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BBenoeHue

CTepunbHoe MeauuMHCKoe n3genme — 3170 nu3genme, cBoboaHoe OT XKNU3HECNOCODHbBIX MUKPOOPTraHN3-
MOB. [pn nocTaBKkax cTepUnbHbIX MEAULIMHCKUX U3AENNUA MeXAyHapoaHble cTaHaapThl, ONUCkIBaoLLMe Tpebo-
BaHMA K Banuaauum M TeKYLWEMY KOHTPOMN MNPOLECcCOB cTepunusauum, TpedbyroT, 4Tobbl cny4vyauHas
MUKpobuMonormyeckas KoHTaMMHaLU s MeanLMHCKOro n3genusa nepeq crepunmsannen dbsina MUHUMN3UPOBA-
Ha.Ho gaxe B 3TOM cniydae MeaAuLMHCKUE n3aenuda, U3roToBNeHHble B CTaHAapPTHLIX NPOU3BOACTBEHHbIX YCINO-
BUSAX B COOTBETCTBUU C TPEOOBaAHUAMN CUCTEM yNpaBeHUs kadecTBoM (Hanpumep, MCO 13485), moryT nepen
CTEPUNU3ALINEN COAEPKAaTb MUKPOOPraHNU3Mebl, MyCTb U B HEDONbLLUNX KONUYecTBax. Takmue MmeanuLmMHCcKMe nage-
UK ABMNSAOTCA HECTEPUIbHbIMA. Lienbio cTepunnsaumm SsBNSieTCa MHaKTUBaLU S MUKPODUONMOrM4eckmnx 3arpsis-
HEHUN 1, TaKUM obpasom, nepeBo] HecTePUbHbIX MEAULIMHCKUX N3Aen B CTEPUTIbHBIE.

KnHeTuKa MHakTMBaLUmM YNCTOU KYNbTYPbl MUKPOOPTaHU3MOB PU3NYECKUMU N/ NN XUMUYECKUMU areHTa-
MW, NIPUMEHSIEMBIMIN AN CTEepUnmn3aunm MeanumMHCKUX n3aennin, B obLliem crnydae TouHee BCEro onicbiBaeTCH
SKCMNOHEeHUMaNbHOW 3aBUCUMOCTbLIO MeXay KONMMYeCTBOM BbDKUBLUUX MUKPOOPraHU3IMOB U CTENeHbIo BO3AdeN-
CTBUSI cTepunuayrollerc areHta. Mz atoro HensbexxHo cneayer, YTO Bceraa CyLecTBYEeT HEKOTOpAas BEPOSIT-
HOCTb TOTO, YTO MUKPOOPraHN3M MOXET BbIKUTb, HE3AaBUCMMO OT CTeNeHU NpUMMeHeHHOro Bo3aencTeus. Ans
onpegeneHHon obpaboTKN BEPOATHOCTb BLEIKMBLLUMX ONpeaensieTcsd UCXOAHBIM KONMUYECTBOM U YCTOUYK-
BOCTbH MUKPOOPraHU3MOB U OKPYXKaroLWUMK YCITOBUSIMIA, B KOTOPLIX OpraHn3mMsbl NpebbiBaoT BO BpeMs obpa-
0oTKM. CnepoBaTeNibHO, CTEPUNBHOCTL NOOOro OTAENBbHOrC MeAULMHCKOrO U3genus, B3ATOro M3 rpynnbl
n3genuin, npolleglnx cTepmnmusaLnoHHy o0bpaboTKy, He MOXeT ObIThb rapaHTUPOBaHAa, a CTepUNbLHOCTL 0bpa-
OOTaHHOWU rpynnbl Beipa)XXaeTca BEPOATHOCTbIO HANUYUA XKU3HECNOCOOHBIX MUKPOOPraHM3MOB Ha MeanLINH-
CKOM uUsagenuu.

B HacTodweM cTaHaapTe coaepXKaTtcd TpedoBaHUsA, BbINONHEHUE KOTOPLIX 0becnevynBaeT HeoOXoAUMYHO
MUKPOOULMAHYIO aKTUBHOCTbL MpoLlecca pagnauuoHHON cTepunusaunn, npeaHasHavyeHHoro Ans ctepunusa-
L MeanunHCKUX nsgennin. bonee toro, cooTBeTCTBUE TPpebOoBaHUAM obecneunBaeT HaAEXHOCTb 1 BOCMNPO-
M3BOOAMMOCTb 3TOM aKTUBHOCTU, TaK YTO MOXHO C AOCTaTOYHOW YBEPEHHOCTLIO NpeackasaTb HU3KMN YPOBEHb
BEPOATHOCTU COXPaHEHUS XXN3HECNOCOOHBIX MUKPOOPraHU3MOB B NPoAyKLUWK nocne ctepunusauymnn. Konuvec-
TBEHHbIE XapakTepUCTUKN 3TON BEPOATHOCTU YyCTaHaBNMBAOTCA pernameHTUpYyoLWmnMmnM opraHaMmm BNactTu U B
Pa3HbIX CTPaHaxX MOryT ObITb pasdnu4yHbiMu (Hanpumep, EH 556-1 u AHCU/AAMU CTG67).

Obuwne TpeboBaHUA CUCTEMBI YNIpaBEeHUSA KAYeCTBOM NPU NPOEKTUpoBaHUU N pa3padboTKe, NPon3Boa-
CTBe, MOHTaxe U obcnyxnsaHun npuseaeHsl B MCO 9001, a yacTHble TpeboBaHUA CUCTEMBI yNpaBeHUS
KayeCTBOM NpU NpousBoacTBe MeanumHckmnx nsgenunnpuesegeHsl B MCO 13485. CtaHaapThl CUCTEMbI YpaB-
NeHnst Ka4YeCTBOM NMPU3HaKT, YTO 3P PEKTUBHOCTbL HEKOTOPLIX MPOLLEeCCOB, NPUMEHAEMBIX B MPOU3BO/ACTBE, He
MOXeT ObITb NONMHOCTLIO AoKa3aHa nocneayrwmmMmm MHCNekUnen n ucnelTaHnem npoaykumm, Ctepmunumsauus
ABNAETCA NPUMepPOM Takoro npotecca. o 3Tor npninHe npouecchl cTepunusaunm nepeg npMMeHeHNeM noa-
nexart Banugauunun, X xapaktepuUcTukn — TekyLlemMy KOHTPOMo, a 0bopyaoBaHne — obCnyXMBaHULO.

Hagnexauwum obpasom BanmaupoBaHHbIN, TOYHO KOHTPONMUMPYEMBIN NpoLecc cTepunusaymm sBNaeTC
He eAMHCTBEeHHbIM (DaKTOpPOM, BNUAIOLWNM Ha HAAEXHOCTb TOro, YTO NPpoAyKUMA ABNAETCA CTEPUNBLHOWU, U, B
3TOM OTHOLUEHWW, NpUrogHa Ang npegHasHaveHHoro npumMmeHeHus. Heobxogmnumo obpaTtuTs BHUMaHME Ha paa
OPYrnMX BONPOCOB, Cpeamn KOTOPLIX:

a) MUKPODNONOrM4Yeckoe COCTOsAHNE BXOAALLErro Chlpbs U/UNMA KOMMOHEHTOB;

) Banugauusa U TeKyLKUA KOHTPONb NMobOoN UCNONb3YEMON METOANKN OUNCTKU U Ae3UHAEKLINN;

) KOHTPOIb OKpyXatolen cpebl, B KOTOPOW NPOoayKLUS NPOU3BOANUTCS, CODMpaeTCs N yNnakoBbIBAETCS;
)

)

KOHTPOb 060pPYAOBaHUSA N NPOLIECCOB;
KOHTPONb NepcoHana v ero rmrMeHsl;

f) cnocob n maTtepuansl, B KOTOpble YNaKOBbIBAETCS NPOAYKLINS;

g) YCNoBUA XpaHeHUa NpoayKLnn.,

HacTodawmn ctaHgapT coaepXXut TpeboBaHusl, obecrnevynparoLlme Hagnexawiee BbInoIHeHne 4eNCTBUN,
CBA3aHHLIX C NpoLueccoM pagnauMoHHOU cTepunusaumn. Takme gencTtBua onnucaHbl B AOKYMEHTUPOBaHHbBIX
nporpammax paboT, paspaboTaHHbIX A9 AeMOHCTpauun Toro, YTo Ha BbiXxode paanaunoHHOW obpaboTKu
0o3amMu, nonagarLmn B 3apaHee onpeaeneHHsie npeaensl, oyaeTt noCToOAHHO NMonyyaTbest CTEpUbHas npo-
OYKLNA.

