun. U3rotoButenb MEAULMHCKOTO U3AENUs AOIKEH y4uTbiBaThb Nobble NoTeHUWanbHble B3auMOAENCTBUA Me-
OMUMHCKOE u3genue/ynakoBoYHast cucteMa (€crnm NpUMEHUMO) Nepef BNOXEHWeM CPeAcTB Ha Banugauuio 6apbepHoi
cUCTeMbI AN CTepunusauum.

1.3 NpynnupoBKa yNnakoBOYHbIX CUCTEM ANA Banuaauum

Mpw onpefeneHnn u oLieHMBaHNK YNIAKOBOYHOW CUCTEMbI He0BX0AUMO 064yMaTh APYrie KOHCTPYKLUN YNaKOBOYHO
CUCTEMBI M MEAMLIMHCKUX YCTPOMCTB, KoTopble MoryT notTpeboBatb Banugaumu. B 6onblumHcTBe cnyvaes cxoxue Meaun-
LMHCKMe nagenus, obpasyrolme ceMeiACTBO MeAULIMHCKUX U3AENUI, MOXHO BaNMANPOBaTL BMECTE TaMm, rAe YNakoBOYHbIE
MaTepuansl, ynakoBouyHoe obopyaoBaHue, NpoLECCH CTepUnU3aLum 1 Jpyrue acnekTsbl UCNONb30BaHNA U CPOKa FOAHOCTU
MeWLMHCKMX U3fenuin noxoxu. MoxHo nopekomMeHAoBaTb BHIGOpP KOMOWHAUMK u3fenne/ynakoBovHas cucTema, KoTo-
pasi NpeAcTaBnsAeT HauXyALLMiA criydaid, YTobbl 06ecnednTs MeHee TpeboBaTenbHble BapuaHTbl GapbepHoi cucTeMbl Ans
CTepunusaLum 1 COOTBETCTBYIOLLErO MeAMLMHCKOrO n3genus. Bo Bcex Takux cny4asx NpoTOKON AOMKEH BKoYaTh 060-
CHOBaHWe ANA NpUMEHSEMOro noaxoga. MHorga Takke BO3MOXHO NPUCNOCOGUTL CyLLECTBYIOLWMUE YNAKOBOYHBIE CUCTEMBI
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K MeAULMHCKAM U3AenmnsM, YToObl YMEHBLUUTL CAOXHOCTU C MPOTOKONOM Banuaauun Unu YTobhl NpoOBECTM BaMaaumto
M0 CLieHapUI0 HaUXYALLEro criyyasi, KOTOPblii OXBAaTUT MHOXECTBO KOMBMHaLMIA yriakoBodHas cucTeMa/MeuLUHCKOe nage-
nue. MeiULIMHCKWE U3[ENNSA CO CXOXMMU (DU3UYECKUMU pasMepaMu W/MNKU KOHUIypaLMK yNakoBOUHbLIX CUCTEM, CXOXKUX
C MPOLIEALIMMY BanuaLuio KOHCTPYKLMUSIMU, MOTYT AaTk OCHOBY /if151 BECKOrO OCHOBaHUS1 OFPaHUYNTL KOSTIUYECTBO UCMbI-
TaHui, TpebyloLUXCs ANs ycTaHOBMNeHUs 3(hdEKTUBHOCTU GapbepHOii cUCTeMbI AN CTEpUIM3aLIvK.

.4 OnpegeneHue pasmMepa BbIGOPKM ANA BanuaauMm KOHEYHOM YNaKOBOYHOW CUCTEMBI

BuibpaHHLI pa3amep BblGopku GyfeT 3aBUCETb OT YNAKOBOYHOW CUCTEMBI, nopanexalyeid UcnbiTaHuilo (Hanpu-
Mep, bapbepHas cucTema ANs CTepunusauyy, 3aluTHbIE YNaKoBKW, TpaHCMopTHas kopobka), Tuna peakuyuu Ha Ucnbl-
TaHWe (KavyecCTBEHHasi XapaKTepucTUKa WUnn nepemMeHHas) U BOMpOCOB, CBA3aHHbLIX C MPUEMIIEMbIMU YPOBHAMU pUcka
(UCO 11607-1:2006, nyHKT 4.3).

a) [ina 6apbepHoil cUCcTeMbl AN CTEpUnU3aLmMK, KoTopas B Nepsyto odepefb byAeT onpeAensTb NpUemMnemMocTb
BCeil yNakoBOYHOW CUCTEMBI, UCTLITAHWUSA CIIEAYET BhIMOSHATb, UCNONb3yA pa3Mep BbIOOpKW, KOTOpLIA oGecnevuTt nony-
YeHWe CTaTUCTUYECKU 3HAYUMBIX aHHbIX.

6) [Ansa kayecTBEHHLIX AaHHBIX (HanpuMep, NpoiAeHo/He NpoiiaeHo) pasmep AaHHbIX ByAeT 3aBUCETL OT XenaeMo-
ro YpoBHs1 J0BEPUSA U XenaemMoil HafieXXHOCTU pesynbTara.

B) [Ans nepeMeHHbIX AaHHLIX B UCTIbITAHUSIX, 1€ NofyYaloT pearnbHoe 3HavYeHue, B MPOTUBOMONOXHOCTb pesynbra-
Ty npouaeHo/He npoiiaeHo Tpebyetcsa BeIGopka MeHbLLEro pasMepa, YTo6bl NONYYUTb CTAaTUCTUYECKN 3HAYUMOE 3Haqe-
HUe. [o3TOMY peKOMeHAYEeTCA TaM, ri€ BO3MOXHO, NPeBpaTUTb UCTbITAHUSA KaYeCTBEHHbIE B UCNBbITAHUS KONUYECTBEHHbIE
(Hanpumep, UCMIONb3YA LUKany oLeHoK), YToObl YMeHbLUNTL TpebyeMblii pasMep BbIGOPKU.

r) TpaHcnopTHasa kopobka, koTopas OyaeT BMeLyaTb UHAMBUAYalIbHBIE GapbepHble cUCTEMBI ANA CTepunusauum
nubo BTOPUYHLIE UMK TPETUYHbIE KOPOOKU, MOXET UMETH HECKOMBKO pasmMepoB BbIGOpKW, HavnHaa ¢ ogHoro obpasua,
€Cfnn B OjHOW TPaHCMNOpPTHOW KOpoOKe COAEpXMUTCA AOCTATOMHOE KOMMYECTBO BapbepHbIX CUCTEM ANSA CTepunusauuu,
YTOObI BEINONHATE afjeKBaTHLIE NapanseribHble OnbiThl B UCMbITAaHUAX YNaKOBOYHOW CUCTEMBI.

MpumevyaHne — [AnA eAUHULILbI UCNIBITYEMOI KOHpUrypauum, HanpuMep yNnakoBOYHOW CUCTEMbI, coaepXaLLen
IABeHaauathb (12) bapbepHbIX CUCTEM ANSA CTepunusauum, pasmep Beibopku coctaBuT He ABeHaguaTh (12), a oauH (1) 06-
paseu, a kaxaas 6bapbepHas cucteMa byaet aenaTbea 1/12 yenoro obpasuya.

1.5 OnpeneneHue KpuTepueB NMpUeMKU

KpuTu4eckMm KOMNOHEHTOM BanujaLumn SBnseTca onpeaeneHne, YTo COCTaBUT NONOXUTENbHLIA pesyneTaT Banu-
Jauun. CriegyeT yCTaHOBWUTb KPUTEPUN NMPUEMKN [0 Havana Banugauun U CKOHLEHTPUPOBATLCA Ha NOCTaBKe MefULUH-
CKOro U3fenus KOHEYHOMY MONb30BaTENHO B HENOBPEXAEHHOM U CTEPUNBHOM COCTOSIHUM. [leTanbHble KpUTEPUM NPUEMKM
MOTYT NO3BONUTb AOMYCK Ha MOBPeXAeHne MeAULIMHCKOTO U3AENNUS UK ero YNakoBOYHOI cucTeMbl. ddopMa U cofiepXaHue
NPUEMOYHLIX KPUTEPUEB MOTYT MEHSTLCS B LUMPOKOM AWana3soHe B 3aBUCUMOCTU OT KOHKPETHOI cuTyauuu. Metogsl MoryT
MeHSTbCS OT MPOCTOro KpuTepus npoiigeHo/He NpoiAeHO [0 UCKITHOUUTENBHO KONUYECTBEHHBIX KPUTEPUEB UMM CUCTEM
aHanusa. BHeceHHbIE B NPOTOKOM NPUEMOYHBIE KPUTEPUM U TEXHUYECKUE YCIOBUS Ha YNaKOBOYHYHO CUCTEMY TECHO CBSI-
3aHbl, XOTSA NPOTOKON UccreayeT Gonblle acnekToB yNakoBOYHOW CMCTEMbI, YeM OGLIMHO OTCIEXMBAIOT B MpoLecce Mo-
BCEHEBHOro NPOU3BOLCTBA.

1.6 MoproroBka GapbepHOl CUCTEMbI ANA CTEPUNN3ALMYN K UCTILITAHUAM

BapbepHble cucTeMbl AnNa cTepunuaalunmn, NnpeacTaBneHHbie ANg Banuaaunmn npoekTa ynakoBo4HOW CUCTEMBI, U3-
roTaBn1BaloT B COOTBETCTBUM C TUMOBBLIMU pabounumm UHCTpyKuusAMU (SOP). YnakoBovHble cucTeMbl TpebytoT cTepunu-
3aluM ¢ NoMoLLbH NpoLUeaLlero Banuaauuio npolecca ctepunusauuun. Ctepunusanuio MoXHO NpesBpaTUTbL B NpoLecc,
NPOXOASLLMIA B HAUXYL LUUX JONYCTUMBIX YCMOBUSAX, MOCPEACTBOM BhIMOMHEHUS HECKONBKUX LMKNOB cTepunusauuu. Yna-
KOBOYHbIE CUCTEMbBI JOMKHbLI COAEPXKaTb peanbHoe MeAULIMHCKOE U3ernne UM ero UMUTaUuUIo, HECTU COOTBETCTBYIOLLYYIO
Mapkuposky, a IFU (MHCTpyKLMKU MO NPUMEHEHUIO) BKNAALIBAIOT YXKe B KOHEYHYIO, BEINYCKaeMyHo Ha PbIHOK YNaKOBOYHYHO
cuctemy (cm. DIN 58921).

1.7 OnpepeneHue ycrioBui TpaHCMOPTUPOBaHUSA

Ha ocHoBe BBOAHLIX AaHHLIX NPU NPOEKTUPOBaHWUM, KacatoLUXcsl roGanbHON NOrMCTUKU U pacnpeaeneHns, oXxu-
faeMbIX NS paccMaTpuBaemMoro MEAULIMHCKOrO N3 enus, onpeaensioT ucnbiTaHue Ha obpallyeHne U TpaHcnopTupoBaHue
(MCO 11607-1:2006, NyHKT 5.5). DTO UCNbITAHNE MOXHO CMNIAHUPOBATL C NOMOLLbIO PasfIUYHbLIX CPEACTB:
peanbHas oTrpy3ka (CM. NpuMeyaHue);

CTaH4apTW3oBaHHas uMUTaLMsA B nabopartopum;
nabopaTopHble UMWTaLMKU Ha OCHOBE U3MEPEHHBIX MONEBLIX AAHHBIX;

- BO3felCTBME OKpY>KatoLLel cpefbl (KMumaTuieckoe BO3AeNCTBUE) B 3aBUCUMOCTH OT paccMaTpuBaeMoro crydasl.

Pykoeoacteo no Buibopy noaxoAsliero MeTofa WCMLITAHWUS, CBA3AHHOrO ¢ npobnemamu pacnpepeneHns,
cM. ASTM D4169. Ana gononHWTenbHoW MHpopMaLMKM No 3KONOruveckuM npobnemam cM. npunoxeHne A.

MpumMevyaHne — He pekoMeHAyeTCs UCNONb30BaTh peanbHoe TPaHCNOPTUPOBAHUE KaK e4UHCTBEHHLIA MeToA
OLieHKM. OBLIUHO He CYLLECTBYET BO3MOXHOCTU JOKYMEHTaNbHO NOATBEPANUTL, B KAKOM PEXUME NPOUCXOANNA NepeBo3Ka,
B GoMnee XeCTKUX UMK MeHee XKECTKUX YCIOBUSIX.
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1.8 OnpeaeneHue cpoka roqHOCTH

OfHUM N3 BaXHbIX acNeKTOB NPOTOKONa Banuaauuu asnatotcs 060cHOBaHUE M NapameTpbl UCTbITaHUA ANA ycTa-
HOBIEHUA CpoKa FOAHOCTU MeauumHckoro usgenusa (MCO 11607-1:2006, nyHkT 6.4). Ecrin yka3aHo Ha ynaKkoBOYHON CK-
cTEME MEAMLMHCKOro usfenus, YnpasneHue KoHTpona kadectsa FDA TpebyeT fOKyMeHTanbHO NOATBEPXAEHHOrO CBU-
AeTenbcTBa, YTOObLI NoAAepXaTb 3asBNeHHble AaTbl OKOHYaHWS cpoka rogHocTh. EBponeiickuii coto3 TpebyeT ykasbiBaTb
AaTbl OKOHYaHNA CpOKa rOAHOCTU Ha YNakoBKax BCeX MefULUMHCKUX u3aenuin B cootBeTcTBUK ¢ [upekTtusoit EC Directive
93/42/EEC, koTOpas NOCTaHOBNSET, YTO «TpebyeTcs B COOTBETCTBYIOLLEM MECTE HAHECTU MAPKMPOBKY C YKa3aHMeEM JaTbl
(roga n mecsAua), AO KOTOPOI MOXHO UCNONBb30BaTL MeAULMHCKOE usgenue 6e3onacHoy.

MUcnonb3oBaHWe yCKOPEHHOMO CTapeHWs Ans UCTbITaHNs Cpoka rofHOCTU BGapbepHOl CUCTEMbI ANS CTepUnusalum
06bIMHO NPUHUMAETCA Kak AelCTBYloWEee ANA BHEAPEHUSA HOBLIX MEAULIMHCKAX U3AEMNiA NpU YCNOBUK, YTO €CTECTBEHHOE
cTapeHue B YCNOBUAX 3KCnnyaTauun NoATBEPAUT AaHHbIE, NOMYyYEHHbIE MPU YCKOPEHHOM cTapeHun. [poTokon ycKopeH-
HOro cTapeHus cneayert paspabaTbiBaTb Ha OCHOBE KOHCEpBATUBHOM TeMnepaTyphbl, KOTOpYo BbIGUpaloT Tak TLaTenbHo,
YTO6Bl MaTepuanbl (kak MEAULMHCKOrO M3genus, Tak U yNakoBOYHOA cuCTeMb) He BbINn NoBpexaeHbl B pesynbsraTe JKc-
TpeMarkbHbIX YCOBUIA, BEIXOAALMX 3@ rPaHuULibl AOMYCTMMOrO AUana3oHa Ars UCMorNb30BaHUS STUX MaTepuanos. O6bIMHO
BhIMOSTHSIIOT CEPUL0 UCTIbITaHUIA ANSA OLEHWBaHUA LieNIOCTHOCTU yNakoBkn (bapbepHOi cucTeMbl ANA CTepunusayum), oco-
GeHHocTel BCKpLITUA (ecny uMetoTesA) U 0BLLMX CBONCTB caMnX YMakoBOYHbIX Marepuaros.

Onsa obeyxaeHns UcnbiTaHUsA Ha cTabunNBHOCTL CM. npunoxerHne M, noanyHKT 4.8.2,

MpuMmevyaHue — [OMOMHUTENBHYIO UH(OPMAaLMIO MOXHO HaiTW B HOPMAaTUBHO-TEXHUYMECKOM [OKyMEHTe
EU-MEDDEYV 2.2/3.
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MpunoxexHune J
(cnpaBouHoe)

BBogHble gaHHbIe NPOEKTUPOoBaHUA. KauecTBeHHbIE XapaKTepUCTUKN MeAULIMHCKUX U3aernui.
PykoBoACTBO ANSl NPOMbILIIEHHbIX NPeanpUATUI

J.1 BBeaeHue

Mpexae 4Yem NPUCTYNUTL K NPOEKTUPOBAHUIO YNAaKOBOYHOW CUCTEMbI A1A MEAULIMHCKOTO U3fenus, noanexatiero
CPI/IHI/ILIJHOVI CTepunumsaymmn, BaxXHO U3YHUTb BCE Ka4e€CTBEHHbIE XapaKTepUCTUKN MEANLMHCKOro U3fenuna n TpeGOBaHI/IFI K
HeMy, KOTopble MOryT NOBMUATL Ha NPOeKTUpoBaHue ynakoBoyHoi cuctemsl (MCO 11607-1:2006, pasgen 6). Haunyuwuwii
crnocob BbIMNONMHUTE 3TO ANA OTBETCTBEHHbIX 3a NPOEKTUpoBaHne ynaKosquon CUCTEMbI 3aKrnk4aeTcAa B y4aCTun B MONHoOMK
paspaboTke NPOAYKTa, Ha4YMHasa ¢ caMoi paHHel ctaguu. MNMonyveHne Heobxogumon uHgopMauuu, Tpebyemoit Ans Ha-
Yana npovecca NPoeKTUPOBaHUSA, JOMKHO BbITb Kpocc-pyHKLMOHaNbHON JeATensHOCTLIo, Tpebytolleii B3auMmoaencTBus
psfa opraHusaumii. 3TU opraHU3aLyMmn BKIOYaOT (He orpaHn4mBasch 3TUM) TEXHUYECKWe, NPON3BOACTBEHHbIE, MapKeTUH-
roBble U peryrnupytoLlue opraHusayuu.

Ha BbICOKOM ypPOBHE BBOAHLIE AaHHbLIE NPOEKTUPOBAHWUA MOXHO MPefCTaBUTL Kak Ka4eCTBEHHbIE XapaKTepUCTUKK
MPOAYKLUUM M KOHKpETHBIE TpeboBaHNA B Heil. KauecTBeHHble XapaKTepucTUku NpoAyKLUMM — 3To 0BbIMHO dusnyeckue xa-
paKkTepucTUKN MEAULIMHCKOrO M3fenus, KoTopoe HeobXxoanMo yrnakoBelBaTk. KOHKpeTHble TpeboBaHUA K NpoayKLUM MOX-
HO pasfennTb Ha HECKOMBKO KaTeropuit. 3Tu kateropum senstoTca TpeboBaHUAMY K 3alyuTe NpoAyKUuK, TpeboBaHUAMM K
npounsBogcTBy, TpeboBaHUAMU K NpoLeccy cTepunnsanum, TpeboBaHUAMU K oBpaLleHnto, XpaHeHuIo U pacnpefeneHuio,
TpeboBaHWAMM K MapKETUHTY, BrogKeTHeIMU TpeboBaHUSAMM, TpeGoBaHNAMU NoTpebutens u TpeboBaHMsIMU pernaMeHToB.
Kaxgas n3 aTux KaTeropuii B3aMMOCBA3aHa ¢ APYrMU, pa3BuBaceTcs napannenbHo LUKy passuTus NpoayKLun U urpaet
pornb B onpeaeneHnn KOHCTPYKLMU KOHEYHOW YNaKkOBOYHOW CUCTEMBI.

Kaxpas ns aTux kateropuii 6yget obeyxeHa B npunoxeHun J, 4tobbl obecneunts 6a3oBoe pyKoBOACTBO Mno cbopy
BBOAHbLIX AaHHbIX Nepef NPOeKTUpoBaHWEM YNAKOBOYHOW CUCTEMbI AN MEAULMHCKUX M3AENWIA, noanexalyux dUHMLLHON
cTepunusaumu.

J.2 XapaKTepuCTUKKN npoayKunmu

MepBbiil aTan c6opa BBOAHLIX AaHHLIX NMPOEKTUPOBAHUA BKIIOYAET aHanu3 xapakrepucTuk MeAULIMHCKOTO U3 enusl.
3TO hu3nyecKkne xapaKkTepucTUKM MEANLIMHCKOrO U3AENNUs, KOTOPLIE MOMOTYT B MPUHATUN HEKOTOPLIX OCHOBHBIX peLUEeHNA,
KacatoLMxcs Tuna ynakoBoYHOW CUCTEMBI, TPEBYIOLWENCA ANA NOMELLEHNA MEANLIMHCKOro n3genus.

Pusnyeckme xapakTepucTUKU BKIIOHAIOT (HO 3TUM He OrpaHU4UBatloTCS):

a) Pasmep: MNoa pasmMepoM MEAULIMHCKOIO U3AENNA cneayeT NOHUMaTL ANUHY, LWWKWPUHY, AUAMETP 1 NpodunbL Mean-
LIMHCKOro M3AENUs N KOMIMIEKTYIOWUE, KOTOPbIE ABMAIOTCA YacTbio LeNoro n3aenus.

b) Macca: Onpegensitor 06Lyl0 Maccy MeULIMHCKOrO U3RENUA U BCEX KOMNAEKTYIOWMX, NOANEXALUMX YNaKoBbl-
BaHuIo.