TpeboBaHUA coCTaBNSAOT 0bA3aTEeNbHYIO YaCTb HACTOALLEro cTaHgapTa, U COOTBETCTBME UM OOJTKHO
aeknapupoBaTtbcd. PykoBoACTBO, NpUBeAeHHOE B NPUMIOXKEHNN A, He aBNnsdeTcHa obsizaTenbHbIM U HE UMEET
Xapaktepa UHCTPYKUUX ANna ayauTtopoB. PYKOBOACTBO COAEPXKNT MOACHEHUA U MEeTOAUKN, NPU3HaHHbIE NMPpUeM-
nemMmbiMU NS NOATBEPXKAEHUS COOTBETCTBUS TpeboBaHUAM. MOXHO NPUMEHATL U Apyrne MeToankn, NOMUMO
yKa3aHHbIX B PYKOBOACTBE, eCcnii OHU 3pdPeKTUBHO NOATBEPXKAAOT COOTBETCTBMNE TPEeDOBAHUAM HACTOSALLErO
cTaHgapTa.

D O O T
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PaspaboTka, Banuaauns 1 TeKyLnin KOHTPOMNb NpoLecca CTepunusaLmnm BKNoYaT B cebs Lenbin psia
OTAENbHbIX, HO B3aUMOCBSA3aHHbIX AEUCTBUN, HANPUMEpP KanubpoBKy, 00CnyXuBaHne, onpeaeneHumne npoaykK-
LK, onpeaeneHne npouecca, atrectauuio yCTaHOBNEHHOro obopyaoBaHus, aTtrecTauuio AeUCTBYHOLWEro
obopyaoBaHUA U aTTeCTaLUIO 3KCNNyaTUpyemMoro obopyaoBaHus. XoTs AeUCTBUSA, Tpebyrolmnecst CornacHo
HacTodALEeMY CTaHOAPTY, CrRpYNNMPOBaHbl U NpeacTaBfieHbl B onpeaeneHHOM Nopsake, ctaHaapT He Tpebyer,
YTOObI OHW BBINOMHANMUCL MMEHHO B TakoM nopsigke. Tpebyemble 4eUCTBUA He 0DsI3aTeNbHO AOMKHbI BIMO/I-
HATBLCS NOCNeaoBaTEeNbHO, MOCKOMbKY NporpamMmel paspaboTkM 1 Bannaaumnm MoryT ObiTb NOBTOPSIFOLLUMUCS.
BO3MOXHO, YTO BbINMONHEHUE PaA3NIMYHBLIX AENCTBUX NOTPEDbYET NpMBReveHuns psaa otaebHbIX UCMIONHUTENEN
/NN opraHnsaunii, Kaxkabli N3 KOTOPbIX OTBeYaeT 3a BbINOHEHNE O0QHOI0 UMM HECKONbKUX AeUCTBUN. HacTo-
AL cTaHAapT He coaepPXXUT NepeyHs KOHKPEeTHLIX UCMoNHUTeNen Unn opraHnsaunii Angd BbINOMHEHUSA 3TUX
NencTBUNA.

Cepusa ctangaptoe MCO 11137 nog obwmm HasBaHuem «Ctepunmsaunsa MeauumHCKon npoaykuuu.
PagnaunoHHasa cTepunmsaumsa» COCToOUT U3 cneayioWnxX cTaH4apToB!

- YacTtb 1. TpeboBaHua K paspaboTke, BanMaauum 1 TekyLlemMy KOHTPOMN npolecca ctepunusaunmn
MeaUUMNHCKUX U3aenumun.

- YacTb 2. YcTaHOBNEHMe CTepunusyrolle 4o3.bl.
- YacTb 3. PykoBOACTBO NO BOMpocam A03UMETPUN.
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

Ctepunusaumna MeaMuUHCKOU NpoayKUuUn
PAOUALUMNOHHAA CTEPUITUSALIUA
YacTb 1

TpeboBaHuA K pa3pabdboTke, Banngauum N TeKyLeMy KOHTPOIIO
npoLecca ctepunusauum MmeguLUMHCKUX Usgenun

Sterilization of health care products. Radiation.
Part 1. Requirements for development, validation and routine control of a sterilization process for medical devices

INaTta BBegeHnsa — 2010—01—01

1 ObnacTtb NpUMeHeHus

1.1 HacTtoawwuin ctaHgapT cogepXnt TpeboBaHuna K paspaboTke, BanuaaLum U TEKYLLLIEMY KOHTPOIO NPO-
Lilecca pagnaumMoHHON CTepunmsaLnmm MmeauumMHCKUX N3aenmn.

[TpnmeyvaHmne—HecmoTpsa HA TO, 4YTO 0ONacTb NPUMEHEHNA HACTOAWENO cTaHg4apTa orpaHnvyeHa MeguumH-
CKUMU n3genusamMmm, cogepxawmecs TpeboBaHnst 1 pykoBoAgCTBO MOTyT DbITb NPUMEHEHbI M K APYIMM BUgam Npogykumm wu
0b0pya0BaHNUIO.

HacToswmnni cTaHaapT oxXBaThiBaeT pagnaLoHHbIe NpoLLecchl ¢ obnyyatensaMmm Ha OCHOBE:

a) pagnoHyknuaos %°Co unun 137Cs;

b) reHepaTopa nyyka 3NeKTPOHOB;

C) PEeHTreHOBCKOMN YCTaHOBKM.

1.2 Hactoawun ctaHgapT He coaep XUt TpeboBaHU K paspaboTke, Banmaaumm U TeKYLLIEMY KOHTP OO
npolecca UHaKTUBaL MM areHTOB, Bbl3blBAOLWMX CNOHTMPOPMHBbIE 3HLUedanonaTum, Takne Kak cKpenu, rybva-
Tasi sHUedanonaTus KpynHoro poratoro ckota nbonesHb Kpenygensga-Akoba. B oTaenbHBIX CTpaHax paspa-
boTaHbl 0cobble pekoMeHaaLunm no obpaboTke MaTepuanos, NOTEHUMANBbHO 3apa)KeHHbIX 3TUMK areHTaMu.

[Tpnumedadune—Hanpumep, MCO 22442-1, NCO 22442-2, NCO 22442-3.

1.2.1 HacTodwmn ctaHgapT He coaepXXuUT TpedboBaHU Ang obo3HavyeHUs1 cTepunbHbIX MeguLUHCKNX
n3agennn.

[TpumedvaHune—Cm. permoHanbHble UM HaUMOHanbHble TPpeboBaHUA NO 0DO3HAYEHUIO CTEPUNBbHbBIX MEON-
uMHCKUX nagennn. Hanpnmep, EH 556-1, AHCAW/AAMIA CTG67.

1.2.2 HacTodawuy ctaHaapT He YTOUHAET CUCTeMY ynpaBrneHUs kKayeCTBOM Ha BCeX CTaansax Nponus3Boa-
cTBa MegULUMHCKUX M3aenunn.

[TpnmeyaHune— Pa3paboTka NOMHOW CUCTEMbI YyNPaBNeHNUA KA4YeCTBOM MPU NPOU3BOACTBE HE SBMAETCH Tpe-
DOBaHMEM HACTOSILLErNO CTAHAAPTA, HO B TEKCTE B COOTBETCTBYOLWMX MECTaxX NpUBEAEHbI 0bs13aTenbHble TPEOOBAHUA K TEM
aANleMEHTAM CUCTEMBI YNPaBNEHUS KAa4eCTBOM, KOTOPbIE NPU3HAHBbI MMHMMAITbHO HEOBX0AMMBIMK ANS KOHTPONS npouecca
crepunusaumm (B 4actHocTH, cMm. pasgen 4). Obpawaem BHUMaAHWE HA CTaHAAPTbl CUCTEM YrNpaBleHUS Ka4yeCTBOM
(cm. MCO 13485), KOTOpbIE KOHTPONUPYIOT BCE CTAAUN NPON3BOACTBA MEANLMHCKUX N3OENUA, B TOM YUCTIE NPOLIECC CTEPU-
nmsaumn. PermoHanbHble N HAUMOHAarNbHbIE TPEOOBAHUS NO MEANLUMHCKUM U3AENUAM MOTYT YCTAHABMUBATL OCYLLECTBIE-
HME NONTHOW CUCTEMbI YNPaBneHUs Ka4eCTBOM N OLIEHKN 3TON CUCTEMbI TPETLEN CTOPOHON.

1.2.3 HacTtoawmin ctaHgapT He TpebyeT 06a3aTenbHOro npuMeHeHns bBMonormnyeckux MHaNMKaTopoBs Ans
BanMaaLnmn UK KOHTPONSA pagnaLnoHHON CTepunnaannin, a Takke He TpebyeT npoBeaeHnsa papmMmakonenHblxX
MCNbITAHWUA HAa CTEPUNBHOCTL A BbiNycKa NpoayKLum B obpalleHune.

U3paHune odbmumanbHoe
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1.2.4 HacTtodwunn ctaHgapT He coaepXuT TpedboBaHMM K 6e3onacHOCTU HacerneHusl, CBSA3aHHOW C
KOHCTPYKLUUEN 1 paboTon pagnaLlMoHHbIX YCTAHOBOK.

[TpnmMmeyaHue— B HEeKOTOPbIX CTPaHaX CYLWECTBYIOT pernamMmeHThbl, yCTaHABNMBAOLWME CBA3aHHbIE C pagnaLlm-
en TpedboBaHnA 6e30NacHOCTU ANns HAaCeneHus.

1.2.5 HacTtosawmin ctaHgapT He coaepXnT TpeboBaHUM K cTepunmsanmmm NCNoNb3oBaHHbIX MW Nnepepa-
DOTaHHbIX N3aEeMNNNA.

2 HopMaTnBHbIE CCbINKM

B HacToswWweM cTaHaapTe NCNoNb3oBaHbl HOPMaTUBHLIE CChINTKA Ha crneaytolwme cTaHaapThl.

NMCO 10012-1 TpeboBaHus obecnevyeHnda KayecTBa Ans UameputenbHoro obopyaosaHuna.Hactoe 1. Cuc-
TemMa MeTPONOrMyeckoro noATeepXXaeH1a Anst UsSMepuTensHoro cbopyaoBaHUs

NCO 11137-2 CTtepunusaumsa megnumMHCKon npoaykumn. Paguauna. Hactb 2. YcTaHOBNEHNE CTEPUTN-
3ylolien oo3sol

NCO 11737-1 Ctepunnsaumnst meguunHckmx nsgenun. Mukpobuonormdeckne metogbl. Hactb 1. OueHka
nonynsaumMm MUKPOOPraHnamMoB B NMpoayKL My

NCO 11737-2 Ctepunusauns meauumHckux nsgenun. Mmkpobuonormdyeckme metoagbl. Hactb 2. Vcnbl-
TaHUA Ha CTEPUNbHOCTb, BbINOMHAEMbIE NPpKX Banungaunn npoLeccoB CTeEpUnmM3aumnmn

NMCO 13485:2003 MegununHckne nsgenmst. CUCTeMbl ynpaBneHus Ka4yecTBoM. TpeboBaHUA ANs Leneu
pernamMmeHTauunm

3 TepMUHbI U onpeaeneHus

B HacTosleM cTaHgapTe UCNONb3YIOTCA cneayoline TepMUHBI C COOTBETCTBYHOLWLMMM ONpeaeNneHUAMM.
3.1 nornoweHHaa fo3a, Ao3a (absorbed dose, dose): KonnM4ecTso 3HEPrum MOHN3UPYIOLLEro nsny4de-
HUA, NepefaHHOro eAMHULLE Macchl onpeaeneHHoro Mmatepuana.

[TpumevyaHms

1 EgvHnuen nornoweHHon ao3bl sensetcal pen (I'p). 1 T'p =1 x/kKr.
2 B HacTosilwem cTaHgapTe TEPMUH «403a» NpUMeHseTcs aAns 0003Ha4YeHUSA «MornoweHHOW 403bi».

3.2 6buoHarpy3ka (bioburden): Nonynaunsa XM3HecnocobHbIX MUKPOOPraHM3MOB B/HA NPOoAYKUMK U/ UNK
cucTeme ctepunbHoro bapoepa.
[MCO/TK 11139:2006]

3.3 duonoruveckun nigukarop (biological indicator): Tect-cuctema, cogepkawlas *KM3HecnocobHbIe
MUKPOOpPraHn3ambl ¢ onpeaeneHHoM yCTOUMYMBOCTLIO K YKaszaHHOMY NpoLleccy ctepunusaumn.
IMCO/TK11139:2006]

3.4 kanubpoBka(calibration): Habop onepauui, npuonpeaeneHHbIX YCroBUSX YyCTaHaBNMBAOLWNX B3a-
MMOCBSA3b MeXay BeNMMYNHON, NOKa3aHHOW U3MePUTENBHBLIM NPUOOPOM UMM U3MEPUTENBHON CUCTEMOW, NTMDO
BETMYNHOW, NpeacTaBlIEeHHON U3SMepPEeHUeEM MaTepurana nnu 3tanoHa, U COOTBETCTBYHOLLEN BENMUYUHOW, Nped-
CTaBNeHHOW CTaHOapTOM.

[VIM:1993, onpeneneHne 6.11]

3.5 KOHTponb U3MeHeHUA (change control): OueHka 1 onpegeneHne COOTBETCTBUA NPEaNOXKEHHOro
M3MEHEHUA MeToay UM NPOAYKLNN.

[MCO/TK11139:200606]

3.6 koppekuus (correction): lenctBme ¢ Lenbio ycTpaHeHNs 0OHapy>XKeHHOro HEeCOOTBETCTBUS.

[TpumeyaHmne—Koppekuns MOXET OCYLLECTBNATLCH BMECTE C KOPPEKTUPYIOLLMM AENCTBUEM (CM. 3.7).

[MCO 9000:2005]

3.7 KoppeKkTupymrlLlee aenctBue (corrective action): [lecteue € Lienbio yCcTpaHeHUA NpUinHbI OOHapy-
XE€HHOIo HECOOTBETCTBMUA U APYroro HexenaTerlbHOro COCTOAHUA.

[TpumevyaHwms

1 TTpUYNH HECOOTBETCTBUSA MOXET BbITb HECKONBLKO.

2 KoppekTtupylouiee geucTteme npegnpuHnmMaeTcs ans npegoTepaLlleHns NOBTOPEHUS NPOUCLLECTBUSA, B TO BPEMS
Kak «npeaynpexagaruwee gencrene» (CM. 3.24) npeanpuHmnmaeTtcs ans npeaoTBpaLleHns NPONCLLECTBUS.