¢) LleHTp TspkecTu: OnpeaensioT coxpaHaeT N MEAULIMHCKOE U3fenne paBHOBECUE NN CMELLAETCA, YTO NOMOXET
onpejenuTb OpUeHTaLuIo MeAULMHCKOrO N3[ennsi B ynakoBOYHO cucteMe.

d) Mpodunb: OnpegensloT NPodUNb MegULMHCKOTO N3ASNNUA U BCEX KOMMNNEKTYIOWMNX.

e) OcTpble KpOMKW/KOHLIbI: ONpeaensiioT Hanu4Yne OCTPbIX KPOMOK N KOHLIOB Ha MEAWLIMHCKOM U3AeNnh U KOMNNeK-
TYIOLLMX, KOTOpbIE MOTYT NOBPeAUTL GapbepHyto cucTemy Ans ctepunu3auumu. Takke onpegensior, TpebyeTca nu sawmra
nonb3oBaTenio UNm nuly, kotopoe 6yaeT BCKpLIBaTh YNAKOBOYHYIO CUCTEMY OT OCTPLIX KPOMOK W KOHLIOB Ha MeAMLIMHCKOM
n3genum u KOMMIEeKTYHOLLWX.

f) Xapaktepuctuku nosepxHoctu: Onpegensiot, TpebyeTcs nu cneynanbHas 3alUTa NOBEPXHOCTEN MeANLWH-
CKOro u3genusi u komnnektyowux. Hanpumep, yaeT nu sTo MeaULMHCKOE U3fernne ¢ NOKPLITUEM UMK C LIepOXoBaToi
NoOBEPXHOCTLIO, KoTopas nouapanaeT GapbepHble MaTepuanbl CUCTEMbI ANS CTEPUNU3ALUKM, UAU NONUPOBaAHHOE Me-
AVLMHCKOE n3fenne, KOTOpOe MOXET U3HALLMBATLCA Noj AeACTBUEM MaTepuarnoB 6apbepHON CUCTEMbI ANS CTepUnn-
3auuu.

g) Cpok rogHocTh: BaxXHO NOHUMaTb, MMeET N MeAULMHCKOE M3[enne faTy UCTeYeHNs cpoka AencTBUsA. A Takke
MOXHO N1 NPOANUTE CPOK rOAHOCTU NPU HANUYNMKU AaHHBIX AONONHUTENBLHON BanuaaLmu.

h) CnocobHoCTb K M3MeHeHUIo KoHdUrypauun: OnpeaensioT, MOXHO UM HET MaHMMYyNUPOBaTb MEANLIMHCKUM U3-
Aenuvem, 4Tobbl NpUcnocobuTb €ro Noj yNakoBOYHYIO cUCTEMY. HekoTopble ynakoBOYHble CUCTEMBI TPEBYIoT NOMeCTUTL
BHYTPb MeAMLMHCKOe usgenue, cobniogas onpeaeneHHyto opueHTauymio. CnocobHOCTb MEAULIMHCKOTO U3AEennUs K TpaHc-
hOpMUPOBAHUIO YACTO AAET BOIMOXHOCTb YMEHBLLUUTL pasMep YNakoBOYHOR CUCTEMBI.

J.3 PyxkoBoAacTBO NO 3awmte MeAUUMHCKOro usgenus

OnHol U3 rmnaBHbIX PYHKUUIA YNaKOBOYHOW CUCTEMBI SBAETCA 3allUTa MEQULMHCKOrO U3fEenna 4o MecTa UCMOoSb-
30BaHus. YTobbl cnpoekTupoBaTh 3PEKTUBHYIO MU SKOHOMUYHYIO YMAKOBOYHYHO CUCTEMY ANA MEAULMHCKOro WU3Aenusi,
crefyeT NpoBECTU OLEHKY YYBCTBUTENBbHOCTU MEAULIMHCKOTO U3enus. YyBCTBUTENBLHOCTb, HApPAAY ¢ TakMMKU chakTopamu,
Kak 06paboTka npu N3roToBneHUN, cTepunuaaums n obpalleHue nNpy pacnpegeneHnn u B MECTE UCNOSb30BaHUs, MOMOTYT
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onpeaenuTs TpeboBaHWA K obLLel 3alyuTe MeAULIMHCKOro n3fenus B UenoM. NMoHumMaHne sTux TpeboBaHuii NOMOXET Npu-
HATb peLleHme, Kacatolleecs BbiGopa MaTepuana Ans 6apbepHoil CUCTEMbI U 4N 3aLUTHON YNaKkoBKU.

OueHka TpeboBaHUN K 3aLyMTe MeLULIMHCKOro U3fenunsa AomkHa, Kak MUHUMYM, paccMoTpeTb criegyroLLee:

a) YyscTBUTENBHOCTE K TemnepaType: OnpefensioT, CyLecTBYIOT N Kakne-nnbo orpaHnYeHns no BO3AENCTBUIO
Ha MeMLMHCKOe nagenue KpahHux TemnepaTyp paspeLueHHOoro AuanasoHa. 3To NOMOXET onpeaenuTb, notpedyet nu
MeJWLMHCKOe U3AENNe KOHTPONMMUPYEMBIX OKPYXatoLLX YCIOBWIA MW pacnpeaereHuu.

b) Bnara/BnaxHocTb: OnpefenstoT, CyLLEeCTBYIOT /M Kakne-nubo orpaHW4eHUs no BO3AeNCTBUIO Ha MeAULMHCKoe
usgenue KpanHUX 3Ha4eHUN BNaXKHOCTY.

¢) CaeT: OnpeAensioT, CyLUeCTBYIOT N1 Kakue-nmbo orpaHM4eHust no BO3AeACTBUIO Ha MeJULIMHCKOE U3aenue ynb-
TpadunoneToBbIX (YD) nyyden unu ceeta BUAUMON YacTu cnekTpa.

d) Kucnopog: OnpeaensioT, 4yBCTBUTENBHO M MEJULIMHCKOe n3aenve K Kucrnopogy.

e) Ygap: OnpegeneHne UHTEHCUBHOCTU COyfapeHUil, KOTOpble MOXET NoNy4YUTb MeauuuHcKoe nsgenue 6es yna-
KOBKM, MOMOXET OnpefennTb cTeneHb 3aluThl OT yAapoB, KoTopas noTpebyeTcs OT yNakoBOHHON cUCTEMbI. Taloke BadKHO
NoHWMaTh, ByaeT N MeANLIMHCKOE U3fenne o4MHaKoBO BOCTIPUMMUNBO K CUNE YAApOB B ONpeAeneHHOW OpUeHTaLun.

f) Bubpauusa: Onpegensior, YyBCTBUTENbBHO 1M MeAULMHCKOe usgenue K Bubpaunn. Yacto npu npoekTuposaHun
YyNaKoBOYHOW CUCTEMbI MOMOraeT 3HaHNe pe3oHaHCHOWN YacToThl MeULUMHCKOro n3fenna. 9To NOMOXET onpeaennTb cTe-
neHb TpebyroLencs 3aLlmThbl.

J.4 PykoBoAcTBO NO XpaHEHUIo, pacnpeaeneHuio n obpaweHunio

J.4.1 TpoeKTUPOBLLMK YNaKOBOYHOA CUCTEMbI JOMMKEH MOHUMATL, Kakne HanpsXXeHWs UCNbITbIBAET ynakoBoYHas
cucTeMa Ha NpoTsHKEHWUU CBOEro XusHeHHoro Lukna. Ciofja BXOAAT BCe ¢akTopbl XpaHEeHWs, pacnpeaeneHus n obpalye-
HUA. TpeBoBaHUsA K YCNOBUAM XpaHeHus, pacnpefeneHus n obpalleHns onpeaensioT rmasHeIM 06pasom no Tuny Meau-
LIMHCKOro M3fenus, TUMy ynakoBOYHOW CUCTEMBI U TUMy pacnipefeneHus. MNonHoe noHMMaHue aTux pakTopos NOMOXET
paccMoTpeTb Bee TpeboBaHUA K HEOOX0AMMON 3alLnTe MEAULMHCKUX U3AENWA.

J.4.2 OueHka TpeboBaHUiA kK XpaHeHuto, pacrnpefenerunto n obpalyeHnto, JoMmKHa, Kak MUHUMYM, BKNOMaTbL cneay-
oLlee:

a) XpaHeHue: [pOBOAAT MOMHYIO OLIEHKY YCIIOBUI XpaHeHUA. 3Ta oueHKa AoMKHa BKNIOYaTb YCNOBUA XPaHEHUA Ha
NPOU3BOACTBEHHBIX NPEANPUATUSX, B pacnpefenuTenbHbIX LEHTPaX U y KOHeYHOro nonb3osatens. KniovesbiMu daktopa-
MW SIBMAIOTCS OrpaHWYeHNUs NpocTpaHCcTBa, Npobnemel cknagnpoBaHna unu WrabenuposaHus U BosgencTene Temnepary-
pbl/BNaXHOCTU. YCNOBUA XpaHeHUs Y KOHEYHbIX Nonb3oBaTenen OUEHUTL CNOXHee, B TO Xe BPpeMs, Kak MUHUMYM, JOSKHO
CyLLEecTBOBaTb NOHWMaHWe BCEro pazHoobpasusa yCrnoBUA XpaHeHUA MEeAMNLIMHCKOrO M3enua KOHEYHbIM Nonb3oBaTenemM.
Clofila MOXHO BKIOYUTL XpaHeHue B 6oMbHULE, B pErMoHanbHOM LieHTpe, Ui MEQULIMHCKWE U3 enns pasBo3AT Nno Krnu-
HWKaM TOproBble opraHn3auuu.

b) PacnpegeneHue/TpaHcnoptupoBaHue: [NNpoBOAAT OLEHKY YCINOBUIA pacnpegenexus. [NonHasa oueHka pacnpege-
TNIEHNSA MOXET OKa3aTbCs TPYAOEMKOW U 3aTpaTHOW, OfHaKo HeobxoAMMO B OCHOBHOM NMOHUMaTb (haKkTopbl, BKIOYEHHbIE
B pacnpefeneHune, 4Tobbl CnpoekTupoBaTt 3PP EKTUBHYIO U 3KOHOMUYHYIO YAKOBOYHYIO cucTeMy. Onpeaensior Takue
OCHOBHble haKTOopbl, Kak CpefCcTBa TpaHCMOPTUPOBAHUS, UCMONb3yeMble A51S NepeBO3KN MEAULIMHCKMX M3dennuil Mexay:
NPOW3BOACTBEHHEIM NPeANPUATUEM, YAANEHHBIM WU KOHTPAKTHBIM YUpEXAEHUEM, BbIMONHSAIOLMM CTEpUnusaLumio (ecnu
y4yacTByeT), LEHTPOM pacnpegernenus n notpebutenem. OueHka pacnpefeneHus AormkHa TakKe BKIloYaTb pacnpejerne-
Hue notpebutensam. Cnocobbl BEINOMHEHWSA BCEX NepeMeLLeHnii MeaMLMHCKOTO U3Aenns ABRSAOTCA KPUTUYECKUMU BBO-
AHBIMU A@HHBIMW MPOEKTUPOBAHMS.

c) Ob6palleHve: MNpoBoAsAT OLEHKY ycrioBuid obpalleHns ¢ MegULMHCKUM U3fenueM. OTa OLeHKa BKIOYaeT He-
CKOMbKO (pakTOpOB OT YCMOBUIA W3roTOBMEHUA, pacrnpefeneHns n notpedbutens. TpeboBaHus K 3awuTe MeAULIMHCKOMO
n3fenvsa 3a4acTyro HeMOCPEACTBEHHO CBA3aHbI C TeM, Kak obpallatoTcs ¢ MeULMHCKUM M3fenneM, BPYUHYO U1 € NOMO-
LLbIO MaLUWHHBIX cpeacTB. CpefcTaa ANns obpalleHns ¢ MefULMHCKUM W3genneM obbl4HO onpeaensioTcs KoHdurypaumeii
ero yrnaKkoBKMW, OT TOro, SABMSIETCA NN OHa OTAENbHbLIM NPeaMeTOM UMK eAuHNLEeR Ha NogAoHe, U Kak OHa MocTynaeT Ha
MECTO MCNonbL3oBaHuUs.

J.5 PykoBoacTBO MO U3roTOBNEHUIO

J.5.1 Mpexae YeM NPUCTYNUTb K NPOEKTUPOBAHWIO YNaKOBOYHOW CUCTEMBI A5 MEAMLMHCKOro nafenus Heobxogm-
MO U3YYWTb TEXHOMOrNYeCcKkne npoLiecchl, KOTOPLIM ByAYyT NofgBepraTbCs MefULIMHCKOE U3Aenne 1 ynakoBoYHas cuctema.
[MpOEeKTUPOBLYMK JOMKEH NOHUMAaTL BCE MpoLecchl, BOBMEYEHHbIe B (hOPMUPOBaHUNE, CKNenBaHNe U MapkupoBKy yrnako-
BOYHON CUCTEMBI.

J.5.2 OueHka TpeboBaHWii K M3roTOBMEHNIO JOMKHA BKITIOYaTb, Kak MUHUMYM, criefytoLlee:

a) MecTo: OnpefenstoT, rAe MeauLUMHCKoe naaenue Gyaet nNponsBoAnTECA U ynakoBbiBaTbes. Clofa MOXET BXO-
LOWTb HECKONbKO MECT, eClM MEeAULMHCKOe M3Aenne, KOMMOHEHTEl COOPKM UMK ChipbeBble MaTepuanbl JOMKHBI Nepeme-
LWaTbCA Mexay npefnpuaTUaAMK nepes PUHULLHBIM ynakosbiBaHneM. MecTo oLeHunBaltoT, 4Tobbl onpeaenuTb, CYLLEeCTBYIOT
N dpaKkTopbl OKpyXKatoLeid cpefbl, KOTopble HeOOXOAUMO OLEHUTb ANA ONpefereHns cpefn HUX PakTopoB, OKasbiBato-
LMX BAUSTHAE Ha NPUHATUE peLleHWUn OTHOCUTENbHO NMPOEKTUPOBAHWUA YNakoBOYHON CUCTEMBI. Takxe, ecrin O4HO U TO Xe
MEAULMHCKOE W3AENune nnaHupyeTcs Npou3BOAUTb B HECKOMNBKMX MecTax, Heobxoaumo naeHTuduumpoBaTs BCe cylle-
CTBYHOLLME pasnnuuna Mexay npeanpuatTusami.
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b) O6opyaoBaHue: HeobxoguMo MpOBECTU MOSHYIO OLIEHKY WMEIOWerocs ynakoBOYHOro 0GopyaoBaHus, yToGbi
CrNpoeKTUpOoBaTh 3hHEKTUBHYIO M SKOHOMUUHYHO YITAaKOBOMHYHO cUCTEMY. B Xofe Takoi OLUEeHKU OnpeaensitoT BO3MOXHOCTH
INS NPOEKTUPOBaHUS YNaKkoBOYHOW CUCTEMBI, COBMECTUMOM C CYLLECTBYIOWUM 060pyaoBaHueM. Taioke UAeHTUDULMPYIOT
BCe 3a30pbl, KOTOpble HEOOXOAMMO 3aMnoNHUTL NyTeM NPMOBPETEHUST AONONHUTENBHOMO YNAKOBOYHOrO 060pyAOBaHUS.

¢) Banugaums: KniouyeBbIM KOMNOHEHTOM Pa3BUTUS NMPOU3BOACTBEHHLIX NPOLECCOB ANA GapbepHLIX CUCTeM ANist
cTepunusayuu siBMsieT Banuaauus npouecca. BpeMs U cTOUMOCTb MeponpuUSTUA NO Banuaaumu Ans (popMUpoBaHus,
ckrnemBaHusa U c6opku GapbepHOil CUCTEMBI CHavana AoMmKHbI 06cyXxaaThes B NpoekTe 6apbepHoOil cMCTEMBI.

d) O6yyeHue: N NpoeKTUpOBaHUS HOBLIX GapbepHBIX CUCTEM CeAYeT PacCMOTPETh BPeMsi U CTOMMOCTb Mepo-
NpuUsiTHid No 06y4eHnto onepaTopoB cobupaTb YNakoBOYHYIO CUCTEMY UKW YNPaBnsTbL 0GopyaoBaHUeM No cOopke.

J.6 PykoBoACTBO Nno npoLueccy cTepunusauum

Mpexae 4eM NPOEKTUPOBATL YNAKOBOYHYIO CUCTEMY, HEOBXOAUMO NOHUMAaTL NPOLECC CTEpUNU3aLMn MeanuuH-
CKOro n3genus. 3HaHne npolecca CTEPUNM3aLUN NOMOXET PYKOBOAUTL KNIOUEBLIMU PELUEHUSIMU, KacaloLuMUCcs Mate-
puanoB KOHCTpyKUUU ANs GapbepHoil cUCTEMBI AN cTepurnvaaLuu. JononHuTenbHyto HgopMaLmio no TpeGoBaHuaM K
npoueccy CTepunu3aLnn n CCbinikam MOXHO HaiTi B NpusioxeHuu B.

J.7 PykoBoACTBO NO MapKeTUHry

J.7.1 MpoeKTMPOBLYMK YNAKOBKM JOIXEH MOHUMATb OCHOBHBIE MPUHLMMLI MapKETUHTa MeaUUUHCKOro u3genus. ba-
30BbIif NNaH MapkeTuHra o6ecneunt o6paboTKy AaHHbIX, KacaloWwmxcs noTpeGuTenei, poIHKOB U MecTa paccMarpuBae-
MOTo U3genus B o6LeM nnaHe No MeAULMHCKUM u3genuam. STa uHdopmaums GyaeT Ucnonb3oBaTbes ANA NPOABUKEHUS
psLa KMNio4eBbIX peLueHnit OTHOCUTENBHO NPOEKTUPOBaHUS YNaKOBOYHOMW CUCTEMBI.

J.7.2 OueHka Tpe6GoBaHwil K MapKETUHTY MEAWULIMHCKOrO U3AENUs AOMKHA, Kak MUHUMYM, BKIOYaTL cregyioLuee:

a) MoTpebuTenu: MnaH MapKeTUHra MOXET AaTb OCHOBHYIO aHaNUTUYECKYI0 UHCPOPMaLWIo O TOM, KTo GyAeT nosib-
30BaTbCA paccMaTpUBaeMoii ynakoBouHoi cucTemoi. dakTopbl, KacatoLuecs NoTpebuTens, Kak UCNoNb3oBaTh YNakoBoy-
HYt0 CUCTEMY, MOMOTYT NPUHATE OCHOBHLIE PELIEHNSI OTHOCUTENBHO MPOEKTUPOBAHUS YNAKOBOYHOW CUCTEMBI.

b) PbiHku: MnaH MapKeTUHra ONpeAenuT, Ha Kakue PbiHKM MOXHO npeanaraTb paccmarpuBaeMoe MeauuUHCKoe
W3ferue 1 B KOHEYHOM WUTOre MpogaBaTh. STO MOXHO UCMONb30BaThb AN ONPeAeNeHUs KOHKPETHLIX TpeGoBaHWil CTpaHb
OTHOCUTENBHO MaTepuarnoB, MapKUPOBKY U pacnpeAerneHusl, KoTopble MOTyT NOBUATEL Ha NPOEKTUPOBaHWe YNaKoBOYHOM
cUCTeMBl.

c) KoHdurypauus: MnaH MapkeTuHra MoXeT AMKTOBaTb, KaK YMakoBbIBaTb MeAULMHCKOE WU3fenue: OTAenbHLIMU
efuH1LaMu, B rpynnoBoi Tape (MynsTUMNak) v faxe Kak 4acTb Habopa ¢ ApyrUMU MeguLUMHCKUMU u3genuamn. OBblMHO
MapKeTVHT onpegernseT HeoGXogMMOCTE B 3TUX KOH(UIypaLMaxX Ha OCHOBe NpeamnonaraeMoro obbema, 3anycka B Npou3-
BOLCTBO, CpefjHelN NpofaxHol LieHbl Ha npejrnonaraeMeix pbiHKax U NOrMCTUKU, CBA3aHHOM ¢ pacnpegeneHueM. XoTs npo-
EKTUPOBLLMK YNaKoBOYHOM CUCTEMBI MHOTZ@ HE YYacTBYET B NPUHATUN PELLEHWA, OHU SIBMSIOTCS KIMHOYEeBLIMU BBOAHLIMM
AaHHLIMU ANs NPOEKTUPOBaHMA YNakoBOYHOW CUCTEMBI.

J.8 PykoBoacTBoO no 6roaxety

J.8.1 OBWmMM hakTopoM A BCeX MPOEKTOB, KacaloTcs S OHW NPOEKTMPOBaHWUSA YNakoOBOYHOW CUCTEMBI AN Me-
AVLMHCKUX M3Aennii, nognexalynx dhMHULLHOM cTepunnsaumm, Unu HeT, sensaetca bioaxeT. MNpexae YeM NpoekTMpoBaThb
YNaKoBOYHYIO CUCTEMY ANA MEAULMHCKOro M3aenusa, HeobxoAuMO NonHoe noHuMaHue BrofkeTa Ans NpoeKTUpoBaHWsA
STOW YMaKoBOYHOW cucTeMbl. MoHMMaHue BrogKeTa NOMOXET PYKOBOAWTL NPUHATUEM BCEX BaXKHBLIX PeLUeHMWiA Ha BCex
3Tanax NpoeKTMPOBaHUS YNakoBOYHON CUCTEMBI.

J.8.2 OueHka TpeboBaHuii GroaXKeTa AOMKHa, Kak MUHUMYM, BKNIOYaTL cnegytoLee:

a) Matepuan: OnpefenstoT COOTBETCTBUE 3aTpaT Ha BbIGpaHHbIe MaTepuarbl yNakoBOYHOW CUCTEMbBI MEULIUHCKO-
My nagenuto. JononHUTENbHO paccMaTpyBaloT 3aTpaTel Ha HeoBXoAUMbIE YCTaHOBOYHbLIE MaTepuansl.

b) MpoussogctBo: OnpenensitoT 3aTpaThl, CBs3aHHbIe co cOopKol ynakoBoYyHol cucTembl. Clofa BXOAAT 3aTpaTthl
Ha MHCTPYMeHTapuii, 0bopyAoBaHue, apeHay NOMELLEeHUs, HaknagHble pacxoAbl 1 onnary Tpyaa.

¢) Llenoyka noctaBok: OnpefenstoT pacxoabl, CBA3aHHbIE C OTCHINKOW MEANLIMHCKOro U3f enus Yepes cucteMy pac-
npegenexus. Cioaa BXOAUT CTOMMOCTb NEePEeBO3OK MeXAY NPeANPUATUAMU, NEPEBO3OK B LIEHTPLI pacnpefeneHns U oT-
npaBku noTpebutenio.

J.9 PykoBopgcTBO no norpebutensam

J.9.1 TMpoeKTUpPOBLYMK YyNaKOBOYHOW CUCTEMbI JOIMKEH NMOHUMATL OCHOBHbIe TpeboBaHWS, KacaloLnecs ynakoBoY-
HO cUCTeMbl ANA MEeAMLUMHCKUX U3AENuiA, nognexawmx hUHULWHON cTepunuaauun. OcHOBHbLIE TpeboBaHUA 3akniova-
toTCH B TOM, 4YTO GapbepHasi cuctema Ans CTEPUNU3aLMKU Kak 4acTb YNakoBOYHOW CMCTEMbl HyXAaeTca B NojAepxke
CTEPUNBLHOW LIENOCTHOCTU U NpefycMaTpuBaeT acenTuyeckoe U3BnevYeHne CoaepXMmMoro B Mecte Ucnonb3osaHua. Kpo-
Me TOro, oLieHka TpeGoBaHuiA K NOTPeBUTENI0 MOXET OKa3aTbCs COXHBIM NpoLueccoM. B To xe Bpemsi, 4To6bl cnpoekTu-
poBaTb aPPEeKTUBHYIO YNAKOBOYHYIO CUCTEMY, BaXKHO KaK MOXHO Nyylle NOHUMaTL NOTPeOUTENS N 3HATL OKPYXaroLLyio
ero cpeay.