3 Mexay KoppeKkumen n KOppeKTUpyowmm 4eENCTBUEM CYLLLECTBYET pasnnyme.

[MCO 9000:2005]
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3.8 Benun4iuHa gecATUKpaTHoro ymeHbleHus D, BenuuuHa D, , (D value, D, value): Bpema nunn gosa
paguaLmm nNpu onpeaeneHHbIX yCnoBuax, Tpebyolineca Ana yMeHblUeHNsa NonynaumMm MMKpoopraHMsMoB B
10 pas.

[Tpumeyadnwmne—B crangaptax cepun NCO 11137 BennumHa D oTHOCUTCH K O03e pagnauyun, Heobxoammown
ans ymeHbweHuns nonynsymm B 10 pas (Ha 90 %).

IMCO/TK11139:20006]

3.9 paspaboTtka (development): lencTBME NO CO3AaHUIO TEXHUYECKUX TPEDOBAHUN.

IMCO/TK11139:2006]

3.10 TonorpachupoBaHue A4o3bl (dose mapping): N1amepeHue pacnpeneneHna gosbl nee oTKIMOHEeHUN B
MaTtepuane, odbny4yeHHOM Npu onpegeneHHbIX YCNoBUSX.

3.11 po3umeTp (dosimeter): YCTPOUCTBO, MMeloLLee BOCNPOU3BOAUMYIO peaKLUo Ha paanauuto, KOTo-
poe MOXeT ObITb UCNOSb30BAHO AN U3MEePEHUS] MOrNoLWeHHOW 403kl B AaHHOW CUCTEME.

IMCO/TK11139:2006]

3.12 po3umeTtpusa (dosimetry): MamepeHue nornoweHHON 403kl C MNOMOLLLH A03UMETPOB.

3.13 onpepeneHue (establish): PacueT c nOMOLLLIO TEOPEeTUYEeCKON OLLeHKU M NMOATBEPXAEeHWe 3KCcnepu-
MeHTanbHbIM 0Dpa3oMm.

IMCO/TK 11139:20006]

3.14 oTtkas (fault): Beixog ogHoro unu donee napameTpoB NpoLecca 3a npegenbl ero/ux ykasaHHoro
aonycka.

IMCO/TK11139:20006]

3.15 npoaykuua sgpaBooxpaHeHUda (health care products): MegnumnHckne nsgenud, Bknovasa amar-
HOCTUYeCKMe MeguLUUHCKNE n3aenus in vitro,  nekapcTBeHHad npoayKkums, Bknovaga onodapmareBTUKY .

IMCO/TK11139:20006]

3.16 aTtTrecTauMa yctaHoBneHHoro obopyaoBaHua, AYO (installation qualification, 1Q): lNpouecc
NonyvYeHUs U AOKYMEHTUPOBaHUA AoKasaTeNbCTB, UTO 0bopyaoBaHmne NpnobpeTeHo N YCTAHOBMEHO B COOTBET-
CTBUU C TEXHUYECKUMU TpeboBaHUSAMN Ha HETO.

IMCO/TK11139:20006]

3.17 KoHTeuHep AnAa obny4veHua (irradiation container): Tapa, B KOTOpPON NPOAYKLUUS TPAHCMIOPTUPYET-
CA BHYTpU obnydaTens.

[TpnumeyaHwmne— Tapon MOXET BbITb TPAHCNOPTEP/KPOHLWITEWH, TENEXKA, NOAAO0H, KOPODKa, nannera unv apy-
rOn KOHTEUHED.

3.18 onepartop obnyyvartena (irradiator operator): KomnaHus unu nuuo, 0OTBETCTBEHHOE 3a 0bnyveHme
npoAyKLUWN.

3.19 MakcuMmanbHoO gonyctumas gosa (maximum acceptable dose): [losa, ykazaHHada B TEXHUYECKUX
TpeboBaHMAX NpoLecca B Ka4ecTBe HanbonbLwen Ao3bl, KOTOPYHO MOXHO NPUMEHUTL K onpeaeneHHon NpoayK-
LK 6e3 yxyalweHus ee 6e30nacHOCTU, KavyecTBa UM TEXHUYECKNX XapaKTEPUCTUK.

3.20 meauuuHckoe usgenue (medical device): UHCTpyMeHT, annapat, NpUHaaneXHoCTb, MallunHa,
npucnocobnerne, UMNNaHTaT, peareHT U1 kKanubpaTop in vitro, KOMNbOTEPHAaA NporpamMma, matepuan Unu
apyron nogoOHbIM N pOACTBEHHLIN NpeaMeT, NpeAHa3HauYeHHbIN Npou3BoaAUTENeM Ang NnpUMeHeHuns, oanH
NN B KOMOUHaL WK, Ha YenoBeke Ans oaHOW Unn bonee U3 cneayroLwnx cneunanbHbIX Lenen:

- OWAarHOCTUKK, NpeaoTBpaLlleHns, KOHTPONA, nevYeHust unun obnerdyeHus saboneBaHus;

- OWArHOCTUKN, KOHTPOMS, ne4veHunsa, obnerdeHnsa nnm komneHcaunm paHeHUsa/ TpaBMbl;

- nccnegoBaHus, saaMmelleHns, UISMeHeHUS U coXpaHeHUs aHaTOMUKU U PUINOCNOTMYECKOTo npoLecca;

- CcoXpaHeHusa 1 noggepXaHus XKU3HU;

- KOHTpONS 3avaTus;

- Ages3nHdeKkuM MmeanLMHCKUX U3genun;

- npeacTaBneHna nHopmMaumm B MeauUUHCKUX Lensax nocpeacTBOM in vitro nccnegoBaHuii obpas-
LOB — MPOU3BOAHLIX TENAa YenoBekKa, KoTopble A4OCTUraloT CBOEro M3Ha4vanbHO npegHasHa4vyeHHoro 4eCTBUS
BHYTPW UM HA NOBEPXHOCTW Tena yenoseka 6e3 npumMmeHeHns papmakonormieckmnx, MMMyHONOrMYeCcKnX Unm
MeTabonnuecKknx cpeacTB, HO MOTYT CONPOBOXAAaTLCHA NPUMEHEHNEM TaKNX CpeACTB B npoLiecce paboThbl ANA
YCUNEeHNA 0eUCTBUA.

[MCO 13485]

[TpunmeyaHnune—Onpeagenenne ns crangapra MCO 13485 b6bino paspaborano Paboden rpynnon no BCEMUp-
HOW rapmonmndaumm (GHTF 2002).

3.21 MuUuKpoopraHusm (microorganism): CyLecTBO MUKPOCKOMNNYECKUX pasMepoB, BKITroUas baktepuu,
rpubbl, NPOCTENLLNE N BUPYCHI.
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[TpumedyaHune—CneunanbHbl CTaAHJAPT MOXET He TpeboBaTb AeMOHcTpauumn 3hDEeKTUBHOCTU npouecca
cTepUnNM3aUmnm B OTHOLLEHUN MHAKTUBaALUMN BCEX POPM MUKPOOPraHU3MOB, NePEHNCIEHHbIX B onpeaeneHuu Bolille, Nnpu Ba-
nuvaaumm n/mnn TeKyLWeEM KOHTPOIE npouecca cTepunmaanmm.

IMCO/TK 11139:20086]

3.22 aTtTecTtauua pgeuncrtByrowero obopypoBsaHua, AQO (operational qualification, OQ): lNpouecc
NonyvYeHnUsa U AOKYMEHTUPOBAHUSA AoKasaTeNbCTB TOro, YTO YCTaHOBNEHHOE 0bopyaoBaHMe, AEeUCTBYIoLLIEee B
COOTBETCTBUN C paboUYMMUM UHCTPYKUUSIMU, paboTaeT B npeaenax 3agaHHbIX OTKIOHEHUNA.

[MCO/TK 11139:2006].

3.23 atrecTtauua akcnnyatupyemoro odopyaosaHua, A0 (performance qualification, PQ): lNpo-
Llecc Nony4vyeHus U JOKYMeHTUpOBaHUA goKasaTeNlbCTB TOro, YTO YCTaHOBNEHHOE U 3KCnyaTupyemMoe B COOT-
BETCTBUN C pabovynMMn MHCTPYKLMAMN 0DopyaoBaHMUe NOCTOAHHO paboTaeT B COOTBETCTBMU C 3adaHHbIMK
KPUTEPUSIMA N MOSTOMY BbINYCKAET NPOAYKLUMIO, OTBEYaKoLLYHO TeXHUYECKUM TpeboBaHUSIM.

[MCO/TK11139:20006].

3.24 npepaynpexaawlwee geucteue (preventive action): lencreme c uensto ycTtpaHeHUA NPUYNHBI BO3-
MOXXHOIoC HECOOTBETCTBUA UINN APYron HexXkenaTebHOW BO3IMOXHOU CUTYaL NN,

[TpyumevyaHNHs
1 T1pUYMH BO3MOXHOIO HECOOTBETCTBUS MOXET ObiTb HECKONNBKO.

2 [lpepgynpexpatwwee gencrteme npeanpuHuMaeTcs a4ns npegoTepawleHns nponcLLEecTBUSA, B TO BPEMSA KaK «KOpP-
pekTupylowee genctemne» (cm. 3.7) npeanpuHMMaeTcs Ans npeaoTBpalLeHNS NOBTOPEHUSA MPONCLLECTBUA.

[MCO 9000:2005]

3.25 nmepBUYHbLIN NpousBoaUTenNb (primary manufacturer): Jlnuo, 0oTBeTCTBEHHOE 3a NPoeKTUpoBaHue
N N3roTOBNEHNE MeANLUMHCKOro N3aenust, a Takke ero 6e3onacHoCTb N paboToCnoCODHOCTL NPU BLIMYCKE B
obpalyeHue.

3.26 npepbiBaHUe npouecca (process interruption): NpegHamepeHHada N HenpegHamepeHHad ocTa-
HOBKa B npoLecce obny4eHus.

3.27 napameTp npouecca (process parameter): 3agaHHoe 3Ha4YeHWe NepemMeHHON BEeNUYUHbI MPo-
lecca.

[TpuMeyaHn e — TexHUYeckue XxapakTepucTUKU npoLecca CTepunuaaumnm BKNoYatoT B cebs napamMmeTpbl Mpo-
Llecca U X JOMYCKMN.

IMCO/TK 11139:20006]
3.28 nepeMeHHada BeNTUYMHa npouecca (process variable): XapakTepuUcTUKa npouecca crtepunmaa-

LA, USAMEHEHME KOTOPOW BNUAET Ha MUKpobunonorveckyro sppeKTUBHOCTb.

[TpnmevaHwme—Illpumepammn MOryT CNyXnUTb BPEMs, TEMNEPATypa, AABMNEHNE, KOHLUEHTPAaUNS, BNaXXHOCT,
AMHA BOIHbI.

3.29 KaTeropua obpaboTku (processing category): 'pynna pasnuuHbIX NPOAYKTOB, KOTOPbIE MOXHO
CTEPUITN30BAaTbL BMecCTe.

[TpumeyaHwmne—Kareropumn o6paboTkm MoryT BbiTb OCHOBaHbI HA TPEDOBAHUAX K COCTaBY, NITOTHOCTU UNK
no3e.

3.30 npoaykuua (product): PesynbTtaT npouecca.

[1TpnmeyaHwue—B craHgapTax Ha CcTepunU3aumto NPOAYKLNN ABNSIETCA MaTtepuanbHOe TENO — Cbipbe, MNOoIy-
NPOAYKTbI, COBMpaemMble HacTu UNM roToBas NPoAYKUUS 30paBoOOXpaHEeHs.

[MCO 9000:20035]

3.31 ceMeucTBO NpoAaykKuuu (product family): ['pynna ns pasnmyHbiX BUAOB NPOAYKLUMN, KOTOPbIE MOX-
HO obny4vyaTb 0ANMHAKOBOW 030U CTEpUnn3aLmn.

3.32 noBToOpHaAa arrectauua (requalification): NosTopeHMe YacTn Banugaunn ¢ Lenbio NogTeepXxae-
HUS BOCMPOU3BOANMON NpUeMneMoCcTU onpeaeneHHoro npoLlecca.

IMCO/TK 11139:20006]

3.33 KOMMYHUKauuu (services). CHabXeHne OT BHELWHero NCToYHMKA UNn 0TBOA, Heobxoanmele A
paboThl 000PYAOBaAHUA (HANPUMEP 3NEKTPOIHEPINA, BOAA, CXKAaTbIW BO3AYX, KaHanmsayuus).

3.34 TexHu4dyeckue TpedboBaHuA (specification): YTBepXaAeHHbIN OOKYMEHT, oroBapusarolnmn Tpedo-
BaHUA.

3.35 ycTaHaBnuBaThb (specify): OrosapueaTth B AeTalidX B YTBEPXAEHHOM AOKYMEHTE.
[MCO/TK11139:2006]
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3.36 cTepunbHbIn (sterile): CBOOOAHBIN OT XKN3HECNOCODOHBIX MUKPOOPTraHN3MOB.
[MCO/TK11139:2006]
3.37 cTepunbHoOCTb (sterility): OTCcyTCTBUE XKMNIHECNTOCOOHbLIX MUKPOOPTraHU3IMOB.

[TpunmeyaHun e— Ha npakTnke HEBO3MOXHO A0Ka3aTb YTBEPXKAEHME 00 abCONMIOTHOM OTCYTCTBMU MUKPOOpPra-
HM3MOB (CM. 3.39).

[MCO/TK 11139:2006]

3.38 ypoBeHb cTepunbHocTU, YC (sterility assurance level, SAL): BepoaTHOCTb HaxoXXaeHUs e gUHNY-
HOTO XKM3HeCnocoObHOro MUKpoOopraHMsma Ha nsgenun nocne ctepunmsaLmi.

-6 -3
MpumevaHne—YC p,aBeT KOINMMYECTBEHHYIO XapakTepucTuky, 0bbivHO 10 ~ nnm 10 . INpumennTenbHO K 0bec-
MNeYeHnIo CTEEMJ‘II:HOCTM, YC =10 ~ "meeT MEHbLUYIO BENUYUMHY, HO NOKa3biBaeT bonbluee obecnevyeHne CTePUnbHOCTH,

vyem YC =10 .

[MCO/TK 11139:20086]

3.39 ctepunusauusa (sterilization): BanuanpoBaHHbIN NMpoLecc 0CBODOXAEHUSA NMPOAYKLUN OT XKNIHE-
CNOCODOHBIX MUKPOOPTraHU3MOB.

[TpnmeyvaHwmne—B npouecce crepunusaymn MUKPOOBMONOrMieckas MHaKTMBaLMA NMNOOAYUHAETCH SKCMOHEHLW-
anbHOMY 3aKOHY, MO3TOMY BbPKMBAEMOCTb MUKPOOPraHmaMma Ha MHAMBMAyarnbHOM U34EeNNMN MOXHO BbIPasnTb Yepes3 BEpOo-
ATHOCTb. XOTH 3Ta BEPOATHOCTb MOXET ObITb CHUXEHA 40 OYEHb Maroro 3Ha4eHnsA, OHa HUKOr4a HE MOXET CHU3UTBLCS 40
Hyns (cMm. 3.38).

IMCO/TK11139:2006]

3.40 cTrepunusywwana ao3sa (sterilization dose): MuHUManbHasa ao3a Ang AOCTUXKEHUA YCTaHOBMNEHHbIX
TPeboBaHNN K CTEPUNBHOCTMN.