J.9.2 OueHka TpeboBaHuil K NOTpebUTEnto AOIMKHA BKINOYATh, Kak MUHUMYM, cnepytollee:

a) Motpebutens: BaxHo noHUMaTB, KTO ByAieT nonb3oBaTeCA YNaKoBOYHO| cUcTeMOoi. [ins MefULMHCKOro U3 enus,
noanexawyero pUHULIHOM CTepUnM3aLMm, 3To 3a4acTyto TEXHUK ONEPAaLMOHHON, HO B TO Xe BPeMS 3TO MOTyT 6biTb pasHble

77



rOCT P 58162—2018

paboTHUKKM B pasHbIX 06CToATENBCTBAX. [TOHMMaHWe MakcMManbHbIX TpeboBaHWin K NOTpebuTento NOMOXET B npouecce
NPUHATUA peLLEHNA 0 MPOEeKTUPOBaHUN.

b) Okpyxatowas cpeaa notpebutensa: Onpeaensior ycnosua B MeCTe UCNOMb30BaHWA, B KOTOPOM GyaeT BCKpbI-
BaTbCs BapbepHas cuctema Ansa cTepunusayun. [Ans MeguUMHCKOro usaenus, noanexatero GUHULWHON cTepunusauum,
06bIYHO 3TO onepauuoHHan unu GonbHULA. YacTo okpyxalolne yCnoBuAa OKasbiBaloTCA CTPECCOBLIMU, YCKOPSIIOLLMMA
pa3spyLueHUe U3Aenus, NOSTOMY CnefyeT NpefnpUHATL ornpefeneHHble Mephbl, 4ToObl LCNONBb30BaHWE YNAaKOBOYHOW cUCTe-
Mbl HE BHOCUIO JOMOMHUTENBHOMO HanpsiXxXeHus B aTMocdepy NpUMeHeHUa usgenus.

¢) Jlerkoctb BckpbiTUS: BapbepHas cucTeMa Ans cTepurindannm onKHa Nerko BCKpbIBaTbCS, YTOObI M3BeYb Meau-
LIMHCKOE n3fenuve, He HapyLasn acenTuku. OTO OCHOBHOIR MPUHLMM yNaKoBbIBaHUA CTEPUNLHOrO MEQULIMHCKOrO U3aenus.
Ecnun 6apbepHyio cucteMy BCKpbITh CIOXHO, YBENMUUYMBAETCH PUCK KOHTaMUHALMW. [pu HapyLLEHUN CTEPUNBLHOCTU Mean-
LIMHCKOro U3fienus NPUMEeHATb Takoe U3fienue He [onycKaeTcs.

d) UpeHTndukayms meguumHckoro usgenus: PaccMmartpusalor Bce TpeboBaHUA K naeHTUdMUKaLUN MEANLIMHCKOTO
n3fenus, KOHKPETHO OTHOCUTENbHO MoTpebHocTell NoTpebuTena unu Te, KOTopble NOMOryT noTpebutenio B cpeae uc-
nonb30BaHWUA 3Toro uagenus. JJononHUTENbHY0 MHCOPMALUIO U CChINIKU Ha TpeboBaHUA K aeHTUdUKaLum MeanLMHCKOro
M3aenusa MOXHO HaiiTu B npunoxeHun N.

J.10 PykoBoACTBO No pernaMmeHTam

BaxHO NoHMMAaTb NYTW perynupoBaHusi PIHKOB ANs pacrnpeferneHns MEAULMHCKUX n3aenuii. TpeboBaHua paspe-
LEeHMs1 OT PEeryrupyHoLLUUX OpraHOB YacTo pasnuyaloTcsl B pasHbIX PErmoHax U MOryT MOBSIMSITb Ha MpoLlecc NpUHATUS
peleHNst NpyU NPOEKTUPOBAHWMN YMaKOBOYHOM cucTeMbl. [JoMONHATENBHYIO MHGOPMaLMIo Mo TpeGOBaHUsSIM pernamMmeHToB U
CCbIfTkaM MOXHO HaiWTh B npunoxeHumn N.
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MpunoxeHue K
(cnpaBouHoe)

MexaHu3MbI aHanu3a pucka. PykoBoACTBO A4St NPOMBIWSEHHBIX NPeanpUATUIt
M MEeOULMHCKMX YYpPeXaeHuin

K.1 MpunoxeHusn

CylecTByeT MHOXECTBO MPUIIOXEHUIA ANS aHanm3a pucka, KoTopble MOryT BKNOYaThb:

K.1.1 Wcnone3oBaHue/npunoxeHus/cuctema: 3ToT aHanu3 paccMarpvBaeT yNakoBaHHOE MefiULMHCKOe u3genue ¢
no3nLuK NoNb3oBaTens, NoMy4MBLLENO 3TO MEULMHCKOE U3 enue:

a) noHumaHus TpeboBaHUii U onaceHwii nonb3oBarens;

b) nerkoctb NpUMeHeHUs, T. €. BCKPbITUS/U3BREYeHus;

C) NOHUMAHWSA NPUOXEHNIA MEAULIMHCKOIO U3AENUs U BpefiHble PaKToph!,

d) owmnbo4HbIl Nnopagka NCNoNbL3oBaHNSA MEAULMHCKOTO U3 enus.

K.1.2 MpoekT: MNpoLecc aHanu3sa npoekTa No3BoMseT paspaboTynkam paccHuTaTb U NPEAYCMOTPETE B MEAULMH-
CKOM W3AEMNM 1 YNaKoBOYHON CUCTEME KayecTBO W HafeXHOCTb, 3HaA NOTEHUWanbHble HEA0CTaTKK, KOTOPLIX MNbITalTCA
usbexatb. MNMepeyeHb NoTeHUManbHbLIX BUAOB OTKa3a CNpOeKTUPOBAHHOW KOHCTPYKLUK:

a) obpaboTka;

b) crepunusauus;

) pacnpepeneHue;
) B3aumopeiicTBue niogei;
) paccMoTpeHne yHUKanbHbIX BUAO0B 0TKa3a,;

f) paccMoTpeHue KOHKpPETHBIX OTKa30B BapbepHbIX XapakTepUcTuK.

K.1.3 lMpouecc: TexHONorn4yeckuii NpoLecc MOXeT BHECTU Cepbe3Hblil BKNaA B NOTEHLUWanbHble 0TKasbl Ha MecTe
(vcnonb3oBaHMs). AHanu3 npouecca MAeHTUDULMPYET NOTEHUWanbHbIe 0TKasbl, KOTOpble HEOBX0AUMO pacCMOTpeThb B
npovecce paspaboTku MEAMLIMHCKOrO U3fenus:

a) obopynoBaHue (pa3Hoobpasne yCTaHOBOYHbBIX NapaMeTpoB);

b) marepuankl (M13MeHYMBOCTb OT MApTUK K NAPTUK);

C) oKpyxarowwas cpefia (M3MEHYUBOCTL OT MECTa K MECTY),

d) nepcoHan (kBanudpukaumsa/onbIT).

c
d
e

K.2 MexaHu3Mbl aHanu3a pucka

K.2.1 AHanua BuaoB v nocneacTsuii otkasoB (FMEA). Ota MeTogonornsa NOMoraeT paHxxmpoBaTb BO3MOXHbIE OTKa-
3bl, KOTOpbIE MOTYT NoTpe6oBaTh AONONHUTENBLHOIO BHUMaHWUA unu 6onee rny6okoro aHanusa. AHanus FMEA o6ecneyu-
BaeT YNOPSAOHEHHbI aHanns KOHKpETHOW hyHKUMM ANA AEHTUdUKaLUMKU 1 KnaccndukaLimn No cepbe3sHOCT U3BECTHBIX
WNKW NoTeHUManbHeIX BUAOB OTKasa A0 TOro, Kak oHu cnyyatcsa. TunudHble warn FMEA skniovatoT:

a) WAeHTUUKaLUIO BaXKHBIX PYHKLUMOHaANBHBIX 3TanoB, T. €. npouecca;

b) nepesop xapakTepucTuk B popMaT NOTEHLMUANbHLIX BUAOB 0TKa3a,

C) MaeHTUMKaLMIO NOTEHUMAnNbHBIX NOCAEACTBUIA U NPUYNH B3aUMOCBA3AHHOMO (BTOPUYHOIO) 0TKa3a;
d) onpegeneHue TekyLLero KOHTPONS,

€) NMpUCBOEHUE KaTeropum XKeCcTKOCTH, HacTOThl MOABNEHUA U BLIABNEHUS,

f) pacdet RPN (KaTeropusi npuoputeTa ypoBHS pUcka),

g) cuctematusaumio RPN (dopmat MNapeTo) u onpeaeneHne pekoMeHayemMoro eicTeus,

h) perucTpauuto NpeanpuUHATOro AelCTBUS U onpeaeneHune pesynsrupytollein RPN;

i) nocrnegyroLyto AeATeNbHOCTb.

K.2.2 AHanus mMeTogoM aepea oTkasoB (FTA): AHanus FTA aBnaeTca AefYKTUBHBIM, « HUCXOAALWMUM» NOAXOA0M K
aHanuay BUAOB oTKa3oB. OH oBecnevnBaeT NOrmyecknit CTPYKTYpPUPOBaHHbIA NPOLIECC, KOTOPLIA MOXET WaeHTUULMpo-
BaTb OTKas3 M ero NnocneAcTBusi 10 TOrO, Kak OH pearnbHO npousoigeT. TunuuHble atansl FTA BKAOYaloT:

a) nepeyeHb BO3MOXHLIX OMAcHOCTel,

b) onpepeneHue oTKa3oB UnKU KOMBUHALMKM OTKA30B, YTO NPUBEAET K UMEHOBaHHLIM ONACHOCTAM;

€) NOAroTOBKY AMarpammel epesa OTKa3oB;

d) ucnonb3oBaHWe AepeBa OTKa30B ANA NpepbiBaHUA NPOSKTUPOBaHUS UMM UCKNIOYEHNUA N3 NPoeKTa Henpuemne-
MbIX MOCNEACTBUNA.

K.2.3 AHanus pucKOB U onpefaeneHne KpUTUHECKUX KOHTporbHbIX Todek (HACCP = XACCI): XACCI saBnaetca
cMcTEMaTMYECKUM MNMOAXOAOM K MeHTUUKaLMK, OLEHUBAHWUIO U KOHTPOIIO pUCKoB. TunuyHble sTansl XACCI1 BKrtovaloT:

a) npoBefieHUe aHanu3a creneHn PUCKoB,

b) onpegeneHune KpUTUUECKUX KOHTPONBHBIX Todek (CCP);

C) YCTaHOBMIEHUE KPUTUHECKUX NPEAENOB;

d) pa3paboTky npoLeflyp MOHUTOPUHra;

€) ycCTaHOBIIEHUE KOPPEKTUPYIOLMX AeHCTBUN,

f) paspabotky npouenyp BepuduKaLum;

g) pa3paboTKy npoueayp XpaHeHUs 3anucen U AoKyMeHTaLmu.
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OG6cyxaeHue nNrnaHoB BbIGOPOYHOro KOHTPONSA. PykOBOACTBO AN MEAULIMHCKUX YYpeXxaeHun

NCO 11607-1:2006 1 UCO 11607-2:2006 ycTaHaBnmBaloT B MyHKTe 4.2:

MnaHbl BEIBOPOYHOrO KOHTPOMS, Ucnofb3yemble ANs Beibopa U UCTIBITAHUIA YNaKOBOYHBLIX CUCTEM, AOMKHLI BbITh
NPUMEHUMBI K OLieHNBaEMbIM YNaKoBOYHbLIM cucTeMaM. MnaHbl BIGOPOYHOrO KOHTPOS AOMKHBI ObITb OCHOBaHLI Ha CTa-
TUCTUYECKU 3HAYUMOM 0B0CHOBaHUM.

MpumedyaHune — [pumepbl NOAXOAALMX NNaHOB BLIGOPOYHOrO KOHTpons npusegeHsl B MCO 2859-1 unu
NCO 186. B oTAenbHLIX CTpaHax v permoHax MoryT 6bITb YCTaHOBMEHbI MilaHbl 40MONMHUTENBHOrO BLIGOPOYHOrO KOHTPONS.

B MeAWLMHCKNX yYpexaeHNsX NOCTOSHHO BO3HWKAIOT BOMPOCH!, CBSi3aHHble ¢ TpeboBaHMAMM CTaTUCTUYECKN 3Ha-
YMMOro niiaHa BbIGOPOYHOro KOHTPOSSA: YTO 3TO 03HaYaeT U Kak 3To obocHoBaTk? B npunoxeHun L aaetca pykoBoAcTeo,
KaK OTBETUTb Ha 3T BONPOCHI B OTHOLLEHUN 6apbepHbIX CUCTEM OfJHOKPaTHOIO N MHOMOKpaTHOro NpuMeHeHus. Ecnu sawe
MEAULIMHCKOE Y4YpexXAeHNe He UMeET HaKOMIMEHHOro oMnbiTa Mo cTatucTuke, paboyas rpynna, paspabaTeiBatowjas SToT
LOKYMEHT, npegnoxuna 6ul 06paTuTbCA 3a NOMOLLLIO K CNeLUanucTy no cratucTuke. Kpome Toro, 3HauuTenbHblil 06bem
nHdopMaLn umeeTcs B VIHTepHeTe, 411A MOUCKa MO KIIOYEBLIM CIOBAM «MriaHbl BbIGOPOYHOIO KOHTPOMSi» UK «pa3Mep
BblGopKku». CyllecTByeT cemb NporpaMm Ha Beb-ysne, No KOTOpbIM MOXHO paccuuTarb 06beM BbIOOpKUM nocne seoga
Tpebytoueiics nHdopmauuu.

Llenb nnaHa BLIGOPOYHOrO KOHTPONS 3aknioyaeTcs B ob6ecrneyeHnn yBepeHHOCTU, YTO NpeABapuTenbHO onpeae-
TNIEHHbIE KPUTEPpUN NMPUEMKMN YO OBMETBOPSIOTCA He TOMbKO B obpasuax, HO 1 BCEMU MHOXECTBaMU UMW NapTUAMK, Npo-
n3BefeHHbIMU No 3TON TexHonornn. OAHMM U3 cnocoboB ABMNAETCA UCNBITaHUE KaX0ro YieHa MHOXECTBa UNu NapTuu.
Hanpumep, ecnu Bbl CTepun1MaoBanu 3arpy3ky, BkrovaroLyto 50 MeguUmMHCKUX nsgenuii B obepTke, TO KOHTPONb BCex yna-
KOBOK BMAETCA cTaTUCTUYeckn obLe3HayuMbiM obocHoBaHueM. [pyroii cnocob 3akrnioyaetcs B otbope (ANns KOHTpons)
MeHbLLero yucna ynakosok. OfgHaKko ecnu Bbl peLLunnn NpoBepuUTb TONBKO OAHO ynakoBaHHOE usfenue, 3To 4acT HeaocTa-
TOYHO MHOopMaLMK, 4TOOLI 06ecnevnTbL COOTBETCTBUE OCTANbHOW YacTU 3arpy3ku. AHanorMyHo, eCriv ofHoO yrnakoBaHHoe
u3fenue, KOTopoe NpPOBEPUIN, OKasanock HenpuemneMblM, To Hafo byaeT nepefensiBaTe BCIO 3arpy3Ky?

[apaHTUpOBaHHLIN YpoBeHb CTEpUIbHOCTU (SAL) SiBNSAETCA pe3ynsraTtoM cTepunusaumm U obbluHO npegnonaraeT
onpeAeneHHyo cTeneHb Age3akTuBaLnin MUKpoboB, NMPOU3BEAEHHYIO 3a CYET NpoLecca CTepUnu3aLm, UCNonb3yoLwero
HarpeBaHWe, XMMUYeckue BellecTBa, obnyyeHne unu codeTaHue aTux cpeacts. SAL He nogpasymeBaeT NPUMEHEHUS
Apyrux acnekToB 6e30MacHOCTU, Kak ypoBeHb Ae3akTusauuu B XofAe npouecca CTepunusayun, onUcaHua ypoBHsi bes-
OMacHOCTU AN COXpaHEHUA CTEPUNLHOCTU Nocne cTepunusauun. Ha nogaepxaHne cTepunbHOCTH BnuseT cama CBC,
HO rnaBHLIM 06pa3oM NpakTUKyeMble NpoLeAypbl 06palLeHNs U XpaHEHNS B MEANLIMHCKOM yupexaeHun. MosTomy Meau-
LiMHCKOMY yupexgeHuto notpebyeTcs onpeaenuTb 3T NPpoueAypsl M cnocob u ypoBeHb 6e3onacHocTn Ansa Bepudukauum.

CyLlecTByeT psf aKkTopoB, KOTOpbIe CReAyeT y4ecTb Npu pa3paboTke NNaHOB BbIGOPOYHOrO KOHTPONS € Lenblo
ornpefeneHns COOTBETCTBUS BCEro MHOXeCTBa UNKN BCEN NapTUW YNakoBOK NPeABapUTENbHO onpefeneHHbIM KpUTepUsaM.

- Yucno ynakoBoK B COBOKYMHOCTM UNKU NapTuKU. Ecnu Bawe yupexaeHne UMeeT ynakoBaHHbIA NPOAYKT W Bbl Npo-
13BOAWTE TOMbKO 1 LUT. B MecsiL, €4MHCTBEHHbIM 06LE3Ha4YMbIM NANAHOM BEIGOPOYHOrO KOHTPONS ABNAETCA UCNbITaHWE
Kaxaoi ynakoBku. B ToO Xe Bpems ecrin yypexaeHne nNpoussoAuT ynakoBaHHbIA NPOAYKT, @ COBOKYNHOCTL UMW NapTus
coctaenser 1000 wr. B MecAL, To GyAeT HE3KOHOMHO UCMBITLIBATL KXKAYI0 U3 HUX, NOITOMY paspaboTaHHbIi NNaH Bbl-
BGOPOYHOrO KOHTPOSS YMEHbLUAET pacxofbl 3@ CHET UCNBITAHUA TOMBKO YacTU COBOKYNHOCTU UNKU NapTUN.

- Cnocob npon3BoAcTBa NapTUM U ee onpeaenexune.

MpumeyaHne 1 — WNCO 2859-1 B nepeyld odepeAb MCNONL3YIOT ANA HENPEpbLIBHON cepuu napTuid
(cM. NCO 2859-1, nyHkT 1.2). B 6onbHULax, kak NpaBuso, He MPOU3BOAAT HENPEPLIBHON Cepun AEHTUYHBIX YNaKOBOK.

MpumevaHue 2 — BOMbHULBI MOMYT paccMaTpuBaTe (hOPMUPOBAHUE, CKNEUBAHUE M CTEPUIM3ALMIO CXO-
XKMX KOHLEMNUW yNakoBKM (HanpuMep, NakeToB) Kak cepuitHoe Npou3BOACTBO, HECMOTPA Ha TO YTO pa3Mepbl W 3arpysku
OTANYaIoTCA.

CnepoBaTernbHO, NapTUS MOXET paccMaTpUBaTLCS Kak YUUCNO NPOU3BEAEHHbBIX YNAKOBOK B Npefenax onpefeneHHo-
ro BpEMEeHHOro uHTepsana (T. €. B JeHb Ha 4eNnoBeKa, Ha yNaKkoBOYHbLIA CTON U T. 4.)

- TWN AaHHbIX, KOTOPbIE NPOU3BOAMT Balll METOA UCTLITAHWA. [JaHHBIE MOryT GbITb HENPEPLIBHBEIMU (YUCAO; HanpU-
Mep, NPOYHOCTb KNEEBOro COeANHEHUS) UMK ANCKPETHBIMK (NPOWASHO/HE NPORAeHO; HanpUMep, BU3yanbHbI KOHTPONb)
W TpebyIoT pasHbIX CTATUCTUHYECKUX METOAONOMIN U NnaHoB BeIGopouHoro koHTpons. Hanpumep, ANSI/ASQ Z1.9 paccma-
TpUBaET nepeMeHHble (HenpepbiBHble) fAaHHble, @ ANSI/ASQ Z1.4 — AnCKpeTHbIE (Ka4eCcTBEHHbIE) aHHble.

- VI3MeH4MBOCTb (CTaHAapTHOe OTKIIOHEHNE), KOTOPYIO NPOU3BOAUT METOA UCTBITAHNA. YeM Bbille U3MEeHYNBOCTD,
TeM Gonbliue obpa3sLioB Hago UCMbITaTb. ITO O4Ha U3 NPUYUH, NO KOTOPO pabovasn rpynna, paspabaTbiBatolias AaHHbIN
[OKYMEHT, peKOMEHAYET UCMONb30BaTh METOALI UCMbITAHWIA C 3aSBNEHUAMUA O NPELU3UOHHOCTA U CUCTEeMATUYECKON No-
rpewwHoctn (P&B), koTopble AEMOHCTPUPYIOT U3IMEHYUBOCTL METOAA UCNBITAHUS.
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- YpoBeHb puckKa, NpueMnemslil B BalweM yupexaeHun. CyLlecTBYET fBa TMNa PUCKOB, CBA3AHHLIX ¢ NobbIM nna-
HOM BbIGOPOYHOro KOHTpONA. OAWH PUCK 3aKMoYaeTcs B NpUEMKe COBOKYMHOCTU WM NapTuM, Aaxe €Crnn HeCcKONbKo
YNaKoBOK (haKTUYECKN HE COOTBETCTBYHOT KPUTEPUAM NPUEMKM. 3TO Ha3bIBAeTCSH «pUCKOM noTpebutensa», unu B. Bropoi
pyCK 3akntodaeTca B GpakoBke BCe COBOKYMHOCTU UMK NapTUM YNakoBOK, AaXe ecrn 3TO NPOUCXOAUT He B pesynbraTe
HecTaHZapTHOro fedekra. 3TO HasblBAETCA «PUCKOM MPOU3BOAUTENS», UMK L.

- Pacxogbl, cBsi3aHHble C MNaHOM BbIGOPOYHOrO KOHTPONS, 3aBUCAT OT MNnaHa U OT UCMbITaHWiA. Ecnu pacxogbl
CIULLKOM BBICOKW, pa3mep BbIGOPKN MOXHO YMEHbLUNTBL, NPW STOM BaXHO OCO3HaBaTb, YTO YPOBEHb pUCKa YBENUYUTCS.

Kak ykasaHo BhlilLe, dhakTopoM, yBenuumnsatowumM TpebytoLlmitca pasmep BbIOOPKU, SBMAETCA M3MEHYUBOCTL METO-
fa UCnblTaHUs, NOSTOMY BaXXHO MPEANPUHATE MepbI MO CBEAEHUI0 K MUHUMYMY M3MeH4YMBoCTW. OfUH 13 KpUTepues ycnexa
3aKn4aeTcAa B YCTaHOBNEHUN AeTallbHbIX, YETKO onpefenieHHbIX KpuTepues npuemMkm 1 MeToqorioruiu.

Tpebyetcs, 4Tobbl ANS KaXA0oN UCMBITYEMON Ka4eCTBEHHON XapaKTepUCTUKK CYLLeCTBOBANN YETKUE KpUTepun npu-
eMKKW. BnayanbHbIN KOHTporb 6apeepHbIX cMCTEM AN cTepunnaalmum ucnons3aosaTth fnerko. C ero NOMOLLbH MOXHO Npo-
cTo ybeanTben, UTO ynakoBKa Liena.

McnblTaHWe Ha NPOYHOCTL KIeeBoro coeAnHeHns chopMUPOBaHHbIX B BalleM yYpexaeHUn NakeToB Unn pyrioHOB
TpebyeT yCTaHOBMEHNSA BEPXHErO U HUXHErO NpefenbHbX 3HaYeHUd. Ecnm NpoYHOCTh KeeBoro COeAMHEHUS CIIULLKOM
HW3Kas, LUenOoCTHOCTb MOXET HapyWnUTbes. Ecnn NpoYHOCTE CANLLKOM BbICOKasi, TO MPU BCKPLITUM MOXET NPOU3OWTH pas-
pPbIB BOJIOKOH WUJTU paccrioeHne Mmatepunarnos. YacTto 3a MUHUMarnbHOE 3HaYeHne NPOYHOCTU KIeeBoro coegnHeHunA 6epyT
3HaJeHue, YCTaHOBIIEHHOE B KPUTEPUSX MPUEMKM, a TECT Ha BCKPLITUE BPYYHYIO LEMOHCTPUPYET BO3MOXHOCTb acenTu-
YEeCKOro U3BrneYeHnss COAEPXUMOro, N pe3ynbTaT ero UCNonb3yeTcs Kak BEpXHUA npeaen. MiMeeTca Heckonsko cnocobos
LOCTUXKEHUSA NPOYHOCTU KNEEBOrO COEAUHEHMUS, U BaXKHO PELUUTb, KaKUM METOAOM 3TO CAenaTh, U NPUAEPXUBATLCA 3TOrO
MeToAda. MiamepeHune NpoYHOCTU KIeeBoro COeAMHEHNS ¢ UCMONb30BaHUEM TPEX Pa3HbIX METOA0B NMO3ULMOHUPOBaHMWSA 06-
pa3la B UCMbITATENEHOM YCTPONCTBE MOXET faTh OUeHb pasHble pesynbTaThl. Takke BaXKHO YCTaHOBUTL MecTa AN onpo-
60BaHWA. MocTaBLUK NAKETOB, PYNIOHOB M 060PYAOBaHNS ANSA CKIIeUBaHWUSA MOXET NPefoCcTaBUTL MHopMaLMio, koTopast
MOMOXET YUpPEXAeHUI0 YCTaHOBUTL MPEeAenbHbLIE 3HaYeHUs.

Mpw npoeegeHun OQ n PQ nnaH BeIGOpoYHOro KOHTpons ByaeT oTnuYaTeCa OT MOBCEAHEBHOMO NiaHa ANs ynako-
BOK, BbINOMHEHHbIX B YYpexaeHUU. OTU 3Tanbl NpegHasHadveHbl 418 YyCTaHOBIIEHWA BO3MOXHOCTEW MCNOSb3yeMoro npo-
Liecca ynakoBbIBaTe M3genuve, a Ans AoCTUXeHUs atoro notpebyetca Gonblue AaHHbiX. Pedynsratel OQ u PQ MoxHO
MCcnonb3oBaTh AMA YCTAHOBNEHUS U OLEHKN M3MEHUYMBOCTU. DTO MOXHO UCMONb30oBaTb ASA MNOATOTOBKM MOBCEAHEBHBLIX
nnaHoB BeIGOpoYHoro koHTpons [108].
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MpunoxexHue M
(cnpaBouHoe)

McnbiTaHne Ha ctabunbHocTb (MCO 11607-1:2006, NnyHKT 6.4).
PykoBOACTBO ANA NPOMBbIWIEHHbIX NPeAnPUATUIA

M.1 YnakoBo4yHas cucTema C STUKETKOW WM MapKUpOBKOA, Ha KOTOPOW YKasaHa faTa OKOHYaHWs CpoKa rofHo-
CTV NPOAYKTa, AOMMKHA UMETb laHHble 0 CTabUNBLHOCTH, KOTOPLIE JEMOHCTPUPYIOT, YTO KreeBble coefuHeHUs GapbepHoi
CcUCTEMbI ANS CTEPUNU3aLMU U MaTepuarbl OCTalTCH JOCTaTOMHO CTabunbHbIMKY, YTOOBI NOALEPXKMBaTb LeNOCTHOCTL B
Te4YeHue ycTaHOBEHHOro BpeMeHW. MPOYHOCTL KNeeBbIX COeANHEHUIA MOXHO OLIEHUTL C MOMOLLILIO UCMLITaHUA Ha pac-
TAXKEeHWe UMW Ha paspbiB U Ha oTcravBaHue. Martepuansl 6apbepHbIX CUCTEM ANA CTEPUNU3aLun MOXHO WUCTbITaTk Ha
TaKne OCHOBHblE CBOWCTBA, Kak Npefen NPOYHOCTU MPW pacTHXKeHUW, YANMHEHWe, NPOKON U CONPOTUBIIEHWE pa3gnpaHuio,
GapbepHble cBoCTBa U ap. (cM. 4.3).

M.2 TpebosaHue NCO 11607-1 3akntoyaeTcs B TOM, YTO UCMbITAHUE Ha CTabUMbHOCTb 4OMKHO BbINOMHATECA Ha
OCHOBE CTapeHus B peanbHOM BpeMeHW. [aHHble 0 cTabunbHOCTU Ha OCHOBE YCKOPEHHOro cTapeHWst 06blMHO UCnomnb-
3YIOTCS, MOKa He nony4YaTt pe3ynsraThl Npy eCcTeCTBEeHHOM cTapeHuu. MNpu nogrotoBke o6pasuos GapbepHbIX CUCTEM ANA
UCNbITAHWS Ha cTabunbHOCTb HEOBXOAUMO OLIEHUTL Takoe Xe 4vcro obpasLoB, Kak AN UCMBITaHUA NPU YCKOPEHHOM
CTapeHuu, KOTopble CTePUNN3YIOT M MOMELLAIoT Ha XpaHeHue AN CTapeHUsi B eCTeCTBEHHbIX ycroBusaxX. CocTapeHHele 06-
pasLibl 4acTo UCMbITLIBAKOT Yepes UHTepBansl, bonee KOPOTKWE, YeM KOHEYHas AaTa, yKkasaHHas Ha STUKeTKe GapbepHoii
cUCTeMbl AN CTepunusaLyun, ocobeHHo Npu OLEHNBaHWM HOBbLIX MaTepuarnos, Korga daHHbIX 0 cTabunbHOCTU He UMeeTCA
UMK OHW OrpaHnUYeHs!.

M.3 B cTaHgapTe ASTM F1980 faeTcs LieHHOe pyKOBOACTBO, KacatoLeecsi paspaboTku YCIOBWiA yCKOPeHHOro cTa-
peHus, N obcyxaaeTca BaXHOCTb Belbopa TeMnepaTyp 4N CTapeHuUs, KOTOpble He NPeBbILatoT NPeLenoB, YCTaHOBNEH-
HbIX AR MaTepuanoB 6apbepHbIX CUCTEM LA cTepunmsauun. B fokymeHTe Takke obcyxgaroTca pasgerneHme nsyyeHus
CTabubHOCTW U UCMbITaHWNIT 3PPEKTUBHOCTY YyNaKoBOYHON cUCTEMBI U AanbHelwmne NyHKThI, UCXO4A U3 Toro dhakTa, YTo
HeT HeoBbXo4MMOCTH BKITIOHMaTb MegULMHCKUE N3aenusi B obpasibl 6apbepHbiX CUCTEM A1 UCTIbITaHUA Ha CTaBUNBHOCT.

M.4 TTOHATHO, YTO flaHHLIe ANSA KPUTEPUEB «NPORLEHO/HE NPORAEHO» MOXHO MONMYYUTb B UCNBITAHUAX HA YCKOPEH-
HOe CTapeHWe Wnu cTapeHue B pearnibHOM BpeMeHuW. B To e Bpemsi TeMnepaTypbl YCKOPEHHOro CTapeHWs MOryT co3faTh
ANA MaTepuana u 6apbepHOi CUCTEMbI ANSA CTEPUNN3aLMK KpaiiHe CROXHbIE YCIOBUSA, KOTOPble HE MOryT BO3HUKaTb B
peansHOM MUpe, U TakMM 06pasoM co3faeTcs NOXKHOe NpefcTaBneHNe o Bugax oTkasos. MNpu onpegeneHun Temnepartyp
CTapeHusa U KpuTepues NpMeMkn HeobxoauMo NposABnATE BorbLlloe TeprieHWe. MNonb3oBaTenb MOXET MNoucKkaTb TeHAEH-
LuK, ykasbiBaloLlme, YTO MaTepuarbl U KneeBble COEAUHEHUS MOTYT U3MEHATLCA TakuM 06pa3oM, YTo STO CO BpeMeHeM
NoBMWSAET Ha LeNoCTHOCTL BapbepHON cUcTeMbl AN cTepunusauuu. Hanpumep, ecnu TeHAEHUUN 3aMETHO HeraTUBHbIE,
TO MaTepuan MOXeT oKa3aTbCA HEMPUroAHLIM A UCMoSb3oBaHNUsA. PelleHne 06 ucnonb3oBaHWM BbIGpaHHLIX MaTepua-
noB v GapbepHoii cucTembl AN CTEPUNU3ALIMA OCHOBAHO Ha YPOBHE PUCKa U KPUTUHMHOCTU XapaKTepUCTUKKU NO OTHOLUe-
HUIO K PYHKLMKM BapbepHO cucTeMbl AN CTEpUNU3aLMKU U YNakoBOYHOW CUCTEMBI B NpoLecce obpalleHus, pacnpegene-
HWSA M XpaHEHUA N JOMKHO BbITb JOKYMEHTanbHO 0hopMneHo B 060CHOBaHMN.

M.5 UCO 11607-1 coBepLUEHHO Y€ETKO pasfenseT UCMbITaHWA CTabUNbHOCTU GapbepHOW CUCTeMbl ANA CTepunu-
3auMu 1 ucnblTaHns aPPEKTUBHOCTY YNaKOBOYHOW CUCTEMBI U CHUTAET UX OTAENbHLIMU pasaenamMu. [laHHblil cTaHgapT
He 3anpeLlaeT Nonb3oBaTento 06beANHUTL 3TN UCTIBITAHWUSA, HO NPU 3TOM HepeanbHble HarpsPKEHUs OKa3bIBaloTCA Ha 06-
pasLbl, YTO MOXET MPUBECTU K OTKa3aM, He NPOUCXOASALLUM NPU HOPManbHOM XpaHeHUu U pacnpegeneHun. CyulecTeyeT
HECKOMNBKO MPUYWH, MO KOTOPLIM He criefyeT 06beANHSATE UCMbITaHUS CTabunbHOCTM U UchbITaHUsA 3 EKTUBHOCTM yna-
KOBOYHOW CUCTEMBI:

a) MCO 11607-1 cunTaeT HapyLLueHne CTEPUNBHOCTI CKOpee CBA3AHHLIM ¢ COBLITUEM, @ HE CO BpeMeHeM. Takue
CobbITUS NPOVNCXOAAT Npu obpalleHn, XpaHeHUn 1 pacrnpegeneHnun MeguUMHCKUX U3Aenuii U oBbIMHO SBNSAIOTCA paspy-
LUMTENBHBIMU MO XapakTepy.

b) O6reanHeHNe ncnbITaHWii cTabunbHOCTU U UCTIBITAHWIA pacHETHBIX XapaKTepUCTUK MOXET co3faTtb AN ynako-
BOYHbLIX CUCTEM HepearnbHble 3KCTpemarbHble YCNOBUA U U3BBLITOMHbIE HaNpsXKeHWUs!, He BO3HUKAIOLLME B HOPManbHLIX
ycroBusix pacnpegenenus. Hanpumep, yckopeHHOe cTapeHue 3a4acTyio Bo3geincTByeT Ha 6apbepHble CUCTEMBI ANA CTe-
punn3aLun NOCTOSAHHO NOBbILLEHHbIMK TeMnepaTtypamu (255 °C) B Te4eHWe NpoAOKUTENbHLIX NEPUOAOB BPEMEHN (He-
cKonbko MecsUeB). 3alyMTHas ynakoBka MOXET 3Ha4UTeNbHO ocnabHyTb 40 TaKol CTeneHu, KoTopast MpUBEAET K OTKaszam
BO BpeMsi 9KCNIyaTaumoHHbIX UCMBITaHWA.

c) Ecnuv oTka3 npon3oiigeT Bo BpeMs aKCTITyaTalMOHHbBIX UCNbITAHWI COCTapeHHbIX YNakoBOYHLIX cUCTeM unun Ha-
pbEPHLIX CUCTEM AN CTEPUNU3ALIUN, TPYAHO UMK Jaxe HEBO3IMOXHO ONPeAenuTbL OCHOBHYIO NMPUYMHY. Cy4unca nu oTkas
3a cyeT cTapeHusi (BpeMeHM) Unu aTto Beino npobnemoii pacHeTHON 3hPEKTUBHOCTHU yNakoBku (cobbiTue)?

82



rOCT P 58162—20138

Mpunoxexue N
(cnpaBouHoe)

Ucnonb3osanue UHTepHeTa. PyKoBOACTBO ANA NPOMBISIEHHbIX NPeanpPUATHI
N MeANLIMHCKNX YYpexaeHuit

WHTepHeT cTan none3HbIM UHCTPYMEHTOM noucka WHopMaLuu No MeAULIMHCKUM U3AENUSM U COOTBETCTBYIOLLIMM
npodgeccnonanam. Mockonbky agpeca cCbiNOK NOCTOAHHO MEHSAIOTCS, HaUNYULNM BapUaHTOM SBNSAETCS UCTIONb30BaHne
UHEOPMaLIMOHHO-NIONCKOBOI cUCTEMBI. OBLIYHO MOUCK «PernameHTbl N0 MEAULIMHCKUM U3AENUaM B (cmpaHe)» faeT MHO-
XeCTBO CCINIOK. YacTo UMELOTCS yKasaHUsi aApecoB CChINOK C NepeBOAaMN PErfTaMeHTOB Ha APYrUX A3blKax.

MpunoxeHue O
(cnpaBouHoe)

Banugauusa metoga ncnoiTaiua. PykoBoacTBO ANA NPOMbIWAEHHbIX NPeAnpUATHit

0.1 UCO 11607-1:2006 n NCO 11607-2:20086, pasaen 4, TpebyloT Bangauum Bcex METOAOB UCNbITaHWA. Banuaa-
L1to MeToAia UCTIbITaHUA MHTEPNPETUPYIOT pasHbIMK NyTAMU. B npunoxeHun Q gaHo pykoBOACTBO MO Banugauyun Metoga
nenelTaHus.

0.2 MeTogbl MCMbITaHWSA, KOTopble NogBepranucb oduumanbHbiM MexnabopaTopHbIM McnbiITaHUAM [ILS, Takke
M3BECTHbIE KaK KpyroBble (MexrabopaTopHble) uccnefoBaHua] ABNAOTCA NpeanoYTUTENBHLIMU, Nockonbky ILS Bcerga
obecne4nT Nonb3oBaTens 3asiBeHNeM, yCTaHaBNUBAIOLLUM NOBTOPAEMOCTb (CXOAUMOCTb) U BOCNPOU3BOAMMOCTbL MeToaa
ucnblTaHus. MoBTOpAEMOCTb (CXOAUMOCTL) ABNAETCA MEpoil Bapuauuu B npeaenax oqHon nabopatopuu u 3aBUCUT OT
HeCKOMNbKUX NepeMeHHbIX, BKIo4as onepatopos, o6opyaoBaHWe, U3MEHEHNS B 3aBUCMMOCTU OT BPEMEHU U T. 4. Boc-
NPon3BOAUMOCTL ABMAETCA Mepol Bapuauui Mexay nabopartopuamu. B 6onbwnHecTee npumMepos ILS Takke oGecneunt
nosib3oBaTensa nokasarenemM YyBCTBUTENbHOCTU METOAa MCMbITaHWA, KOTopasa ABNSAETCA Mepoil NpeaenoB MeToAa UCTbl-
TaHuid. ILS MOXeT Taloke 06ecneqnTb nokasaternb KOPPEeKTHOCTU MeToAa UCTbITaHuii. Bce ykasbiBaeT Ha To, YTO MeToa
ucnblTaHuii Moxem 6bimb BaNMAUPOBaH, OAHAKO BaXXHO OTMETUTb, YTO Banugaumio He Npou3BoAST B HOBOW nabopatopun
6e3 [OMNOMHUTENBHLIX Mep.

0.3 Mpwn yTBepxaeHun metoga ILS B nabopatopum HeoBXOAUMO NPUHATL Mepbl ANA AEMOHCTpaLyuu, YTO STOT
meTof paboTaeT Tak Xe, kak pabotan npu BeinonHeHun ILS. O6bIMHO B OT4eTe No ILS ucnonb3ayroTca Npobbl pasnuyHbIX
MaTepuarnoB, Ha KOTOPLIX BLIMOMHSAIOTCA U3MEPEHUA B ANaNa3oHe pe3ynsraToB UCCNEAyeMoro MeToga ucnoitaHus. Torga
KaKk aTn npobbl 06bI4HO He ugeHTUdULMpytoTes B ILS, 3a4acTyio cneymanucTel MOryT OnNpeaenuTb UCTOUHUK STUX Npob.
[Mo3aToMy MOXHO BHIMOMHUTL OrPaHUYEHHOE BHYTPEHHEE UCCMefloBaHWe ANA onpefeneHns NoBTOPSieMOCTU B Npeae-
Nax Ballei nadopatopun. Takoe UccrnefoBaHne MOXET NPUHATE BO BHUMaHUE Takue ¢akTopel, Kak pasHble oneparophl
Unu pasHoe obopyaoBaHue U T. N. Pesynbrarthl Takoit Banuaaummn Heobxogumo gokymeHTuposath (MCO 11607-1:2006,
nognyHkT 4.4.1). Kputepuii npmeMkn 6yAeT BLINOMHEH, €Clu BHYTPEHHAS NOBTOpAeMocTb OyAeT paBHa Wnu nydile
ILS-Bocnpoussogumoctu (MCO 11607-1:2006, nognyHKT 4.4.2).

0.4 HeT HeobxoAUMMOCTM AEMOHCTPMPOBaTh, YTO YyBCTBUTENLHOCTb METOAA WUCMbITAHUA OfWUHaKOBa C YYBCTBM-
TenbHOCTbIO, onpegeneHHol B xoge ILS. [ocTatouHo ByaeT JoKyMeHTanbHOro noagTeepxaeHns B 06ocHoBaHUK, YTO npe-
Aenbl YyBCTBUTENBLHOCTYU B Ballieil nabopaTopun He BbIXOAAT 3@ paMKu gnanasoHa ILS (SBnsAoTca ero NogMHOXECTBOM).
Hanpumep, ecnu nabopartopus BbINOMHAET UCMbITAHWE Marepuanos Noj rmapocTaTudeckuM AaBneHUEM TONLKO B AWa-
nasoHe ot 20 fo 50, To HeT HeobxoAMMOCTU B BanuAaLum MeToaa AnsA 3HadeHuin Huxke 15 u Beiwe 60. B To Xe BpeMms
3TO orpaHu4eHne HeoBXoAUMO OTMETUTD, U €Crn NPoby UCMBITLIBAIOT BLILLE UMW HUXE YCTAHOBNEHHLIX NpeferioB, MeTos
UCMbITaHWA NOANEXUT BanuaaLuu B HOBOM AuUanasoHe.

0.5 MmeeTcs MHOXECTBO NpUEMIEMBIX METOA 0B UCTIBITaHNIA, KOTopble He Npoxoaunu ILS. 3Tu meToabl MOryT ObITh
onucaHbl B HAy4HOW nuTeparype, HauuoHarnbHbIX CTaHAapTax unu paspabateiBatbes B nabopatopun. Hanbonee BaxHble
BOMpPOCHI, OTHOCALYMECA K TaKUM UCNLITAHUAM: E€MOHCTpaLns, 4TO NPU UCNLITaHWN peanbHO U3MepseTcs TO CBOICTBO,
KoTopoe TpeboBanock U3MepUTh; onpeferneHne YyBCTBUTENbLHOCTA U TOYHOCTU JOCTATOMHO, YTOOLI M3MepUTL Npeanorna-
raemoe CBOWCTBO B YCTaHOBIIEHHOM Jijuana3oHe 3Ha4eHUi; onpeaeneHne NOBTOPAEMOCTU METOAA UCTIBITAHNS. TO MOXHO
onpeAenuTb C NOMOLLBIO HayYHbIX UCCIIEA0BaHWUI NyTEeM TLLATENBHO CNfTaHUPOBAaHHLIX 3KCnepuMeHToB. M cHoBa Heo6xo-
ANMO AOKYMeHTarnbHo opOpMUTL pesyniTaThl 3TUX akcrnepumenTos (MCO 11607-1:2006, nognyHKT 4.4.1).