3.41 npouecc ctepunusauum (sterilization process): [locnegoBaTenbHOCTb AEUCTBUU UK onepaLlni,
HeoOXoAUMBIX ANA AOCTMXKEHUSI YCTAHOBNEHHBLIX TPEDOBAHUN K CTEPUITBHOCTN.

[TpunmedyaHwmne—IllocnegoBatenbHOCTb AENCTBUN BKITIOYAET B cebs1 npeaBaputenbHyo 0bpaboTky Npoaykunm
(NP HEOBXOANMOCTH), BbIAEPKKY B CTEPUNUIYIOLLEM areHTe Npu onpeaenexHHbIX yernoBusax n nobyto Heobxognmyo nocre-
ayrowyo 0bpaboTky. [pouecce cTtepunnaaumnm He BKIIOYaEeT B cebs nobble onepaunm O4NCTKU, AE3NHMPEKLNN NN YNAKOBbI-
BaHUS, NpeaLlIeCcTBYOWME CTEPUTN3ALNNA.

[MCO/TK11139:2006]

3.42 cTepunuiyrwolnn areHT (sterilizing agent): dusmndeckaqa unm xmmmdeckasa CyLHOCTb, UK codeTa-
HUAe CYLLUHOCTEN, nMmetrowas npy onpeageneHHbIX YCNoBUAX MUKPODULUMAOHYIO aKTUBHOCTbL, A4OCTATOYHYHO AN
OOCTUXKEHUA CTEPUIBHOCTN.

[MCO/TK11139:2006]

3.43 ucnbiTaHUe Ha cTepunbHoCTb (test for sterility): [NpoBognmaga Ha npoayKLMM TeXHUYECKas onepa-
LUna, onpedeneHHasa B opuUMansHOU papmMakonee, criegyrollagda 3a BblAepXKOW B NnpoLecce cTepunmsasni.

[MCO/TK11139:2006]

3.44 ucnbiTaHUe cTepunbHOCTU (test of sterility): TexHn4eckaqa onepauna, NpoBoaAUMMast Kak4acTb pas-
paboTKW NpoLuecca cTtepunmsaynn, sanuaaunm Unm noBTOPHOW aTTecTauun ¢ Lenbo onpegeneHns NpucyT-
CTBUS XKU3HECNOCODOHBIX MUKPOOPraHU3MOB Ha NPoaAYKUMN UMK ee YacTMu.

[MCO/TK11139:2006]

3.45 nepexogHada Aao3a (transit dose): [losa, nornoweHHada BO BpeMs nepemelleHns npoaykumm nunim
NCTOYHUKA U3 HeODMy4YaeMoro nosoXeHuns B 0bnyvyaemoe Unm Haobopor.

3.46 HeonpegeneHHOCTb U3MepeHUA (Uncertainty of measurement): [MapameTp, CBA3AHHLIN C PE3YIlb-
TaTOM N3MEPEHNA, XapaKkTepUusyloLwmn QUCnepcuto sHauyYeHnd, KOTopPYo MOXHO OTHECTU K U3SMepAeMOon Beln-
YmnHe.

[VIM:1993]

3.47 Banupauua (validation): lokymeHTUpoOBaHHa4a npouegypa nony4vyeHus, permctpaunm n nHTepnpe-
TaLun pe3ynbTaToB, HeobXoaMMasa ansa noaTBePXXAeHUA TOro, YTO Ha BbIXoae npouecca byaeT BOCNPOU3BOAU-
MO Nony4vaTtbCs NpoayKLUS, COOTBETCTBYHOLWAad 3apaHee onpeaeneHHbIM TEXHUYECKUM TpeboBaHNAM.

IMCO/TK11139:20006]

4 dnemMeHTbl CUCTEMbI YNPaBreHNs Ka4eCTBOM

4.1 HdokyMeHTaLuA
4.1.1 Tpoueaypbl paszpaboTKu, BanmaaLnm, TeKYLLEro KOHTPONS U BbINycKa NpoayKLUmM Nnocne cTepunm-
3aLL1M JOIKHbBI ObITh YCTAHOBIIEHBI.
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4.1.2 TpebyoLlmeca cornacHo HacTodawemMy ctaHaapTy AOKYMEHThI M NPOTOKONbI A0MKHBI aHANU3NPOo-
BaTbCH U YyTBEPXAaTbCA HasHauYeHHbIM nepcoHanom (cm. 4.2.1). [JokyMeHTbl M NPOTOKOMbl A0JTKHBI KOHTRONU-
POBATbLCH B COOTBETCTBUU C NpuMeHUMbIMK pasgenamun UCQO 13485.

4.2 OTBeTCTBEHHOCTb ynpaBleHUs

4.2.1 OOMXHbl ObITb YCTAHOBMNEHbl OTBETCTBEHHOCTb M NepCOHanMn 3a COOTBETCTBME TpeboBaHUAM
HacToawero ctaHgapTa u ux npumeHeHmne. OTBETCTBEHHbIM 40/TKEeH HasHavYaTbCA KOMMNETEHTHLIM NepCcoHan B
COOTBETCTBUN ¢ NpUuMeHUMbIMU pa3aenamm NCO 13485.

4.2.2 Ecnn gencteusa no TpeboBaHUAM HAcTOSLWEro ctaHgapra npeanpuHMMaroTca opraHmsaumnamm ¢
COOCTBEHHBLIMU CUCTEMAaMW YNPaBNEeHUA Ka4YeCTBOM, TO OTBETCTBEHHOCTb U NMEePCoHanumM KaXaonu N3 CTopoH
OOJTDKHbI ObITb YCTAHOBMEHDI.

4.3 Peanuzauuna npogaykuuu

4.3.1 Tpoueaypbl NprUodpeTeHNa A0MKHBI ObITb YCTAHOBMNEHBI U COOTBETCTBOBATL NPUMEHUMbLIM pas3e-
nam NCQO 13485.

4.3.2 Tpoueaypbl MASHTUPUKALXX NPOAYKLWN N MPOCNEXNBAEMOCTU €€ NPON3BOACTBA ACIMKHbI ObITh
YCTaHOBMEHLI M COOTBETCTBOBATL NpUMeHUMBbIM pasgenam NCQO 13485.

4.3.3 Cuctema, cooTBeTcTBYIOWAsA NnpuMmeHUMbIM pasgenam NCO 13485 nnmu UCO 10012-1, gonxkHa
ObITb YCTaHOBNEHA ANs KannMbpoBKKN BCero obopyaoBaHns, B TOM YnUcnie npMbopoB Anga UCnbiTaHWUA COrMacHo
TpeboBaHUAM HACTOALLEro ctaHgapTa.

4.3.4 [losnmeTpus, npuMmeHsiemasi npu paspabdoTke, BanmaaLnm n TekyLlemM KOHTpOoIe npoLecca ctepu-
nusaunmn, oomKHa obecnevmBaTb €AMHCTBO U3MEPEHUIA, BNNOTb A0 HALIMOHANbLHOIO NN MEeXayHapoaHOro aTa-
NOoHa, U MMEeTb U3BECTHLIN YPOBEHb HeoNpeaeneHHOCTU U3MePEHUN.

4.4 N3mepeHue, aHannus u UcnpaBleHue. YnpaBsrneHue HeCOOTBeTCTBYOLLEN NpoAYKLUEN

[Tpouenypbl KOHTPONA NpoAYKUMX, NPU3HAHHOW HECOOTBETCTBYIOLWLEN, a TakkKe npoleaypbl Koppekuun,
KOPPEKTUPYIOLEro 1 NpeaynpeXxaatoLllero AeNCTBUS ACTKHbI ObITb YCTaHOBMNEHbLI M COOTBETCTBOBATHL MPUME-
HUMBIM pasgenam NCO 13485.

5 CocraBrieHne TeXHU4YeCKNX TpedboBaHMUN Ha CTEPUSTU3YIOLLMWA areHT

5.1 CTepnnnsyroLimMn areHT

5.1.1 OonxeH ObITb YCTAHOBMEH TUN paguaunn Anst NpUMEHeHUs B CTEpUNN3aLMoHHON obpaboTke.

5.1.2 [na anekTpoHOB UMK PEHTIEHOBCKUX Nyvyen A0MKeH ObITb YCTAaHOBMNEH YPOBEHb 3HEPTUMN 3MIEKT-
POHHOIo Ny4ka. Ecnu ypoBeHb 3Heprn 3nekTpoHoB nNpesbliwaeT 10 M3B nnmn ypoBeHb 3NeKTPOHOB ANA reHepu-
POBAHUA PEHTreHOBCKUX Ny4vel npesblwaeTr 5 MaB, gomkHa ObITb npoBeaeHa ouUeHKa BO3HUKHOBEHUS
HaBedeHHOW paanoakTUBHOCTU NpoayKUMK. PesynbTaTt oLeHKU 1 0DOCHOBaHUE NPUHSATHLIX PeLUEeHNA OO0KHbI
ObITb JOKYMEHTUPOBAHLI.

5.2 MukpoboungHasa achpeKTMBHOCTDL

PaanaumnoHHasa MHaKTUBaLUMUA MUKPOOPraHUM3MOB U NPUMEHeHUe pagnaunn B nNpoleccax ctepunmnsauinm
BCECTOPOHHE OcBelleHbl B creumanbHou nutepartype. 3 nutepaTtypbl MOXHO NOYEPNHYTb 3HAHUSA TOrO, Kakum
obpa3oM nepemMeHHbIe BENUYMHBI NpOoLIecca BAUSAIOT Ha MUKPODUONOTMYECKY O MHaKTUBaLUUIO. HacToALUA CTaH-
0apT He coaepXuT TpeboBaHUIN CChINTOK HAa Takune obLine nccneaoBaHns MUKpobronormyeckon MHakTuBaLmm.

5.3 BnuaHue matepuanosB

BnusaHue pagunaunn Ha LUMPOKUIA CMIEKTPp MaTepuranoB, NpUMeHseMblX AN U3roTOBNEHUA MeaULMHCKIX
n3aenuii, BCECTOPOHHE U3YYEHO, M UTOroBas AOKYyMeHTaL KA Heobxoanuma TeM, KTO 3aHUMaEeTCsl NPOeKTUPOBa-
HAEM 1 pa3paboTkon MeaUUMHCKUX N3aennin, CTepunmulyemMsix pagualuoHHbIM cnocobom. HacToawmnm ctaH-
napt He TpebyeT npoBedeHUs UCCNeaoBaHMKA MO BAWMAHUKO HA MaTepuanbl, HO TpebyeT NpoBedeHUS
nccrnegoBaHMi NO BNUAHKIO pagual i Ha npoaykuuio (em. 8.1).

5.4 Bonpochbl oxpaHbl OKpyXakLeun cpegbl

[omkHa ObITh NpoBeAeHa oUeHKa NOTEHUMANIbHOTO BIIMSIHUS paboThl YCTAaHOBKU paanaLoHHON CTEPU-
nm3aunm Ha oKpy>KaloLWyto cpeay, a Takke nepeyvyncneHbl Mepbl No ee 3awute. Takada oueHKa, BKIoYaroLwas
NoTeHUuanbHoe yagapHoe Bo3aencTeme (eCrm oHO BO3MOXKHO), AOMMKHA ObITb AOKYMEHTUPOBAHA, a Mepbl npe-
OoTBpaLleHUs (ecnu oHM onpeaeneHsl) ACMKHbI ObITb YCTAHOBNEHLI M BBEAEHbI B AEACTBUE.

6 CocrtaBrneHue TeXHUYECKMNX TpeboBaHMU Ha Npouecc n ooopyaoBaHue

6.1 MNMpouecc
LJomKkHbl ObITb NepeYvYnucneHbl NepemMeHHble BeNMUYUHLI NpoLlecca U yCTaHOBMNEHbI cpeacTBa TEeKYLero
KOHTPOMNS 1 ynpaBneHnsa MMN.
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6.2 ObopyaoBaHue

6.2.1 HomKHbl ObITb YCTAHOBMEHLI obnyyartens U MeToq ero paboThl. TexHndeckme TpeboBaHUS Ha
obny4aTternb, NPUHeOBXOAUMOCTU, AOIMKHBI aHann3npoBaTbes (CM. 12.5.1) U XpaHUTLCHA B TEYEHUE BCETO CPpOoKa
ero cywectsoBaHua (cm. 4.1.2).

6.2.2 Vcnonbayemoe anst ynpaeneHust W/Mnn TekKyLWero KOHTpOoNs npoLecca nporpaMmmMmHoe obecneve-
HMAEe OOMKHO ObITb NOArOTOBMNEHO B COOTBETCTBUM C CUCTEMOWN yNpaBneHUsl Ka4eCcTBOM, NpeaocTaBnsaoWen
OOKYMEHTMPOBAHHOE NOATBEPXKAEHNE TOrO, YTO NporpaMMHoe obecneveHne oTBevaeT NPOEKTHLIM 3aga4am.

6.2.3 TexHudyeckne TpedboBaHUA AN ramma-obnydyarteniein A4o0MKHbI BKoYaTb, N0 MEHbLLIEN Mepe, che-
ayrouiee:

a) HanMeHoBaHMe obnyvyaTensi U ero XxapakrepuUcTUuKK;

b) TWUN pagnoHyknuaa, erc akTMBHOCTb U reOMEeTPU0 raMma-nUcToYHUKA;

C) NNaH NoMeLlleHUs, BKNoYas pacrnofioxeHne obnyvartens;

d) Mepbl, npeanpuHMMaemMble AnNs pasgeneHnst HeobnydyeHHoU KU obnydeHHoOU npoaykuum (cm. 10.3
n10.4);

€) KOHCTPYKUUIO U onnucaHne paboTbl BCeX ASUCTBYOLWMX COBMECTHO ¢ obny4vyaTtenemM KOHBEeUepHbIX
CUCTEM;

f) onucaHwne KOHBENEPHOW NMUHUU (IMMHUKA) U Onana3oH ee (UX) CKOPOCTeEN;

g) pasmepsbl, MaTepuranbl M 0OCOBEHHOCTU KOHCTPYKUMN KOHTEUHEPOB ANs 0bny4YeHUs;

h) cnocob ynpaBneHust obnyvyartenem n BceMn AeUCTBYHOLWAMN COBMECTHO C HUM KOHBENEPHLIMN CUCTEe-
MaMK, a TakxKe Nx obCNy>KMBaHUS;

1) cpeacTBa MHOUKALUU NMOMOXEHUA raMMa-ncToOYHNKA;
|) cpegcTBa BO3BpaTa raMmMa-nUcToUYHUKA B MOJIOXKEeHNEe XpaHeHUs M aBTOMAaTUYeCKOro rnpekpalleHus
OBWKEHUS KOHBeNepa Npu 0TKase TauMepa yrnpaslieHUs npoL,eccom UM KOHBENepHOU CUCTEMOW;

K) cpegcTBa BO3BpaTa raMmMa-ucToYHUKa B NONOXeHWe XpaHeHUa M aBToOMaTU4eckoro npekpalleHus
OBWKEHNA KOHBeWepa Unn cpeactea naeHTUdUKaumMm noaseprilencs pagmaunm npoaykumm, ecnm ramma-
MCTOYMHUK HAXoaQuTcs He B NnpeaHasHa4YeHHOM MecCTe.