0.6 B 3aknioyeHue cnepyeT ckasartb, YTO BanuaaLums METOA0B UCMbITaHWUA B nabopaTtopun Tpebyet eMoHcTpauun
nyTeM NpoBefleHNs1 IKCNEPUMEHTOB, KOTOPbIE BLINOSHAIOTCA paccMaTpuBaeMbIM METOAOM, U NOATBEPXAEHUS NMOBTOPS-
eMOCTU B npegenax AgaHHoi nabopaTtopuun. bes Takoil Banmgauum nonb3oBatelb HE CMOXET ONpeAENUTL, NpuemsiemMble
AaHHble OH cobpan unu Het.
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Mpunoxexue P
(cnpaBouHoe)

Mcnonb3oBaHue NoAPAOYUKOB AN YNAKOBbIBaHUA. PYKOBOACTBO ANSA NPOMbIWSIEHHBIX
npeanpuATUA U MeOULMHCKNX YYPEXaeHUi

P.1 O6wue nonoxeHus

ﬂO/J,pFUJ,LWIKVI, npousBojsline ynakoBbiBaHWe, KOTOPbIX UHOMa HasbiBaloT AOTOBOPHLIMU MPOU3BOAUTENAMU UNU
CTOPOHHUMUW NPOU3BOAUTENAMMU, ABMAOTCA NOCTaBLUMKaMWN ynakoBaHHbIX MeaULMHCKUX n3genui, rotosblx K crepunusa-
LUK Unn yxxe Ctepunmn3oBaHHbIX. 3t Nnpon3BoanTeENN NpegocTaBnAT yCnyrn KoMnaHUuaM MeauLMHCKOro 06OPYAOBaHMF|
B Tex crnyvdasx, Korga Tpe6y6TCF| AONONHUTENbHaA dKCnepTu3a, BO3MOXHOCTU UK NoMeLleHna ANnA ynakoBbiBaHUA Mean-
LMHCKUX n3genuii unNu Korga KOMNaHUs cama Xenaert oTAaTb Ha CTOPOHY ynakoBbiBaHWe NO 3KOHOMUYECKUM NPUUUHAM.

P.2 ®yHKUMU, BbINONHAEMbIE CTOPOHHUMU YNaKOBLUMKaMU

MoApSAYMK MOXET BBIMONHATE oGy dYHKLMIO Unn NioByro KOMBUHaLMIO 13 crieaytoWwnX PYHKLWIA:

a) NpoekTupoBaHue, pa3paboTka U BanugaLuusa NonHoi KOHEYHOW YNakoBOYHOW CUCTEMBI;

b) ynakoBblBaHWe NpefoCTaBNEeHHOr0 MEAULIMHCKOrO M3genus B 6apbepHyto cuctemMy Ans cTepunusauuu, 4onos-
HUTENbHYIO 3aLLMTHYIO YNaKoBKY W/UMN NMOMHYIO YNaKoBOYHYIO CUCTEMY;

C) 3aKynka maTepuanoB W KOMMOHEHTOB MO cneLmMduKaLmy NogPsSHMKa UNK U3roTOBUTENS MEAULIMHCKOrO U3Aenus;

d) Q)I/IHI/ILIJHaH cTepununiayma unu ctepununiadmaA no cy6nonpﬂ,qy ynakoBaHHOro MeauLuHCKOro n3genus.

P.3 OTBeTCTBEHHOCTb

MoapAgYMKM [omkHel paboTaTk B COOTBETCTBUM c [paBunamu opraHusaLuu MPOU3BOACTBA M KOHTPONS Ka-
yectBa (cGMPs) n TpeboBaHUAMU pEryrMpYIOLLUX CUCTEM U CUCTEM KadecTBa, Bktovas TpeboBaHus UCO 11607-1 u
MCO 11607-2, kak Noboi U3roToBUTENb MEAULIMHCKUX M3 Enni.

MN3roToBUTENU MeAULMHCKUX U3eNNiA B Ka4ecTBe 3aKkasvuKa AOMKHbI o6ecneqnTb COOTBETCTBUE NoApsAAYvMKa TeM
Xe ycrnoBumsAM, Kak ecnu 6bl OHW camy NPOU3BOAWUNMM ynaKkoBaHHble MeguunHckue usgenus. Cioga BXOAAT KOHTPONb Npo-
eKTUPOBaHWA, CUCTEMbI KayecTBa, YNakoBOYHbIe CUCTEMBI U Banuaauua Npoueccos, a Takke Banujauus ctepunusagum
B 3@BWCMMOCTMW OT paccmaTpuBaemoro crnyyas. [laBHas OTBETCTBEHHOCTb M 06513aHHOCTU NexaT Ha U3rotoBuTene Megu-
LIMHCKUX U3AENUiA, MMetoLLeM paspelleHne KOHTPONbHO-HaA30PHLIX OpraHoB.
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MpunoxeHue Q
(cnpaBouHoe)

PykoBOACTBO NO YCTAHOBJIEHUIO NAPAMETPOB npouecca.
PykoBOACTBO ANA NPOMbIWSIEHHbIX NPeANPUATUIA

Q.1 O6wue nonoxeHus

MpunoxeHne Q NpUMeHSIETCA K KOMNAHUAM-NPOU3BOAMTENSAM NpeABapuUTENbLHO chOpMUPOBaHHLIX BapbepHbIX cu-
CTeM ANA cTepunusaymm U 6apbepHbIX CUCTEM AN CTEPUNU3aLuu.

Kputudeckne napameTpbl npouecca, BKIoYMasd Auanas3oHbl U AoMycku, Heobxoaumel Ans obecnevyeHus yaoBrer-
BOPEHUA MPOAYKTOM ornpeaeneHHbIx TpeboBaHuiA Npu Bcex npegnoniaraeMblx YCIOBMSIX NPOU3BOACTBA. OTU NapameTphbl
CnepyeT yCTaHOBUTb, UCMOSb3Ya CTaTUCTMYECKU obLe3HauMMble MeToAbl. [IpMMepEl UHCTPYMEHTOB, KOTOPLIE MOXHO UC-
Nnonb3oBaTh, BKNHOYaHoT:

- FMEA (aHanua BuaoB 0TKa30B U UX NOCNEACTBUIA);

- DOE (nnaHupoBaHue aKcriepuMeHTa);

- aHanus KpMBOW TePMOCKIIEUBAHMUS;

BW3yasbHble NPU3HaKW.

Q.2 Mpumep. PopMupoBaHME U yKynopuBaHMue noTka

Q.2.1 FMEA (AHanu3 BUAOB OTKa30B U UX NocneacTBUi)

AHanus BUAOB OTKa30B U UX NOCMNEACTBUIA ABNSAETCA CUCTEMATUYECKUM METO,OM U3Y4YEeHUs oTKasoB. Ero Mox-
HO Mcnonb3oBaTb ANA paspaboTku NPOAYKLUKU U KOHTpons npoueccoB. OH onpeaenseT cepbe3HOCTb U BEPOATHOCTb
BUAOB MOTEHUWANBHBIX OTKa30B, KOTOpble 0ObIMHO UAEHTUDULMPYIOT Ha OCHOBE MpeAbLIAYLIEro onbITa B OTHOLWEHUN
aHanorn4HbIX NPoayKToB M npoueccoB. B gaHHoM criyyae (pa3paboTka NpoAyKuuM) aHanus ucnonb3yeTca Ang ycra-
HOBMEHWUA NapaMeTpoB npoLecca Ana o60pyAoBaHUA Ha KaXA0W CTaiUN N3roTOBNEHUS, 3arpy3kn (MeAULMHCKOro 13-
Jenus B ynakoBky), ckneusanusa (CEC) u npolecca ynakosbiBaHWs, Tora Kak B NpunoxeHun K onucaHbl UHCTPYMEHTLI
aHanusa pucka.

Mpoueaypa aHanuaa BKIOYAET cneayiolue cTaguu:

- WAEHTUDUKaLMS, Kakne AedeKTbl CTaHyT NPUYUHON BpakoBKU NpoAYKLMK (BUA OTKa3sa),

- YCTaHOBMeHWe NpUYMHbLI 0TKas3a U Kakas BEpOSITHOCTb €ro BO3HUKHOBEHUS,
yCTaHOBNEHWe NocneACTBUIA KaXaoro suaa otkasa,
- OLIEHKa MO CTEMEHMU TSKECTU, YacTOTe BOSHUKHOBEHUS U NErkocT obHapyXXeHWs Kaxaoro Buaa otkasa;
- MAEeHTUDUKALUA UMEIOLLUXCA BUAOB KOHTPONS U BEPOATHOCTL 0OHapyXXeHUs oTka3sa,
- pacyeT kateropuu npuoputeta yposHa pucka (RPN = KMNYP) ana kaxaoro Buaa oTkasa no opmMyne

KIMYP = Homep ypoBHS cTeNeHn TAaXeCTU x Homep 4acToThl BO3HUKHOBEHUA x HoMep nerkocTu obHapyxeHus; (Q.1)
- pekoMeHAoBaHHbIe AeiicTBUA NO CHKeHUto KIYP.
MpuMep aHanu3a BUAOB OTKa30B W WX NOCNeACTBUI NpuBeaeH B Tabnuue Q.1.
Ta6bnuya Q.1 —Tlpumep
. Mocnea- Cre- . | Nerkoctb .
MNpouecc DyHKLMA Flagzree cTBue neHb MpyunHa YacToTa I;';?:_}_""‘(‘:_'t o6Hapy- | RPN HE:ZT'
OoTKasa TAXECTU P XeHuA
Mroxoe pu-
DODMUDO dopmu- opMu- MoBpex- HesepHasn 6op ans
B’;ng poBaHue oaguwe AeHne 10 Hanagka 2 npoBepkn 2 40
JIOTKOB IEI okonw | MPOAYKTa MaLUWHbI repMeTny-
P HOCTK
Mpu-
Ckneusa- TepMoceap- OK-LKe‘;b;Loee LlenocTt- HesepHasn 6op ans
e ka mMatepu- | oenUHe- HOCTb 10 Hanagka 1 npoBepkn 3 30
anos e npoAykTa MaLUWHBbI repmMeTuny-
HOCTK
TepmocBap- Katan B Llenoct- MopLmnHbI
CK:Z‘;Ba' Ka Matepu- gg:::sg_ HOCTb 10 matepua- 4 B“i{?;b' 3 120
anos A npoaykTa na
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OkoHYaHue mabnuya Q.1

Failure Mocnea- | Cre- Tekywmin | T1€TKOCTE Dewct-
Mpouecc DyHKLMA cTBUE neHb MpuunHa YacToTa yu o6Hapy- | RPN
Mode KOHTpOrib BUA
OTKa3a TAXECTH XeHuAa
Mpu-
KaHnan B
TepmocBap- Llenocrt- HesepHas Gop ans
Ckneusa- KneesoMm 10 4 5 200
Hie ka matepu- | oenHe- HOCTb Hanapgka npoBepku
anos M npoaykra MaLLMHBI repmMeTuny-
HOCTU
HepasHo-
TepmocBap-| MepHble | Llenoct- HesepHas
CK:Z‘;Ba' Ka Matepu- | Kneesble HOCTb 10 Hanafka 3 Buaﬁ{'b' 1 30
anos coefinHe- | npoaykTa MaLUNHbI
HUA
C6oit
HevuTae- nporpam-
CkaHep MawmwunHa porp MawwuHa
Peructpa- MOCTb Mbl UNK
LUTPUXOBOrO He pabo- 1 1 He pabo- 1 1
Kona UuA navek LUTPUX- TaeT nnoxoe TaeT
Koga KavecTBo
ne4atu

Q.2.2 NnanupoBaHue akcnepumenTa (DOE)

MnaHupoBaHWe aKCNepuUMeEHTa UCMONbL3YIOT ANA CO3fjaHNs OKHa ONTMMarbHbLIX NapameTpoB npouecca. MHbIMK crno-
BaMu, 4TobblI UAEHTUDULMpOBATL YCOBUSA NpoLecca, koTopble obecredar NoCTOAHHOE NPOU3BOACTBO NMPOAYKLIUU XOpO-
ero KavecTBa. Yem bonee nogpobHbie AaHHbIE NONYYEHBl HA 3TOM 3Tarne, TEM Jierdye ocyLLeCTBIATb KOHTPOIb NpoLiecca.

dopmupoBaHue noTka 1 nocrneayoLee TepMocknenBaHue KpblLLK1 TpebyloT yueTa TemnepaTyphl, aBNeHUs U Bpe-
MEHW 3aAepXKu (NPOAOIMKMTENBHOCTE TEepMOCKIienBaHus). B o6oux criyuasix HeobxoAMMO MAeHTUMULMPOBaTL Uana3oH
YCNoBUIA NpoLecca, KoTopble ByayT UMETb MUHMManbLHOE BIUSIHUE Ha pe3ynsTUPYIOLLYIo 6apbepHylo cCUCTEMY ANA CTepu-
nusauuu.

Hanpumep, ycnosus npouecca, Heo6xoanmble Ana ob6ecneveHns NpuemMnemoil NPOYHOCTU KNeeBoro CoefuHEHUs
NpW TEPMOCKIIEeNBaHUN C KPbILLKOM, fOSMKHbI:

- BbITb 4OCTATOYHO yAaneHbl OT YCII0BUIA, KOTOPLIE NPUBEAYT K OTKa3y KNeeBoro CoefUHeHNs;

- NPOMW3BOAUTL KIleeBOe COEANHEHNE XOPOLLEro Ka4yecTBa,

- AEMOHCTPMPOBaTb MUHUMarbHYIO N3MEHYNBOCTE MPOYHOCTU KNEEBOro COSANHEHNS.

MO>XHO NPOBOAUTE 3KCNEPUMEHThI Pa3fMYHOro YPOBHS — OT NPOCTOro, IMHEHHOrO CKPUHWHI-3KCNIepUMEHTa, onpe-
JenstoLLlero oTHOCUTENbHOE BIUAHWE pasnnyHbIX NapameTpoB Ha pesynsTUpyloLlee KneeBoe coefuHeHne, A0 BbICOKOW
CTEeMeHN CroXHOCTK, APOBHOro hakTopHOro SKCrnepuMeHTa (kBagpatudHoin Mogenu). 3a4acTyto NpOCTOW NTMHENHBIA 3KC-
NepUMeHT NPOBOAST ANS NOATBEPXKAESHUSA 3HAYMMOCTN NapameTpoB C NOCNeAyoWUM Bonee cnoXxHBIM UccnefoBaHueM
Mo rMaBHbIM TOYKaM, YTOObLI NOSTYYUTb XOPOLLYIO MaTeMaTU4eCKylo MoAenb NpoLecca, XopoLLo COornacyoLyocs ¢ AaHHbI-
Mu. YacTo obHapyxuBaeTcs, 4TO TeMNepaTypa ABnsAeTca Hanbonee BaxXHON NepeMeHHOA, 3aTeM UAET BPeMS U, HaKOHeL,
JaBrneHne peako GblBaeT 3Ha4MMbIM Ha BOMbLLOM UHTEpBAne.

[ns ycTaHOBNEHUS ONTUMasIbHEIX YCIIOBUIA TEPMOCKIIEUBAHUSA MCMONB3YHOT CedYHLMe UHCTPYMEHTSI:

- aHanu3 KpUBOW TepMOCKNENBaHWS;

- BW3yanbHYH OLEHKY KI1eEBbIX COEAUHEHMWIA

- KoMBuHaLyWIo aHanu3sa KpMBOW TEPMOCKITENBAHUA W BU3YaribHOW OLiEHKY;

- onpejeneHne BO3MOXHOCTU NpoLecca;

- Li€MI0CTHOCTb KIeeBOro COEANHEHUS;

- Ka4eCTBO KNEEBOro CoejMHEHNS (BU3yarnbHYHO OLIEHKY).

Q.2.3 AHanu3s Kpuson TepmocknenBaHua (OLeHKa KaTeropumu npotecca)

OTa npouenypa BKIOYAET OLeHMBaHWeE, Kak MaTpuLa TeMNepaTypbl, AaBNeHUs U MPOSOMMKUTENBHOCTY CKenBaHus
(nayabl) BNUAET Ha NPOYHOCTE KNeeBoro coefnHeHuns. Kpusble, MOCTPOEHHbIE ANA ONpeAeneHns 3Ha4eHnin pasnuyHbIX
napameTpoB, 06bI4HO MOKa3bIBAIOT, YTO NEePEeMEHHOE AaBNEHNE U BPeMs May3bl UMeloT MeHbLUee BIUAHWE Ha NMPoYHOCTb
KNeeBoro CoefiMHeHUs, MOSTOMY 3TU MapameTpbl AepPXaT NOCTOAHHBIMU, @ TemMnepaTypy MEeHsIT. 3aTeM ycTaHaBnvBa-
10T NpefernbHble 3Ha4YeHns NapamMeTpoB NpoLecca Ha UHTepBane, rge NPOYHOCTb KIeeBOro CoegMHeHWs YA 0BrneTBoOpseT
TEXHUYECKUM yCrioBusaM. BapbepHble cucTemsl ANA CTepUnuaaLnm ¢ KneeBbiMU COEANHEHUAMMU, MPOYHOCTb KOTOPLIX Bbl-
XOAWT 3a AONyCTUMble Npefenkl, AOMMKHbLI COXPaHSATh LeNOCTHOCTE YNaKoBKU, XOTS KIleeBble COefUHEHUS MOryT nokasaTh
HeBonblune BU3yanbHble AedekThl (CM. pUcyHoK Q.1).
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O603HaueHust:

X — Temnepartypa;

Y — NpPOYHOCTb KNEEBOr0 COEAVNHEHNS;

1 — npegnaraemble npegens Ans npouecca (guanasoH NpoBeaeHUs npoLecca)

PucyHok Q.1 — KpuBas TepMocCK/enBaHna A8 ONTUMaNbHbIX NapaMeTpoB npouecca

Q.2.4 BusyanbHble MeTOA OLEHKM TEPMOCK/IENMBaHNS B 6annax

KneeBble cOefMHEHNS OLEHMBAIOT MO BU3yasibHbIM AedekTam B 060MX KOHUAX AvanasoHa NpoBefeHusl npolecca.
Bosiee BbICOKME 3HAYEHUSI YKa3bIBAKOT Ha Jlyyllee kayecTso. Hanpumep:

a) HwKHWUI KoHel, AuanasoHa cknenmBaHus

Bannbl Ledbekr
0 OTKpbITblEe KeeBble coeUHEHUS
1 LLnpnHa kneesoro coefgnmHeHna coctasnaet meHee 50 % ycTaHOB/IEHHOrO 3Ha4YeHUA
2 >25 % HepaBHOMEPHOro K/1eeBoro coefnHeHus
3 <25 % HepaBHOMEPHOIO K1eeBOro coefnHeHuns
4 LUnpuHa kneeBoro coefMHEHNA HE3HAYUTE/IbHO MEHbLUE YCTAHOB/IEHHOIO 3HaYeHus
He3HaunTenbHaa HepaBHOMEPHOCTb K/1EEBOT0 COeANHEHUSA
5 Kneesble coeMHEHNA XOpOLIEro Kayectsa

b) BepxHuii koHeL, gnana3oHa CkienBaHus

Bannbl JedpexT
0 OTBEpCTUA B NosiMmepax

CBapeHHble coefnHeHusa/pacnnasfeHHblil nonumep

Pe3koe 3akpyumBaHme 60pTuKa NoTKa

3HaunTenbHas NPo3payvyHOCTb HETKaHbIX KpPbILEK Ha MOIMMEPHON OCHOBE
3HaunTenbHbI pa3pbiB BOTOKOH KpblleK Ha 6ymMaxHOl OCHOBe

YMepeHHoe 3aKkpy4uBaHue G6opTuka loTka

2 YMepeHHas Npo3payHOCTb HETKaHbIX KPbILIEK Ha MOIMMEpPHOI OCHOBe
YMepeHHbIi paspbiB BOMOKOH Kpbilek Ha 6yMaxHoi ocHoBe
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OKOHuaHve Tabnuupbl

Bannbl

[JecpexT

KpanuaTble KneeBble coefMHeHNs
YMepEeHHbI pa3pbiB BOSIOKOH KPbILWEK Ha GYMaxHO ocHoBe

He6onblloe 3akpy4nBaHme GopTrka NoTKa

He3HaunTeflbHasi NPO3pPa4YHOCTb HETKAaHbIX KPbILLEK HA MOIMMEPHOI ocHOBe
Peakas kpan4atocTb

HesHaunTebHbIi pa3pblB BOMIOKOH Kpbllek Ha GyMaxHO ocHoBe

Kneesble coeiMHEHNA XOpOLLEro Kayecrtsa

Q.2.5 KomM6GUHUpOBaHMe aHanu3a KPpUBOI TEPMOCKIEMBaHNA 1 BU3yaslbHOW OLUEHKM B 6annax
Pe3ynbTaThl, No/lyYeHHble OT aHaM3a TePMOCK/IEEHHbIX COEAUHEHNA, MOXHO 06beAUHUTL C pesybTaTaMu, MNony-
UEHHbIMWU MEeTOA0M BU3yasibHOI OLeHKM B 6asinax, UTobbl NoMyunTb PUCYHOK Q.2.

O603HaYeHuns:

X — Temnepartypa;

Y1 — npoyYHOCTb K1EEeBOro CoeAVHeEHNS;

Yo — Bu3yasibHas OLEHKa KauyecTBa K/1eeBOro CoefuHEHUs;
1 — npepnaraemble npegensl Ans npolecca;

2 — npefnoxeHHble npegenbl cneyudukalmm

PucyHok Q.2 — lMpoYHOCTb 1 BM3yasibHOE KAuyeCTBO K/IEEBOT0 COeMHEHUs

B 3aBMCUMOCTK OT TemMnepartypbl

Q.2.6 OnpegeneHve BO3MOXHOCTU npouecca

Llenbto Banngauumn npouecca siBAsSieTCS AeMOHCTpauus npoBefeHus npouecca nof CTaTUCTUYECKMM KOHTPOSIEM U
NOCTOSAHHOrO NPOU3BOACTBA NPOAYKUUKW, COOTBETCTBYKOWEN cneyndmkaymm. Hamnydwein npakTMKon siBNSETCSA Bbluncrie-
HVe BO3MOXHOCTM npouecca CplCpk:

Ecnn npouecc UeHTpMpoBaHHbI, TO UCNOAL3YT hopMyy

A USL - LSL
(Q.2)
P~ 61~
rje 0 — BbIGOPOYHOE CTAHAAPTHOE OTK/IOHEHWUE;
USL — BepxHuWii 3afaHHblil npegen (no cneymdukaunm);
LSL — HwkHWIA 3agaHHbIn npegen (no cneymdukaunn);
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Ecnun npouecc HeLleHTpMpOBaHHLIiA, TO MCNOMb3YIOT hOpMyIy

-X
c _CsL

k= @3)

roe CSL — GnuxaidLlumnii 3aaHHbliA npegen;
X — cpeaHee npouecca.
PykoBoasLume ykasaHus AN 3Ha4eHWUN Cp/Cpk npuseaeHsl B Tabnuue Q.2.

Tabnuya Q.2 —Tlpumep 3HayeHUin

3HayeHue Cpk YpoBeHb curma (o) Bbixoa npouecca 'ueq’eK(T;'Pr,:/F;;’ lecca
— 0,33 1 68,27 % 317311
— 0,67 2 95,45 % 45500
— 1,00 3 99,73 % 2700
LleneBoe 3nayeHune 1,33 4 99,99 % 63
JTyvwe 1,67 5 99,9999 % 1
Haunyudwee 2,00 6 99,9999998 % 0,002

YTobbl MakcuMU3npoBaTb Cp/Cpk, NoNe3Ho A0CTUYb MUHUMANbHOW U3MEHUYMBOCTU, COXPAHAA OKHO TEXHUYECKUX
TpeboBaHWii MakcuManbHO GonbluMM. TeXHUYecKMe YCroBUSi Nognexar Banuauyuu; ApYruMU CnoBaMu, B yKadaHHbIX
npegenax LenocTHOCTb KNeeBblX CoOefAUHEHNA A0MKHa ObITb rapaHTUPoBaHa, U YNakoBka AOMKHa BbiAepXXUBaTh NpoLecc
CTepunusaLmmn 1 pUCKN TPaHCMOPTUPOBAHUSA, pacnpefeneHns U XxpaHeHus. No3ToMy BaXHO MOHMMaTb COYETaHUE OKHA
npolecca v cknensaroLiero o6opyaoBaHnUa ANSA KOHKPETHOTO MaTepuana.

Ecnu nposenu vccnefoBaHWe W He NONYHYUNTM MUHUMArbHOE 3HavyeHue Cpk, TO crnepyeT NpoBecTW aHanu3 npo-
Liecca, MoHWMas, YTo Ype3MepHas Bapuauyua Beera MMeeT UCTOYHUK. KonebaHua TONWMHBI Matepuana, OTKIOHEHUs
TemMneparypbl U MIMNOCKOCTHOCTU MO NOBEPXHOCTU CKIENBaHWSA, PerynsaTopbl TEMNepaTypbl ¢ U36LITOUHLIMUA NYKTyaLMsmMi
MOXHO NMPOBEPUTL, YTOOLI TOYHO ONpeAEnUTL UCTOMHUKN, KOTOPble BHOCAT HanGorbLIUi BKNag B YpesmepHyo BapuaLmio.

CnepyeT ucnonb3osaTh GoMbLLOE KONMYECTBO NapTWiA MaTepuarioB — AocTatodHoe ans obecneyeHus penpeseH-
TaTMBHOrO BUAA MpU OXuaeMoi BapuaLuy, YTo6Ll NPOBEPUTL YCTOYMBOCTL PasBUTUA Npouecca, — Npexge Yem npu-
CTYyNuUTL K Bonee oduumanbHOW JesTenbHOCTM No BanuaaLuuu.
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Mpunoxenne R
(cnpaBouHoe)

PaccnepgoBaHue (NnpuunH) oTKasa.
PykoBOACTBO ANA NPOMbIWNEHHbIX NPeaNnPUATUIA U MeAULMHCKUX YUYPEeXOAEHUN

R.1 OueHuBaHue oTKasa

R.1.1 Ecnu B xoge Banuaaunm 6uinn obHapyxeHbl fJedekTsl B NpegnaraeMblX yNnakoBoYHbIX MaTepuanax unu cu-
cTeMax, CyLecTBYET HECKOMNbKO MOAXOA0B, KOTOPbIE MOXHO MCMOMb30BaThk ANS PeLleHUs npobnemMsl. BonbWWMHCTBO M3
HUX BKMIOYaET aHanus fAedekToB AN onpejeneHns UCTOYHUKOB MW Bug oTkasa. [ns npoBefjeHUs Takoro aHanusa uc-
Nonb3YHT Creaytowne MHCTPYMEHTbI:

a) MMKPOCKOMUYECKMNIA aHanms,

b) nonumepHbIN aHanus,

C) Py4Hble MaHUNynALmu.

R.1.2 Ecnv nogxod okasancs HennofoTBOPHLIM, MOXHO MPUMEHUTL HECKOSBKO MOAXOL0B K peLLeHUto npobnem,
YTOOLI ONpefenuTb KOPEHHYIO NPUYKUHY U, HaKOHeL, paspaboTaTh niaH KOpPeKTUPYIOLMX 4eACTBUIA, YToBbI obecneunTb
pelleHne BO3HUKLEW Npobremsl.

R.2 OnpepeneHue UCTouyHuKa Aecpekra

R.2.1 C To4kun 3peHuna aHanuaa gedekTa, BHavarne obbl4HO onpesensioT, YeM BeiaBaHa npobnema. AedekTsl MOryT
6bITb 06pa3oBaHLl 3a CHET NATU OCHOBHLIX MCTOYHWUKOB!

- MeAWLMHCKoe usgenue;

- npouecc;

- yNnaKoBOYHas CUCTEMa;

- YenoBe4eckuit haKTop;

- OKpyXatoLlas cpeaa.

R.2.2 [edekTsl, NPUHNHEHHbIE MELULIMHCKUM U3AENUemM, MOXHO OTHECTU 3a CHET MacChl UNKU OCTPOTbLI MEAULUH-
ckoro nagenus. JedekrHas bapbepHan cucTemMa AN CTepunusalnn u MeauuUUHCKoe usgenue cneayet cobpatb 3aHOBO,
cnegs 3a TeM, YTobbl YNIOXUTL €ro TakuM xe o6pa3om, 4Tobbl MOXHO GbiNo onpeaenuTsb NGyI0 3aBUCUMOCTL BO3ZHUKHO-
BeHUsA AedekTa oT POpPMbl Uik oNpeaennTb nsHoc. BaxHo 3aHoBO cobpaTb NONHY0 KOHGUrypaLmio ynakoBo4HON cucTe-
Mbl, BKItoYaa 6apbepHyto cUcTEMY ANA CTEpUNU3aLIMKU U 3aLLUTHYIO YnakoBKy. 3a4acTylo oTaensHo GapbepHasa cuctema
4N CTepuUnu3aLyum UnNmu oTAeNbHO YNakoBoYHasi CUCTEMa YETKO He YKaXeT Ha MCTOMHUK AedeKTa, HO nNpu pasbopke CTOnKM
yrnakoBaHHbIX MEAULIMHCKUX U3[eNniA UCTOYHUK MOXHO MAEHTMMULMPOBaTL BU3yaribHO.

R.2.3 [dedekTbl, NnpMYMHEHHBIE B MpoLecce, cBs3aHbl ¢ 0bopyoBaHneM — BKIloYas HeafekBaTHoe Texobcnyxu-
BaHue obopyaoBaHua. UpesmepHoe konebaHue KodeBLIX NapaMeTpoB NpoLecca MOXHO paccMOTPETb Ha cTaguu 1Q Ba-
NUAALUMK, HO 3TO HENb3A CYMTaTb BO3MOXHBIMU OCHOBHBIMM NpUYMHaMu. HeobXxoAUMO BLISICHUTL Hanm4ne ocTpbIX 3ayCeH-
UeB Ha ynakoBo4HOM oBopyaoBaHun, o6crefoBaTh KOHBeephbl C BLICTYNAOLWMMK LUNUITbKaMU U ckobkaMu, U3HOLEHHbIE
NpoKNaaKkn U HECOOTBETCTBYIOLLMIA PEMOHT 000pyf0BaHUS KaK BO3MOXHbLIE OCHOBHbIE NMpUYKHLL. dedekThl, nonyvyeHHble
oT 060pyaoBaHNA, YaCTO HEOAHOKPATHO 3asBMSAIOT 0 cebe, YTO COCTaBNAET onpefeneHHyIo YacTb npolecca. BaxHo npo-
cneauTb GapbepHylo cUCTEMyY AN CTepuUnM3aLmn Uin YNakoBOYHY0 CUCTEMY C ledeKTOM B 06paTHOM HanpasneHun 4o
KOHKPETHOro MecTa npouecca ynakosbiBaHUs. Kakyto BMATUHY HaHECNo MeAULIMHCKOe U3Aernune, Kakoi kaHan nonyqumncs
Npy ynakoBbIBaHUW, C KaKO CTOPOHBI MaLLUMHLI — BCE 3TO BaXKHbIe BONpochl. [ocpeiCTBOM (PU3NHECKOro NnepeHoca ae-
chekTHOI BapbepHOii cMCTeMbI ANt CTEPUNU3ALIMK UK YNAKOBOYHON cMCTEMBI 06paTHO B YNakoBOUHLIA NPOLECC, 3aHOBO
OTCMexXuBas cTagun NPOU3BOACTBA, MOXHO OTKPbITb BaXKHble B3aUMOCBS3H.

R.2.4 [edekTbl, KOTOpblE HE NPOCMEXUBAIOTCA 40 MEAULIMHCKOIO U3AENUs Unu npolecca, MOXHO OTHECTH K yna-
KOBOYHOI cucteme. Heobxogumo obeneoBatb Marepmarsl KOHCTPYKLMKM, YTOOBI onpesennuTb, COOTBETCTBYET NW BbIGpaH-
HbIl MaTepuan Tpe6oBaHUAM K NPOKOIY, M3rMOHBIM TpeluHaM, abpasMBHOMY UCTUPaHMIO UK KakUM-NUG0 UHBIM Xapak-
TepucTukam (cM. npunoxenue A). Heobxogmmo U3yunTb AedeKThbl U3roToBMEHUsi 6apbepHOl cCUCTEMbI ANSA CTepunn3aLum
WNN YNakoBOYHOW CUCTEMBbI, YTOOLI onpeAennTb, BO3HUK paccmaTpuBaeMslii fedekT 40 MOCTYNNeHNs CbipbeBOro Marte-
puana Ha KOHTpOonb, BO BpeMs 06paboTKu Ha NpeAnpusTUA Unn Nocne OTrpysKku ¢ NpeanpuaTua. Cneayer Takke OLEHUTb
KOHCTPYKLMIO YNaKoBOYHOI cucTeMbl. Clofja AOMKHEI BXOAUTb 3HAUYMMbIE KpUTEPUM NPOEKTUPOBAHUA, Takne Kak pasMephl
1 KOHUrypaLmna KNeesoro CoefiMHEHUs], a Takke YCTPOCTBO 3aLLUTHOMN YNaKoBKH.

R.2.5 MoxHo paccMmoTpeTb MpOoKorbl, BO3HUKAIOLME MNpU NOrpy3ke, pa3pesbl UM NOTEpPTOCTH, NOfyYyaemble npu
obpalyeHnn, n HenpasunbHble KOH(UIrypaLum 3arpy3ku Kak BO3MOXHble 0bnacTu fansHeilero uccnegosanms. Yernose-
yeckunii hakTop Kak NPUHUHY NosiBNeHus AedeKToB — YacTo 04eHb CII0KHO pacno3HaTb, NOCKONbLKY UHOMAa TPYAHO Nony-
YUTb HYXHYIO UHdOpMaLutio. BaxHo paccnpalumBarb paboTHUKOB, 3aHATHIX B NPOU3BOACTBE YNAKOBOMHBIX CUCTEM, O TOM,
4TO B EUCTBUTENBHOCTI NPOUCXOAUI0. He MeHee BaXXHO ONpefennTb, YeTKO N BLIMONHANUCL CTaHAapTHLIE NpoLeaypsl
1 MPOTOKONbI.

R.2.6 Ortkasbl, BO3HMKalOLMUE B pe3ynbraTe BO3AEHCTBMSI OKpyXatoLlei cpefbl, MOTYT UMETb pasHble UCTOMHUKM.
M3ameHeHWe BO3AYLWIHOMO NoToka BOKpYr o6opyAoBaHus, KOoTopoe TpebyeT KOHTpons TeMnepaTtypbl, WHOrAa MOXET Bbl-
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3BaTb MeperpeB UM HeAOCTaTOYHLIN HarpeB AeTaneil annapara, 3aroToBoK U/Unu Matepuanos. Hanpumep, BO3AYLUHLIA
KOHAWLMOHEp NepUOANYECKOro LinKra, pacrornoXeHHbI BBEpXy W HanpaBrsAoLWui NOTOK Bo3gyxa Ha NPKUMHYH NauTy
ANs TEpPMOCKIEeNBaHUs, MOXET OKasaThCA BUPTyarbHbIM BUHOBHUKOM. B HEKOTOPBIX Cryyasix uYpesMepHble koneGaHus
BII@XHOCTU MW TeMMepaTypbl B OKpYXKatoLLeid Coefe Uniu NPpofoMmKUTENBHOe BO3fefcTBYeE yrisTpaduoneTa MOXeT BHECTU
BKnaf B o6pasoBaHue JedeKToB, Takux kak npobreMsl, CBA3aHHble ¢ aaresneil TUNorpadckoi Kpacku Unn aTUKETKH, No-
BbILLEHWEM XPYMKOCTW YNaKkoBOYHOM cucTeMbl Unu oSecLBe|nBaHEM.

R.3 XumMunyeckue unm mexaHuvyeckue NpuUUUHbI

R.3.1 Mpwu paccnegosaHum NpU4MHEl NOABNEHWSA AeheKToB Ha BapbepHOI cUCTeMe ANs CTepunmusaLum Unm ynako-
BOYHOI cMCTEME BaXHO MocTapaTbCs pasnuynTb XMMUYECKNE U MEXaHUYECKUE MPUYMHBI.

R.3.2 XumMuueckune npu4nHbl MOXHO pasbuTe Ha TPU KaTeropuu:

a) XMMUYecKne U3MEHEHUst caMoro maTtepuana (Hanpumep, yXygLleHne 3a cHeT BO3HUKHOBEHWS NONepPeYHbIX CLUM-
BOK UMK MOSIBNIEHUA HaneTa);

b) xuMundeckoe BzanmMofencTBME MEXAY YyNakoBOYHBIMU Matepuanamn u MeguLUMHCKUMN U3genuamu (Hanpumep,
BbIMbIBaHWe NnacTunKaTopos Unu [obaBoK N3 MeJULIMHCKOro U3fenus unu 6apbepHoi CUCTEMbI UMK U3 YNaKoBKKW, Ha-
HOCALLMX yLlep6 apyromy);

C) XMMU4eckoe B3aUMOAeNCTBME MeXAY 3alUTHOW ynakoBKoW W BapbepHbIMKU cUCTEMaMU AN cTepunusauun (Ha-
npumep, NoxenTeHne 6apbepHO CUCTEMBI 3a CHET NepeHoca aHTUOKCUAAHTOB U3 rodppMpoBaHHbLIX MaTepuanos Uim no-
nuKpucTannuyecknx obornoyek). Xumnudeckne npuynHel ABMASIOTCA Pe3ynsTaToM peakumii unu n3MeHeHuin MoneKynsapHom
NpVUpPoAbI, HAaNPUMepP OKUCIIEHNUSA WK KpUCTannu3aummn YNakoBoYHbIX MaTepuanos. CnepyeT npoBepuTh Ao6aBku B MaTe-
puanax (Hanpumep, KOMMOHEHTEl TEPMOMaBKUX NOKPLITUA, fobaBku B Bymary, 4obaBku NPOTUB CKOMBXEHUS, aHTUagre-
31U, TexHomornyeckue AobaBky UMK 3arpsaHAOLLME BellecTBa), YToOb! NOATBEPANTD, YTO OHW HE U3MEHUITU YNAKOBOYHYHO
CUCTEMY WM MEAULMHCKOE W3fenue W He B3auMOAeicTBOBanu ¢ HUMW, Y4TO MpuBeno Obl K BOZMOXHOMY MOSIBREHUIO
aedbekra.

R.3.3 Hanpotus, MexaHu4eckue oTkasbl, Takue kak obpasoBaHue TpellmH B narnbe, Npokonbl, UCTUpaHUe Uunu
paspesbl/cpesbl, He0OXOAUMO OTIMYATE OT XUMUYECKUX oTka3oB. OBCyxAeHne ¢ NocTaBLUKaMmn YacTo ObiBaET BaXHbLIM
Larom B TON TouUKe ANSA onpeeneHns BO3MOXHbIX UCTOPUHECKUX MEXaHW3MOB OTKa30B. 3a4yacTylo HeoduUmnarnbHble Boc-
NMOMWHaHWA HEKOTOPLIX 3KCMEPTOB Ha NPEANPUATUAX MOTYT NPUBECTU K NIIOAOTBOPHOMY peLleHnio Npobnemsl.

R.3.4 BaxHo 3aHOBO cobpaTb yNnakoBOYHYIO CUCTEMY LIENMKOM, NogobHO ToMy, Kak aTo caenan 6bl akcnepT-kpumn-
Hanuct. OCHOBHblE POpPMbl MEULIMHCKOro M3AENUA 1 YNakoBOYHOW CUCTEMBI CrieflyeT BepHYTb K NepBOHaYanbHoON opu-
eHTauuu. MNonagaHne MEANLMHCKOrO U3AENUA B KIeeBble COeANHEHU, HarnoXeHne 6apbepHbIX CUCTEM OfjHa Ha Apyryio,
flaBneHne Maccbl MEAULIMHCKUX M3AENUA Ha HWKHEE U3flenne B CTONKe — BCE 3TO BO3MOXHbLIE BUAbI OTKa30B, KOTOpble
Hauny4lwmMm obpa3oM onpeaensioTcs NpU UccneaoBaHun Beex o6cToaTenbCcTB. YacTo yaaneHne ofgHOW KapTOHKK U3 rog-
pPUpPOBaHHON Tapbl MOXET NPUBECTU K MOHUMAHUIO NPUYUHBI OTKa3a. 3TO MOXHO cAenaTb B COMETaHUM ¢ BUOpaLIMOHHLIM
UCNbITAHWEM WUITU UCTBITAHWMEM Ha MageHue. BuaeoaHanus ¢ BbICOKOCKOPOCTHOW CbEMKOW MOMOXET yBuAaeTL obpa3oBa-
HWe AedekTa B pasBUTUM.

R.4 [pyrue MHCTPYMEHTbI

R.4.1 Mukpockon, He3aBUCUMO OT TOFO CTEPEOMUKPOCKON, NONAPU3ALMUOHHBIA MUKPOCKOM UM MUKPOCKON ANS Bbl-
coKoTeMnepaTypHbIX UCCMEe0BaHNiA, ABNAETCA 04EHb BaXKHLIM UHCTPYMEHTOM, NOMOraloLuM cucTeMaTuaupoBartb NoTeH-
LuanbHble NpUYMHLI 0TKa3oB. OTperynupoBaHHbI CTEPEOMUKPOCKON, KOTOPLIA NPeAOCTaBNAET TPEXMEPHBIA BUL, MOXET
onpefenuTb, BHYTPU Unn BHe 6apbepHOIn CUCTEMBI ANA CTEPUNU3ALIMKN BO3HUKNK AedeKThl, YTO NMO3BOMUT NPOABUHYTLCA
B noucke BUHOBHUKA. [onsapu3aLMOHHbIA MUKPOCKON BCKPLIBAET HEBUANMBIE HANPSXKEHUS B NIAcTUKOBOW MeHKke. 3Tn
HanpshkeHUs MOXHO UCMONb30BaThb ANA ONpeAeneHns, HackonNbko NPOKON pacTsHyN MNEHKY U NpoAaBun ee B onpee-
FIeHHOM HanpaBfeHU. OTO NOMOXET pas3nuUUTb Takue BUAbl 0TKa30B, Kak TpelyuHa npu usrube, uctupaHue n npokon.
HakoHeL}, MUKpocKon AN BbICOKOTEMNEPaTYpHLIX UCCNEA0BaHUA AaeT BO3MOXHOCTb paciiiaBUTb MONIMMEPHYIO MAEHKY
nosi MUKpOCKonoMm. BHeapeHHble YacTULbl MOXKHO HarpeTb U ONPeAenuTb, SBMSAITCA NN OHU reneM UM NocTOPOHHUM
3arpsi3HMTENeM NocpeAcTBOM HabrofeHns, nNpyu Kako TemnepaTtype 3Ta YacTuua pacnnaensetcs. [edekTsl pasmepom
MeHbLLUe paspeLleHUss ONTMYECKOro MUKpockona (MeHee 5 MK) MOXHO OLieHUTb, MCMOSb3ysi CKaHMPYIOWUIA SNEeKTPOHHLINA
Mukpockon (SEM = COM).

R.4.2 Nmeetcs 6onblUoe KONMMYECTBO MHCTPYMEHTOB ANA UCCNEA0BaHNA MONMMMEPOB, KOTOPble 0COGEHHO NoMe3Hb!
Ansi onpeAeneHnsl UaMeHeHus nracTMacc:

a) DSC = [CK: uddepeHumnanbHble ckaHupytoLme KanopumeTpsl unu JCK MoryT o6ecneqnTb aHHbIMU O TOYKax
pasMsiryeHusi U B JOMOMHEHME K NOMOLLM B ofnpeAeneHuu, Kakue matepuarbl MPUCYTCTBYIOT, ONpeAenuTb UX TOYKU Nnas-
TNEeHUA N OTKPLITb PasnninUsa B KpUCTANNIUYHOCTU.

b) FTIR = UC-HIBO: UHdpakpacHas cnekTpoOMETpUsi MOXET onpefennTb, Kakue MonekynapHole ¢pyHKUMOHanb-
Hble rpynnbl UMEKTCA U, UCXOAA U3 3TOro, AiaTb CBEIEHUS 0 cocTaBe Martepuarna. CKaHbl HapyLWeHHOro NOAHOMO BHYTPEH-
Hero oTpaxeHus (A.T.R.) noBepXHOCTU NOMOTYT onpefenuTb NPUCYTCTBME HarneTa UNu Apyrmx KOHTaMUHAHTOB, KOTOpble
MOTYT NOBMUATL Ha NPOYHOCTb KIEEBOro CoeAUHEHUS.

¢) GC =I'X: la3oBasn xpomatorpadusa MOXeT NpeoCTaBUTbL AaHHbIe, Kacarowwmnecs 0CTaTouHbIX pacTBopuTenen,
MOHOMEpPOB U NacTUUKaTopoB.
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d) CylyecTByeT MHOXECTBO ApYruX (pUMYECKUX METOAOB MCMbITAaHWUSA, KOTOpblE MOMYT OKa3aTbCsl MONe3HbIMU B
KOHKPETHbIX 06CTOATENbCTBaX, BKMIOYash U3MEPEHWEe Macchl, UCNbITaHUA Ha abpasuBHLIA U3HOC U UCTUpaHUWe, onpeae-
neHue NAOTHOCTH, pa3MepoB, YCTanocT U pacTpecKMBaHUA Npu Uarnbe, namMepeHUe NPOYHOCTM, XKECTKOCTHLIX CBOICTB,
afresum n npoHuyaemoctn. Hambonee coBpeMeHHble nabopaTopHbIE UCMBITAHUS, KOTOpble MOFYT MOMOYb, BKIOYaoT
BbICOKO3((PEKTUBHYIO XUAKOCTHYIO Xpomatorpaduto (HPLC = B3XKX), renbnpoHuKalowyo (CUTOBYIO) Xpomarorpa-
duto (GPC = [TIX), atomHo-abcopbumoHHyto crnekTpockonuto (AAS = AAC), aTOMHO-3MUCCUOHHYIO CMEKTPOCKOMMIO
(AES = A3C), macc-cnektpomeTputo (MS = MC), aHanus ¢ nomoLbio Oxe-MUKPO30HAa, ANEKTPOHHYIO CNEKTPOCKONUI0
Ans xumudeckoro aHanumaa (ESCA = 3CXA) n npocseunBaloLLyo 3NeKTPOHHYo cnekTpockonuio (TEM = NM3M). MNocTas-
LMK CbIpbEBLIX MaTepuanoB MOryT MOMOYb B BbIGOpe NoAxXoAALMX METOAOB UCMbITAHNSA.

R.4.3 OgvH 13 nocrnefHux «MeTofoB UCMbITaHWA», KOTOPLIA OKasanca Nofe3HbIM, — 3TO NONbITKa BOCco3AaTb
fJedeKT nocpeCcTBOM NPOCTOM PYYHON MaHUNYNALMK. DTOT Kace UChbITaHUin npegnonaraeT NnpuMeHeHne U3bbITo4HOro
YCUNUA B NOMbITKe BOCCO3faHWsA Bua fedekra. Yacto aHanuTuyeckue AaHHble No NPOYHOCTU Matepuanos, NpoeKTam
YNaKoBOYHbIX CUCTEM W B3aMMOAENCTBUAM MOXHO MOMYYUTb TONBKO NPWU HEMOCPEACTBEHHOM HabNoASHUN CUN U peakuuit
ynakoBku1. McnblTaHua NpocToid MaHuMynsaLMei MoryT nokasaTte HanpasneHns], B KOTOPbIX HaA0 ABUraTLCS.

R.5 Moaxop k pelueHuto npobnem

Ecnv naBopaTopHble MeTOA bl UCCREAOBAHNA He BCKPLIBAKOT MCTOYHUK NPOBReMbl, MOXKET NOMOMb AONONHUTENBHOE
paccrnefoBaHue ¢ UCMONb3oBaHeM Brok-cxeM NpoLeccos, ayaquToB NPOU3BOLCTBEHHON NUHUM, NNAHUPOBAHUA 3Kcne-
PUMeHTOB, AuWarpamMM McukaBbl, a TakKe MepeqHs BCeX BO3MOXHbIX MepeMeHHblX. BosspalleHne k gokymeHTy FMEA
(cM. npunoxeHue K) Ans aHanu3sa BO3MOXHbLIX UCTOMHWKOB OLLMBKK TakKke SBMSAETCA XOpoLUM noaxogoM. Kpome Toro,
TLWaTeNbHEIA aHanus, YTo MO0 USMEHUTLCS UMW B YeM OTIMYKUE OT ApPYrUX MpoLUeALUnX BanuhaLuio yNnakoBoYHbLIX CU-
CTEM, MOXET AaTb HanpaBneHue AMA CrneayroLlero wara K pelleHuio npobnemsl. Bee aTansl TOUHOrO U NpeLn3sMoHHOro
onucaHus npobriemMsbl, cbop MMeroLLMXCA AaHHbIX U MAEHTUMUKALMUS, UCTIBITAHNE BO3MOXHbLIX KOPEHHBIX MPUYUH ¢ nocne-
LYIOLLMM onpeaeneHneM u Bepudukalymei pelueHna SBnsaTCa KpUTUYHBEIMW. MTak, BaXKHO NpoBeCTU NoATBepxaatolee
uccnefoBaHve ¢ BoccozaHneM npobrembl, BEIMOMHEHNEM KOPPEKTUPYIOLLIEro AeiicTBUSA, a 3aTeM UCNbITaHUA ANsA ycTpa-
HeHUs Npobnembl.
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MpunoxeHue S
(cnpaBouHoe)

Mpouecc U3roToBneHUsa ynakoBKWU U NPOEKTUPOBaHUE YNAaKOBOYHOW CUCTEMBI.
OueHKa ocywecTBUMOCTU. PYKOBOACTBO 4SS MPOMbILWSIEHHbIX NPeanpUaTui

S.1 OueHka OCyL1eCTBUMOCTU HavyanbHoro n nonHomacwTabHoro npon3BoaACTBEeHHOro npouecca
ynakoBbiBaHUA

OueHMBaIOT OCYLUECTBMMOCTE Ha4arnsHOro M nofiHoMacluTabHoro nMpousBofCTBEHHOMO MpoLecca ynakoBbiBaHUS
ANA TUMNa ynakoBOYHOW cucTeMbl, BeibpaHHoro B 4.4.2.1 n 4.4.2.2. TunuyHble npobrnieMbl onucaHel HWKe. Ha gaHHbIN
MOMEHT MOXHO Takxe UCMonb3oBaTh NoApAAYMKa ANA ynakoBeiBaHUA. [Ns pyKoBOACTBA NO UCMONbL30BaHUIO CTOPOHHErO
ynakoBLUUKa cM. npunoxeHve P.

$.1.1 MnaHupyeMblil 06LeM

B nepByto odepefb 3a cHeT CTOMMOCTW 000pYA0BaHNS U3fenns MeHbluero obbeMa obbIMHO yNakoBbIBaKOT B Npej-
BapuTEnbHO chopMUPOBaHHbLIE BapbepHble CUCTEMbI ANS CTEPUNU3aLIMK, @ MeULMHCKUE n3fenus o4eHb 6onbluoro obb-
ema 4acTo YNnaKoBLIBaKOT C MOMOLLbIO NpoLiecca 3aKkienBaHmMs 3anofiHeHHOW ¢opMbl. MckriodeHne cocTaBnsioT cnyqau,
ecnu obopyaoBaHue npejHasHa4eHo AN cKrieuBaHUs 3anofiHeHHbIX oopM. Ecnu cyllectByer obopyaoBaHue Ans ckne-
MBaHWA, paccynTaHHoe Ha GonbLUoi 06beM U3fenus, cM. npunoxexne Q.

S 1.2 Hanuuue oSopynoBaHusi/nepcoHana

Ecnu yxe cyllecTByeT ynakoBoYHasl SIMHUS, OLIEHMBAIOT €e BO3MOXHOCTU B OTHOLLUEHUW NfaHupyemoro obbema
nsgenus.

S$.1.3 PykoBoACTBO NO OCHOBHbIM cpeACcTBaM

Ecnu umeeTca ynakoBoYHas NIMHWSA, paccyuTaHHas Ha NnaHupyeMmeblii 06beM MeAULMHCKOrO M3[ENUs, paccumThi-
BalOT 3aTpaThl Ha 06y4YeHne nepcoHana, 3akynky HOBbIX UHCTPYMEHTOB M BanujaLuio 3TOW yNakoBOYHON cucTemsl. Ecnu
TpebyeTcsa HoBasi MUHUS, BEIYUCIIAIOT 3aTparbl Ha HOBoe obopyfoBaHME C YHETOM AOMONHUTENBHLIX noTpebHocTel (Ha-
npuMep, NPOCTPaHCTBO, AMEKTPUYECTBO, CXaTbll BO3AYX), MEepcoHarna 1 ero NojroToBKK, a Taioke Ha Banuauuio ynako-
BOYHOW NIMHWUUN N f@aHHOR KOHKPETHOW YNakoBOMHOW CUCTEMBI.

$.1.4 O6Was CTOMMOCTb YNaKOBOYHOW CUCTEMbI

WHoraa noneaHo cHavana onpegenuTb npouecc (cM. 4.5.2). CymmupyioT:

a) 3aTpaTbl Ha KOMMOHEHTLI, BKNIOYas npeanonaraeMele 0TxoAbl, o6pasylownecs B xoae npouecca cKnenBaHus,

b) saTpaTbl Ha NnpousBoAcTBO/CKNEeUBaHKUE, BKNIOYAA HavanbHoe obopyfoBaHWe U Tekylue (3KkcnnyaTauuoHHbIE)
pacxopsl;

C) npsiMble 3aTpaThkl Ha onmnarty Tpyaa;

d) s3aTpaTbl Ha obecneyeHne KadecTBa/MHXeHePHbIW WTaT U gpyroi obcnyxusatowmii nepcoHan;

e) 3aTpaTbl Ha AOMOMHUTENbHOE STUKETUPOBAHWUE UNU MAPKUPOBKY;

f) 3aTpaTbl Ha 3aLMTHYHO yNakoBKy, koTopas TpebyeTca Ana onpeaeneHHoro Tuna 6apbepHoi CUCTEMbI ANS CTepU-
nu3auum, pacnpefeneHHsle nNo eqUHULAM Ha BTOPUYHYIO YNaKOBKY; WK 3aTpaThl Ha AONONHUTENBLHOE YyNaKkoBbIBaHNE,

g) 3aTparThbl Ha cTepunuaaumio Ha 6apbepHyto cUCTEMY ANS CTEPUNU3aLMK.

CuuTaloT, YTO pasnuyHble 0ObeMbl UMK KOHUIypaLUKU YNakoBOYHBIX CUCTEM MOTYT COOTBETCTBOBATb Pa3fMyHbIM
CTEMNeHsM 3arpysku B npoLecce cTepununsaumm.

S.2 OueHKa ocyLecTBMMOCTU NpoeKTa yNnakoBOYHON CUCTEMBI
OueHMBalOT OCYLLECTBUMOCTb BbIGpaHHOI B 4.4 ynakoBOYHO! cUCTeMbl. TUNWYHbIE NpoBneMbl NepeYNcneHbl HUXe.

MpumedyaHnune — OcyllecTBUMOCTb He BxoguT B TpebosaHus MCO 11607-1 unu NCO 11607-2. OaHHbli pas-
Aen ucnonb3yerca AnA oUueHKN oCyLLeCTBUMOCTHU yI'IaKOBO‘-IHOVI CUCTEMBI.

S.2.1 OueHkKa OCyLLUEeCTBMMOCTU NPOeKTa yNnakoBOYHOW CUCTEMBI

S.2.1.1 3T0 TexHW4eckas OLEHKa, B XOA4e KOTOPOW BCA YNaKOBOYHasA cUCTEMa B LIeNIOM (BO3SMOXHO, TOMBKO OMbIT-
Hblli 0Bpa3el} Ha 3TOM 3Tane) nogsepraeTcsa PU3NYECKUM U KNUMATUHECKUM HaMpPsXKEHWAM U aHanusy uenbitaHuin nocne
NPUITOXEHNSA HanpsPKEHNA. PesynbTaThl 8TUX UCMbITaHUIA ONPEAEnstoT, CTOUT N OCYLLECTBMATL NPeACcTaBNeHHbIA NPOEKT.

S.2.1.2 B ucneiTaHUsx nocrne NPUNoKeHUs HanpskeHUA 06bIYHO OLIEHUBAIOT:

a) COCTOSiHME YMaKOBKM, 3TUKETOK U MapKWPOBKM 3aLLUTHOR YNaKoBKY;

b) coxpaHeHue v 3aWMTY MeAULIMHCKOTO U3 ENNUA CO CTOPOHbLI BapbepHOi CUCTEMBI AN CTEPUNU3ALIMK, B KOTOPO
usgenvie CofepxuTcs, oT U3NYECKUX NOBPEXIEHNH;

C) BO3MOXHble pU3nYeckne B3aumogencTBnsa mexay 6apbepHOil CUCTEMON U ee cofepPXKUMBIM,;

d) coxpaHeHue GapbepHoil CTepUNbHO cUcTeMOl cBoero MMKkpobHoro Gapeepa.

S.2.1.3 TMocKonbKy STOT 3Tan 3a4acTyto He ABNseTca nofiHoMaclwTabHoi Banugaumei, cM. pyKoBOACTBO B MpUno-
XeHuu | o paspaboTke NpoTokona Banuaauum KOHEYHOW (CTEPUIBHON) YNaKOBOYHOW CUCTEMBI.
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S.2.2 MNnaH uccnegoBaHus BO3MOXHOCTU NPUMEHEHUS CNPOEKTUPOBaHHOW YNaKOBOYHOW CUCTEMbI

S.2.2.1 Vcnonb3ytoT fOKYMEHTMPOBaHHBIWA NiaH, paspaboTaHHbIii Ha OCHOBe MpOLUEefLIMNX Banujauuio MEeTOA0B
UCMbITaHWsA, TEXHUHECKUX YCIOBUIA, PYKOBOACTB U NpakThudeckoro onbita (MCO 11607-1:2008, nognyHKT 6.3.2). CM. npu-
noxeHve A Ans AOMOMHUTENbHOR MHopMaLMK No MeTodam UCTbITaHUIA.

$.2.2.2 TnaH ncnelTaHUi BKITKOYaET KPUTEPUU «NPOALeHO/He NpoiaeHo».

$.2.2.3 VcnbiTaHusi 6apbepHoii cucTemsl ANA CTepunusayun NpoBoasT Ha obpasyax, oTobpaHHbIX ¢ y4ETOM Hau-
XygLwux 4oNyCTUMBIX BapuaHToB, NpeaycMoTpeHHbIX B 4.6.3 (MCO 11607-1:2006, nognyHKT 6.3.4).

S.2.2.4 Obpasubl noasepratoT U3NYECKUM WM AUHAMWYECKUM W KITMMaTUYECKUM HanpsiKeHWsM, KoTopble
UMUTUPYIOT OXUAaeMbIe HanpshKeHUs B YCNOBUAX pacnpefeneHus, obpalyeHus u xpaHernus (MCO 11607-1:2006, noa-
nyHKT 6.3.5).

S.2.3 OnpepgeneHune ocylleCTBUMMOCTU METOAOM HauXxyALlero cnyyvas

MpumMedyaHune — [lononHuTenbHOE pPYKOBOACTBO MO OMPEAESiEHU0 METOAOM Hauxyawero cnydvas
CM. B NPUNOXeHUU H.

Ana nogTBepXAEHUA JOCTOBEPHOCTU OLIEHKN OCYLLECTBUMOCTU ONpefensioT YCNoBUA HauxyaLwwero AonycTUMoro
BapuaHTa U1 YCrOBUSA, KOTOPbIE B JaHHOM MECTe CHUTAIOTCA HauXyALWUM BapuaHToM ANs psaa hakTopos, OTHOCALMXCA
K ynakoBo4Hoi cucteme. Crofa BXOAAT (HO 3TUM He orpaHuymBaetcs):

a) npou3BoACcTBO BapbepHO CUCTEMbI ANA CTepUNU3aLmnn (NnapaMeTpLl CKIenBaHuA U T. 4.);

b) crepunusauusa (napameTphbl, YMCNo UMKMIOB U T. N.). He Tpebyetca aAnst o6pa3yoB, KOTOpble CTEpUIU3YIOT AnNsi
nepBOHaYanbHO| OLEHKWU OCYLLECTBUMOCTH;

C) KoHdUrypaums ynakoBodHON cuctemMsl. 3geck TpebyeTca NoHMMaHue, Kak MeguumMHcKoe uagenue byaet npoaa-
BaTbCA, Kakas OyfeT eAnHMLa npojaxun n eanHULa ucneiTaHus. OAHO 1 TO Xe MeAULUHCKoe nagenue MoxeT 6biTb Npo-
LaHo B pa3nu4HbIX KOHUrypaLmsaxX ynakoBo4YHON cucTeMel. Hanpumep, ero MoXHO NpoAaTh Kak OTAeNbHOe MeAULMHCKoe
usfenune B 6apbepHoi cucTEME AN CTEPUNU3ALUN C 3aLYUTHOW YNaKoBKOW B Kopobke ¢ HeoBXOAUMBIMM 3TUKETKAMM U
MapK1MpoBKoil. Ero MoXHO Takxke npofaTth B kopobke Ha 12 wT, 12 GapbepHbIX CUCTEM C 3aLUUTHOIN yNakoBKOW B OT-
fenbHoi kopobke ¢ HeoBXoaMMBIMU 3TUKETKAMWU U MapKUPOBKOW. Ero MOXHO Talke npofaaTthb kak 50 6apbepHbIX cucTeM
C 3aLUMTHOW ynakoBKoW B OTAENBHOW KOpobke co BCeMU HEOBXOAUMBIMU 3TUKETKAaMWU N MapkupoBKoi. Ele MoryT 6biTb
efiMHULBI AN NpoAaxu pasmepa nanera;

d) KoHurypauus oTrpysku. Heobxogumo noHUMaTh, Kak ynakoBodHas cuctema OyfeT oTnpaBnsThCs 3aKkasuuky
(noTpebuTento) u ByAeT N OHa NepeynakoBbLIBATLCA BO BPEMA 3aKa3aHHOro noTpebutenem npolecca 3anosHeHns,

e) ycnosusi pacnpeaenenus. 3aecb TpebyeTcs NoHUMaHKUe, Kak ynakoBodHas cuctema byger oTnpaensATbes 3a-
Kasduky (notpebutento).

$.2.4 CraTtyc ynakoBOYHOI CUCTEMbBI «Npouuia/He NpoLna» UCTIbITAHUA

S.2.4.1 Tlocne 3aBeplUeHNs CO3[aHUA HaMPSXKEHWIA ANA YNakoBOYHOW CMCTEMBI HEOBX0AMMO ONpeaenuTL Bhlaep-
XKana oHa UX UK He BblAepxKana.

8.2.4.2 YnakoBoyHas cucTtema npoluna WUCnbiTaHUs OCYLeCTBUMOCTH, €CrU YAOBNETBOPAET BCEM KPUTEPUAM
«MpoiifeHo/He NPoiieHo», YCTAHOBMEHHBIM B NMaHe NPOBEPKU OCYLIECTBUMOCTU CMPOEKTUPOBAHHOW YNaKOBOYHOW CU-
cTeMbl. Takum 06pa3om co3faeTca yBepeHHOCTb, YTO CpoeKTMpoBaHHasa cuctema byaeT pabotatb U yHKLMOHUPOBaTL
Mo HasHa4YeHWto. Ha4ynmHaloT NoAroTOBKY K BanuaaLyUm yrakoBOYHOW CUCTEMBI, OObIMHO U3rOTOBNEHHOW C MOMOLLLIO NPO-
WeaLlero BanugaLmnio TeXHonornyeckoro npovecca (cM. 4.7).

S.2.4.3 Ecnun ynakoBoYHasa cucTeMa He BLINOSHAET BCe KPUTEPUW, YCTAHOBIEHHBIE B NNaHe, TO ONpeAensioT BUAbLI
0TKa30B W paccregytoT X NpuyunHbl. BeinonHsoT koppekTupytolme Aeicteus. OHU MOTyT BKNtOMaTb NEPECMOTP KOHLEMN-
LM YNaKoBOYHOW CUCTEMbLI U NOBTOPHOE ONpefeneHne ocyLLecTBUMOCTU. PYKOBOACTBO NO onpeAeneHuio BUA0B 0TKa3oB
1 COOTBETCTBYIOLLMM KOPPEKTUPYIOLLMM AeACTBMAM CM. B Npuroxernun R.
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(CTepunuaauus caHuTapHo-rurneHndeckux usgenuii. Criosapsb)

Implants for surgery. Active implantable medical devices. Part 1. General requirements for
safety, marking and information to be provided by the manufacturer

(MMnnaHTaTbl ANa Xupypruu. AKTUBHbIE WUMMNMAHTUPYeMble MeWLMHCKME YCTPOMCTBa.
YacTe 1. O6wume TpeboBaHust K 6e3onacHOCTH, MapkupoBKe U MHGOPMaLMK, NpegocTas-
NAEMON N3roToBUTENEM)
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ISO 14708-2

ISO 15747

ISO 17665-1

ISO/TS 17665-2

ISO 20857

1ISO 2859-1

EN 868 (Bce vactu)

EN 868-2

EN 868-5

EN 868-8

EN 13427

EN 13428

EN 13429

EN 13430

Implants for surgery. Active implantable medical devices. Part 2. Cardiac pacemakers
(MMnnaHTaThl AN XUPYprun. AKTUBHbIE WMMNAHTUpyeMble MefULIMHCKUe YCTPOoMCTBa.
YacTb 2. SnekTpokapanocTUMYnATophl)

Plastic containers for intravenous injections
(KoHTeiHepbl nnacTMaccoBble AN BHYTPUBEHHBIX UHBEKLWIA)

Sterilization of health care products. Moist heat. Part 1. Requirements for the development,
validation and routine control of a sterilization process for medical devices

(CTepunusaums mMeguumHckoid npoaykumn. Ctepunuaauus napom. Yacts 1. TpeGoaHus
K paspaboTke, BanuaaLun 1 TeKyLLeMy KOHTPOMo npolecca cTepunusalun MeguLMHCKuX
usgenui)

Sterilization of health care products. Moist heat. Part 2. Guidance on the application
of ISO 17665-1

(CTepunuzaumsa meguuMHCKoi npoaykuyun. Ctepunusaumsa napom. YacTe 2. PykoBoacTBO
no npumeHeHuro MCO 17665-1)

Sterilization of medical devices. Dry heat. Requirements for development, validation and
routine control of a sterilization process for medical devices

(Ctepunusaums meguuuHckoi npoaykuum. Cyxoit xap. TpeboBaHus k paspaboTke, Banu-
Jauumn 1 TekyLlemMy KOHTPOro Npon3Bo4CTBEHHOMo npoLecca cTepunmsanmm MefuLmnHCKUX
usgenui)

Statistical methods. Sampling procedures for inspection by attributes. Part 1. Sampling
schemes indexed by acceptance quality limit for lot-by-lot inspection

[Mpouenypbl BEIGOPOYHOrO KOHTPOSS MO Ka4eCTBEHHLIM MpuaHakaM. YacTte 1. MnaHbl BbI-
BOpPOYHOro KOHTPOSIA € YKasaHWeM npuememMoro ypoBHs kadecTsa (AQL) Ana nocnegosa-
TENbHOro KOHTPOMNSA napTui]

Packaging for terminally sterilized medical devices
(YnakoBKka MefULIMHCKUX N3genui, noanexalimx puUHULLHOW cTepunusasmm)

Packaging for terminally sterilized medical devices. Part 2. Sterilization wrap. Requirements
and test methods

(YnakoBKka MeAMLMHCKUX U3LENWiA, nognexawnx GUHULWHON cTepunusauuun. Yactb 2. Cte-
punusauynoHHas obepTka. TpebosaHua U MeToAbl UCNLITAHWIA)

Packaging for terminally sterilized medical devices. Part 5. Sealable pouches and reels of
porous materials and plastic film construction. Requirements and test methods

(YnakoBka MegUUUHCKUX W3denunii, nognexawmx UHULIHOW cTepunusauuun. Yactb 5.
CknevBaeMble NakeTbl U PYNOHBI U3 NOPUCTLIX MaTepuanoB U NNACTUKOBOW NNeHKW. Tpe-
60BaHNA N MeTOAbI UCMbITAHUIA)

Packaging for terminally sterilized medical devices. Part 8. Re-usable sterilization contain-
ers for steam sterilizers conforming to EN 285. Requirements and test methods

(YnakoBka MEAWLMHCKUX N3AENWI, noanexawmx duHnILHOK cTepunusauuu. Yactb 8. KoH-
TeiHepbl MHOFOKPaTHOTO UCNONb30BaHUA ANA cTepunu3ayuu napom no EN 285. Tpebosa-
HUA U METOALI UCNBITAHWUIA)

Packaging. Requirements for the use of European Standards in the field of packaging and
packaging waste

(YnakosblBaHue. TpeboBaHWUS UCNONB3OBAHNA €BPOMENCKUX CTaHAAPTOB B 06NacTh ynako-
BbIBAHMA U OTXOAOB YNaKOBbLIBAHUA)

Packaging. Requirements specific to manufacturing and composition. Prevention by source
reduction

(YnakoBubiBaHue. KoHkpeTHble TpeboBaHUA K M3roTOBNEHUIO U cocTasy. Mepbl npeaocTo-
POXHOCTU NYTEM COKpaLLEHUA UCTOMHWUKOB puUcKa)

Packaging. Reuse
(YnakosbiBaHue. [MoBTOpHOE UCNONBb30BAHNE YNaKoBKW)

Packaging. Requirements for packaging recoverable by material recycling
(YnakosbiBaHue. TpeboBaHWe K ynakoBke, BOCCTaHaBNMBaeMOIN NOCPEACTBOM peLMKNUHra
MaTtepuanos)
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Packaging. Requirements for packaging recoverable in the form of energy recovery, includ-
ing specification of minimum inferior calorific value

(YnakoBrbiBaHue. TpeboBaHWe K ynakoBKe, BocCTaHaBNnuBaeMoi B opMe pereHepauuu
3Heprum, BKIo4an cneundukaunio Ha MUHUMAarnbHYH HU3LLYIO TEMNMOTY CropaHusl)

Packaging. Requirements for packaging recoverable through composting and biodegrada-
tion. Test scheme and evaluation criteria for the final acceptance of packaging
(YnakoBrbiBaHue. TpeboBaHWe K ynakoBke, BOCCTaHaBNUBaEMON NOCPEACTBOM KOMMOCTU-
poBaHus u buogerpagaumn. Cxema UCNbITaHUA N KPUTEPUN OLIEHKU A5 KOHEYHOW NPUEMKK
YyNaKoBKW)

Medical electrical equipment. Part 1. General requirements for basic safety and essential
performance (IEC 60601-1:2005)

[MeguuuHckoe anekTpoobopyaoBanue. Yactb 1. Obwme TpeboBaHus k BGesonacHocTu 1
OCHOBHLIM Xapakrtepuctukam (IEC 60601-1:2005)]

Electroacoustics. Hearing aids. Part 13. Electromagnetic compatibility (EMC)
(IEC 60118-13:2004)

[GnekTpoakycTuka. Cnyxosble annapatbl. YacTe 13. OnekrpomMarHuTHasi COBMECTUMOCTb
(OMC) (IEC 60118-13:2004)]

Sterilization. Sterile supply. Part 6. Microbial barrier testing of packaging materials for med-
ical devices which are to be sterilized

(Ctepunusaumns. MocTaBka cTepunbHOW nmpogykuuu. Yacte 6. WcneltaHne MUKpo6Horo
Gapbepa ynakoBOoYHbIX Marepuanos Ans MeAULMHCKUX U3Jenuid, nognexalymx cTepunu-
3auum)

Sterilization. Sterile supply. Part 7. Use of sterilization paper, nonwoven wrapping material,
textile materials, paper bags and sealable pouches and reels

(Ctepunuaauus. MocTaBka cTepunbHOW Npoaykumn. YacTs 7. McnoneaoBaHue bymaru, He-
TKaHoro o6epToYHOro MaTepuana, TeKCTUNbHbLIX MaTepnanos, SyMadKHbLIX MELLIKOB U 3akne-
MBaeMbIX NMaKeToB U PyroHOB)

Sterilization. Sterile supply. Part 8. Logistics of sterile medical devices
(Ctepunuaauus. MocTtaBka cTepunbHO npogykuuu. Yactb 8. JlorncTuka cTepunbHelX Me-
AWLUMHCKUX U3genui)

Test method to demonstrate the suitability of a medical device simulator during steam ster-
ilization. Medical device simulator testing

(MeTop AeMOHCTpaLMKU NPUrofHOCTU MOAENU MEAULIMHCKOro usfenua Ana cTepunusauun
napoM. UcnbitaHuss Mogerein MegULIMHCKUX U3AENNiA)

Physical aspects of ethylene oxide sterilization
(Pusmnyeckune acnekTbl CTepunusaLumn 3TUNEHOKCULOM)

Microbiological aspects of ethylene oxide sterilization
(Mukpobuonormyeckue acnekTsl CTEpUNM3aLn TUIEHOKCUAOM)

Compatibility of materials subject to sterilization
(CoBMecTUMOCTL MaTepuarnos, Noanexalymx crepunusamm)

Guidance for UICO 10993-7. Biological evaluation of medical devices. Part 7. Ethylene oxide
sterilization residuals

(PykoBoacTtBo no npumeHeHuto MCO 10993-7. Buonoruveckasn oLeHKka MegULMHCKUX U3-
Aenuii. Yactb 7. OcTaTku nocne cTepunusauum aTUNeHANoKCUaom)

Parametric release for ethylene oxide sterilization
(BeInyck no napameTpam, BbIMYCK CTEPUNU30BAHHON NPOAYKLIMM HA OCHOBE Y4€Ta YCNoBuiA
cTepunusaumm)

Product adoption and process equivalency for ethylene oxide sterilization
(MpuemKa NpPogYKLMM U 3KBMBaNEHTHOCTb NpoLecca AN CTepunnsauum sTUNeHOCKCLoMm)

Guide for process control in radiation sterilization
(PykoBoAcTBO MO KOHTPOIIO NpoLecca cTepunuaannum paguacmei)
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AAMI TIR33

AAMI TIR35

ANSI/ASQ Z21.4

ANSI/ASQ Z21.9

ANSI/AAMI ST58

ANSI/AAMI ST63

MCO/ASTM 51649

ASTM D589

ASTM D882

ASTM D1003

ASTM D1709

ASTM D1894

ASTM D1922

ASTM D1938

ASTM D2457

Sterilization of health care products. Radiation. Substantiation of a selected sterilization
dose. Method VD,
(Ctepunusaumsa MeguynHCKUX nsgenuii. Pagnaums. YctaHoeneHnve BbibpaHHOW Jo3bl NS

ctepunusauuu. Metog VD)

Sterilization of health care products. Radiation sterilization. Alternative sampling plans for
verification dose experiments and sterilization dose audits

(Ctepunusauma MeauuuHckux usfgenuii. Ctepunusauyua pagunaumeid. ArsrepHaTUBHLbIE
nrnaHbl BbIBOPOYHOTO KOHTPONA AS1S1 3KCNEPUMEHTOB C NPOBEPOYHOI 4030# U ayauTa CTe-
pUnU3aLMoHHOW A03bl)

Sampling Procedures and Tables for Inspection by Attributes
(MeToabl otbopa npob 1 Tabnuubl ANs NPOBEPKU NO Ka4ECTBEHHLIM XapakTepucTMkam)

Sampling Procedures and Tables for Inspection by Variables for Percent Nonconforming
(MeToabl oTbopa nNpo6 1 Tabnuupl 4MNsi KOHTPONSA NO NepPEeMEHHBIM A NPOLeHTa HeCcooT-
BETCTBUS)

Chemical sterilization and high level disinfection in health care facilities
(XuMunueckan ctepunusaumna U AesuHMEKUNA BLICOKOrO YPOBHS B MEAMULIMHCKUX yupexe-
HUAX)

Sterilization of health care products: Requirements for the development, validation and
routine control of an industrial sterilization process for medical devices. Dry heat
(Ctepunusauus MeguumHCKnx nsgenuin. TpebosaHua k paspaboTke, BanuaaLum n nosce-
HEBHOMY KOHTPOMIO NPOMBLILNEHHOrO Npouecca cTepunusauum MegULMHCKUX M3fenuii.
CTrepunusaums cyxum xapom)

Practice for dosimetry in an electron beam facility for radiation processing at energies
between 300 keV and 25 MeV

(Ho3nMeTpmna Ha 3NeKTPOHHO-NYy4eBOW ycTaHOBKe ANs o6paboTku obryyeHneM aHepruei
ot 300 k3B go 25 MaB)

Standard test method for opacity of paper (15°diffuse illuminant A, 89 % reflectance backing
and paper backing)

[CTaHpapTHLIA MeTog onpeaeneHust Henpo3pavHocTh ByMaru (MCTOMHUK PACCeAHHOro cBe-
Ta A 15°, 89 % oTpaxeHnst poHOM 1 ByMa>KHOI OCHOBOWA)]

Standard test method for tensile properties of thin plastic sheeting
(CtaHpapTHLIA MeTog onpeferieHns CBOWCTB NMPU PacTsHKEHMM TOHKUX NNACTUKOBBLIX Nn-
CTOB)

Standard test method for haze and luminous transmittance of transparent plastics
(CtaHpapTHLIA MeTOA OMpeferneHus AblMY4aToCTU W CBETOMPOHULAEMOCTW NPO3paqHbiX
nnacTmacc)

Standard test methods for impact resistance of plastic film by the free-falling dart method
(CTaHpapTHble MeToLbl OMNpefeneHns yaapHOW BA3KOCTU NIacTUKOBOW MNIeHKW MeTooM
cBobofHOro nageHus apoTuka)

Standard test method for static and kinetic coefficients of friction of plastic film and sheeting
(CtaHpapTHLIA MeTog onpefeneHns CTaTu4eckoro U KMHETUYecKoro KoadduLmneHTa Tpe-
HWSA NNACTUKOBOMW NIIEHKN U NINCTOB)

Standard test method for propagation tear resistance of plastic film and thin sheeting by
pendulum method

(CTaHpapTHbIA MeTOL onpefenieHUst CONPOTUBNEHNUS pacnpoCTPaHeHUIO paspbiBa NnacTu-
KOBOW NMeHKN 1 TOHKOro NINCTa C MOMOLLbIO MasTHUKA)

Standard test method for tear-propagation resistance (trouser tear) of plastic film and thin
sheeting by a single-test method

(CtaHpapTHLIA MeTOh onpedeneHns CONPOTUBIIEHNSA PacipOCTPaHEHWIo paspbiBa rnriactm-
KOBOW NMeHKN 1 TOHKOro NINCTa METOA40M OTAEeNbHOro Tecta)

Standard test method for spectacular gloss of plastic films and solid plastics
(CtaHaapTHLIA MeTod onpedeneHus 3epKanbHOro brecka nNnacTMKoBOW NNeHK 1 TBepabIX
nnacrmacc)



[59]

[60]

[61]

[62]

[63]

(64]

(65]

[66]

(671

(68]

[69]

[70]

[71]

[72]

[73]

[74]

[79]

ASTM D3078
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ASTM F372

ASTM F392
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ASTM F1327
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Standard test method for determination of leaks in flexible packaging by bubble emission
(CraHpapTHbIiA MeTO/, OnpeaeneHnst YTeHKU B 3NacTUHHON YNaKoBKe METOL0M UCMYCKaHus
ny3bipLKOB)

Standard test method for pendulum impact resistance of plastic film
(CtanpapTHbIil MeToa ornpefeneHnst yaapHoOi BA3KOCTU NNACTUKOBOW NIMEHKU C NMOMOLLLIO
MasiTHUKA)

Standard test methods for mass per unit area (weight) of fabric
(CtanpapTHble MeToALl OnNpefeneHns Macchl Ha eAUHULY Nnowagn TKaHK)

Standard test method for oxygen gas transmission rate through plastic film and sheeting
using a coulometric sensor

(CtanpapTHbIil MeTOA onpefeneHns CKOpoCcTH NponyckaHUaA rasoobpa3Horo kucnopoga Je-
pes MNacTUKOBYIO NNEHKY U NIUCTLI ¢ UCNONb30BaHWEM KYNIOHOMETPUYECKOro AaT4nKa)

Standard practice for performance testing of shipping containers and systems, International
Safe Transit Association (ISTA) Procedures

[CTaHaapTHas npakTUka NPoBEAESHUA UCNBITAHWIA FPY30BbLIX KOHTEAHEPOB U CUCTEM, NPO-
LUeaypbl MexayHapogHoi accoyunauum no 6esonacHoctu nepeBosok (ISTA)]

Standard test method for package yield of plastic film
(CtanpapTHbIl MeTOA onpeaeneHns Npeena Teky4ecTu NNacTUKOBON NNEHKN B yNakoBKe)

Standard test method for two-sided liquid extraction of plastic materials
(CtanpapTHbIl MeTOA ONPefeneHna UCNBITAHUA SKCTPAKLNUKN XUAKOCTU ABYMA CTOPOHAMU
MNacTUKOBLIX MaTepuanos)

Standard practice for abrasion resistance of printed materials by the Sutherland rub tester
(CtanpapTHbI MeTOA OnpeaeneHns cConpoTUBNEHNA abpasMBHOMY UCTUPAHUIO NEYATHOrO
marepuana Ha TecTepe ClosepneHaa)

Standard terminology relating flexible barrier packaging
(CtaHpgapTHas TEpMUHONOINA No 3NacTUYHON BapbepHO ynakoBke)

Standard Test Method for Seal Strength of Flexible Barrier Materials
(CtaHpapTHbIA MeTof onpeAeneHnss NMPOYHOCTU KINeeBOro COeAUHEHUa anacTuyHbIX Ga-
pbepHbIX MaTepUarnoB)

Standard test method for water vapour transmission rate of flexible barrier materials
(CtaHpapTHbIA MeTog, onpeaeneHns CKOpoCTU NPoMNyCcKaHUs BOAAHOro napa anacTUYHbIMA
6apbepHbBIMU MaTepuanammu)

Standard test method for flex durability of flexible barrier materials
(CtaHpapTHbIA MeToA onpeAeneHnsa NPOYHOCTU Ha U3rnb anacTuYHbIMKU GapbepHbBIMU Ma-
Tepuanamm)

Standard test method for comparison of bond strength or ply adhesion of similar laminates
made from flexible materials

(CtanpapTHbIA MeTOf, CpaBHEHUSI MPOYHOCTU CBA3N UMK aAresnn Mexay CnosMn CXOoXux
NlaMMHaTOB, U3roTOBMEHHbIX U3 3NacTUYHbIX BapbepHbIX Matepnanos)

Standard Test Methods for Internal Pressurization Failure Resistance of Unrestrained
Packages

(CtaHpapTHble MeTOAbl CPAaBHEHUS] BHYTPEHHErO COMPOTUBMIEHNUSA paspyweHUto Npu npu-
NOXEHUW AaBneHus 3HYTpU cBOGOAHON YNaKoBKK)

Standard test method for water vapour transmission rate through plastic film and sheeting
(CtanpapTHbIil MeTOZ, onpefeneHns CKOpocTU NpoNyCcKaHWA BOAAHOMO Napa Yepes nnactu-
KOBYIO MAEHKY 1 JIUCT)

Standard test method for slow rate penetration resistance of flexible barrier films and
laminates

(CtanpapTHbIl MeToA onpefeneHna CONPOTUBNEHUA HU3KOCKOPOCTHOMY NPOHUKAHUIO Ye-
pe3 anacTuyHble 6apbepHble NNEHKN N NaMUHaTbI)

Standard terminology relating to barrier materials for medical packaging
(CtanpapTHas TepMUHONOrNSA, OTHOCALAACA K GapbepHBIM MaTepuanam Ans MeguumH-
CKOW yNnaKoBKW)
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ASTM F1886

ASTM F1929

ASTM F1980

ASTM F2029

ASTM F2054

ASTM F2096

ASTM F2097

ASTM F2203

ASTM F2217

ASTM F2250

ASTM F2251

ASTM F2252

ASTM F2475

ASTM F2825

Standard test method for determining integrity of seals for medical packaging by visual
inspection

(CtaHpapTHbIA MeToA onpefAeneHns LIeNOCTHOCTM KIeeBbiX COEAUHEHUIA AN MeauLUH-
CKOW YMaKoBKW METOAO0M BU3YaNbHOrO KOHTPONS)

Standard test method for detecting seal leaks in porous medical packaging by dye
penetration

(CtaHpapTHbIA MeTOA BLIABIEHUA YTEYEK Yepes KreeBoe CoefJUHEHNE B NOPUCTON Mean-
LIMHCKOI yNakoBKe C NOMOLLbIO NPOHUKAIOLEro KpacuTens)

Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices
(CtaHpapTHOe pyKOBOACTBO NO YCKOPEHHOMY cTapeHuto 6apbepHbIX CUCTEM ANA CTEPUNU-
3aLUun MefULIMHCKNX U38enunin)

Standard practices for making heatseals for determination of heatsealability of flexible webs
as measure by seal strengt

(CtaHpapTHble MeTOAbLl TepMOCBapKKU AN onpefeneHns cnocobHOCTM K TepMOCKnensa-
HWIO 3NacTUYHBIX Y3N0B Kak Mepbl NPOYHOCTH KIeeBbIX COEAUHEHMIA)

Standard Test Method for Burst Testing of Flexible Package Seals Using Internal Air
Pressurization Within Restraining Plates

(CtaHpapTHble MeTOAbI UCNBITAHWUI Ha pa3fup KreeBbIX COEAMHEHMWIA anacTUYHON ynakoB-
KW Mo4 AeNCTBUEM CXKaTOro BO3Ayxa NoA 3aKUMHBLIMKU NNacTUHaMM)

Standard test method for detecting gross leaks in medical packaging by internal
pressurization (bubble test)

(CtaHpapTHLIA MeTog 0BHapYXeHUS KPYMHBIX YTeYeK B MeULIMHCKOIA ynaKkoBKke nyTeM Npu-
TNOXEHWA faBneHns U3HyTpu)

Standard Guide for Design and Evaluation of Primary Flexible Packaging for Medical
Products

(CTaHpapTHOe pyKoBOACTBO NO NPOEKTUPOBAHMIO N OLIEHUBaHUIO NEPBUYHOW ANACTUYHOIA
YMaKkoBKU ANt MEAULIMHCKNX U3fenunin)

Standard test method for linear measurement using precision steel rule
(CTaHOapTHBIA MeTOA NIMHEMHOIO U3MEPEHUA C NOMOLLBIO NPELMINOHHOW CTanbHON Nu-
HelnKkn)

Standard practice for coating/adhesive weight determination
(CTaHaapTHEIR MeTof onpeferneHns Maccbl NOKpLITUA/KNeR)

Standard practice for evaluation of chemical resistance of printed inks and coatings on
flexible packaging materials

(CTaHAapTHBIA MeToA OLEHUBaHUSA XUMUYECKON CTOWKOCTU TUNOrpaddCKux YepHUn u no-
KPLITWIA Ha anacTUYHLIX 6apbepHbIX MaTepuanax)

Standard test method for thickness measurement of flexible packaging material
(CTaHAapTHLIAR MeToA N3MEPEHUS TOSLLMHBLI 3N1aCTUHHOrO YNaKkoBOYHOro MaTepuana)

Standard practice for evaluating ink or coating adhesion to flexible packaging materials
using tape

(CTanpapTHLIA MeTO, OLEHKM afre3u YepHWUN U NOKPLITUA K SNACTUMHLIM YNAKOBOYHLIM
MaTepuanam)

Biocompatibility of medical device packaging materials
(BruocoBMeCTUMOCTb YNAKOBOYHLIX MaTrepuanos Ana MEAULMHCKUX N3fenunin)

Standard Practice for Climatic Stressing of Packaging Systems for Single Parcel Delivery
(CtanpgapTHas npakTUKa KNUMaTMYecKUxX HanpsHKeHU YNakoBOYHbIX CUCTEM ANS OTNPaBKK
OfHON MayKm)

FDA 21 CFR 170—189, BFR 36 XXXVI Paper and Board for food contact

Code FDA 21CFR179.41, Code of Federal Regulations — Food and Drugs: Parts 1 to 1499
Code FDA 21 CFR807, Initial Registration of Device Establishment form FDA-2891

Code FDA 21 CFR807, Device Listing form FDA-2892

IEST-STD-CC1246D, Product Cleanliness Levels and Contamination Control Program
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European Commission Regulation Ne 10/2011 on plastic materials and articles intended to come into contact with
food

Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Council directive of 20 June 1990 on the approximation of the laws of the Member States relating to active
implantable medical devices

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic
medical devices

Directive 2002/95/EC of the European Parliament and of the Council of 27 January 2003 on the restriction of the
use of certain hazardous substances in electrical and electronic equipment

Directive 2002/96/EC of the European Parliament and of the Council of 27 January 2003 on waste electrical and
electronic equipment (WEEE)

EU-MEDDEYV 2.2/3, Guidance MEDDEVs Essential requirements — «Use by» — date
European Parliament and council directive 94/62/EC of 20 December 1994 on packaging and packaging waste
TAPPI Dirt estimation chart. Norcross (Ga.): TAPPI, 2000, Product code: 0109DIRT Norcross, GA

U.S. FOOD AND DRUG ADMINSTRATION. Quality System Regulation Guidance on packaging (Medical device
quality systems manual: A small entity compliance guide, Section 13 Packaging)

Dunkelberg H., MD; Schmelz U., MD. Determination of the Efficacy of Sterile Barrier Systems Against Microbial
Challenges During Transport and Storage. Infect. Control Hosp. Epidemiol. 2009 February, 30 (2), p. 179
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