6.2.4 TexHudyeckune TpeboBaHUA ANA 0bNy4YaTenemn c afieKTPOHHbIM MYYKOM AOMKHbI BKMNoYaTb, MO MEHb-
LLien mepe, cneaytollee:

a) HanMmeHoBaHWe obnydaTens u ero XxapakrepucTUKu;

D) XapakKTepUCTUKMN 3NEeKTPOHHOro nydvka (SHepru 3NekKTPOHOB U, eClnin 3TO NMPUMEHUMO, cpedHUN TOK
nydKa, LWMPUHY U paBHOMEPHOCTb CKAHUPOBaHUA;

C) NnaH noMeLLeHuUs, BKNoYas pacrnosioX)XeHune obnyvyarens;

d) Mepbl, npeanpuHMMaemble ans pasgeneHmnst HeobnydyeHHoU KU obnydeHHon npoaykuum (em. 10.3
n10.4);

€) KOHCTPYKLUUIO N onnucaHne paboTbl BCEX AENCTBYHOLIMX COBMECTHO ¢ obnyvyatenem KOHBENEPHbIX
CUCTEM;

f) onucaHwne KOHBENEePHOW NMUHUU (IMTMHUA) N gnana3oH ee (UX) CKOPOCTeN;

g) pasmepbl, MaTepuanbl U 0CODEHHOCTU KOHCTPYKLNK KOHTEWUHEePOoB ANsl 0bNyvYeHus;

h) cnocod ynpaBneHuns obnyvyartenem n eCeMy 4eUCTBYHOLWMNUMM COBMECTHO C HUM KOHBEWEePHBIMM CUCTE-
MaMU, a TakKe NX 0B6CNyXMBAHUS;

1) cpeacTBa nHaMKaLum paboThl Ny4vka U KOHBENEPA;
|) cpeAcTBa aBTOMaTUYECKOro npekpaweHus odbnyvyeHus npn ntodbom oTkase KoHBenepa, BNUALLEM Ha
A03Yy,

K) cpeacTtBa npekpalleHuUa ABMKeHUs KoOHBeepa unu cpeactesa ngeHTudukaumm nogeepriencs pagu-
aLnM npoayKunm npm BO3HUKHOBEHUW NMIOOOro oTKkasa B Ny4Ke.

6.2.5 TexHudyeckne TpeboBaHUA ANA PEHTTEHOBCKUX obnydaTenen AOMKHbI BKNYaTh, MO MeHbLIeN
Mepe, crieayroulee:

a) HanMeHOoBaHWe obny4aTens U ero XxapakrepucTUKN;

D) XapakKTepUCTUKM 3NEKTPOHHOro Ny4yka (3Hepruo 3NekKTPOHOB UMK PEHTIeHOBCKMX NTyden U, ecrnin 3To
NMPUMEHUMO, CpeHUN TOK NyYKa, LUWPUHY U paBHOMEPHOCTb CKaHUPOBaHUA);

C) pasMmepsbl, MaTepuanbl M 0CODEHHOCTU KOHCTPYKL MM PEHTIEHOBCKOrO KOHBEPTOPA;

d) nnaH nomMelleHnsa, BKNoYasi pacnosnoXeHme obnyvyarens;

e) Mepbl, NpeanpuHUMaemMble ang pasgeneHns Heodbny4vyeHHon 1 obnydeHHouW npoaykumm (cm. 10.3 1
10.4);

f) KOHCTPYKUWUIO N onncaHue paboThl BCeX AEUCTBYIOLWMX COBMECTHO ¢ obnydaTtenemMm KOHBEeMEepHbIX
CUCTEM;

g) onucaHue KOHBeNepHOU NUHNK (MMHUIN) K AnanasoH ee (MX) CKOPOCTeMN;

h) pasmepbl, MaTepuansl 1 0CODEHHOCTU KOHCTPYKLUN KOHTENHEPOB ANsl OONMyYeHUs;
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1) cnocob ynpaBrieHnsi obnyvarernem n BCeMmu AeNCTBYIIOLLUMN COBMECTHO C HUM KOHBENEPHBIMU CUCTE-
MaMK, a TakxKe Nx oBCNy>KMBaHUS;

j) cpeacTBa MHAMKaL MM paboTbl Ny4vKka 1 KOHBENEPA;

K) cpeacTBaaBTOMaTUYeCKOro npekpalleHnsa obny4veHns npm niodbom oTkase KoHBenepa, BNUsItoLLeM Ha
003Y;

m) cpeacTBanpekpaleHns ABMKEHNSI KOHBEUepa nnucpeacTsa ngeHtTndnkaunm noaseprilencs paau-
aLumM NpoayKuMn npm BO3HUKHOBEHUN NOOOIro 0TKasa B Nydke.

7 OnpepeneHve NpoayKUuUU

7.1 Tlpogykumna, npegHasHadeHHasa Anga ctepunusauynin, BroYasa ynakoBodHble MaTepuansl, A0HKHa
ObITb yCTaHOBIEHA.

7.2 0onXHbl ObITb YCTAHOBNEHBI UBMEHEHUSA B NPOAYKLUNN, €€ YNaKoBKE UNU B NOMOXEHUN NPoAYKLUUA
BHYTPU ynakoBkK (cMm. 12.5.2).

7.3 HomnmxHa bbITb yCTaHOBNEHAa U BBeAeHA B AeUCTBUE CUCTEMA, obecnevnBaroLlas KOHTPOMb COCTOSA-
HUASA NpoaYyKUMK, NpeaoCTaBNeHHOW ANS CTepUunusaLnm, B TOM YUCne ee bDUoHarpysku, Ytobbl 3o ekTUBHOCTL
npoLecca crepunmsaunm He morna obIThb yxyaweHa. OPPEeKTUBHOCTb CUCTEMBI AO0MMKHA ObITh NnokasaHa U
OOIMKHAa BKNoYaTh onpeaeneHne buoHarpysku B cootsetcTBuam ¢ UCO 11737-1.

7.4 EcnnTpebyeTca yCTaHOBUTb CTEPUMUSYIOLLYIO A03Y ANA ceMencTBa NPoAYyKLUWA, TO AOMKHbBI BbINOS-
HATLCS TPeboBaHUA K ceMeCTBY npoayKunm, npuseageHHble B MCO 11137-2:2006, pasgene 4.

7.5 Ecnun gnsa uenen Tekywen obpaboTkn HeobXoaAMMO NPUMEHUTb KaTeropuio obpaboTKkn, TO A0IKHA
ObITb NPOBeAeHa OLEeHKa NPoaAYKLUMNA Ha COOTBETCTBUE AOKYMEHTUPOBAHHBIM KPUTEPUSIM U MPUHATO pPeLLEHNE,
OOJPKHA N NpoayKuMa ObiTh BKOUEHa B KaTeroputo obpadoTkn. OueHKka AoMKHa BKMHOYaTb pacCMOTPEHME
nepemMeHHbIX NapameTpoB, CBA3aHHLIX C NpoayKuMen n BNUSIoLWLMX Ha HeODXOAUMYIO 403y U HA TEXHNYECKME
TpeboBaHUsA 0OpadboTKn. BeiBOALI NPOBEAEHHOW OLIEHKM AOMKHBI ObITh AOKYMEHTUpOoBaHbI (CM. 4.1.2).

7.6 [lepmnognyeckn gomKeH nNpoBoAUTLCA aHannu3 KpUtepures OLUEHKN NpoayKUunuK Angd BKMHOYEHNS ee B
KaTeropuo cbpadboTKn N KpUTEPUEB OLUEHKU rpynnbl NPoAyKLUWKN, COCTaBNSAOLWEN KATEropUto 0bpaboTKn. BbIBO-
bl TAKOro aHanusa gomkHbl ObITb AOKYMEHTUPOBAHLI (CM. 4.1.2).

8 OnpepeneHuve npouecca

8.1 OnpeaeneHue MakCUMManbHO AONYCTUMOU A03bI

8.1.1 Ona npoaykuun gormkHa ObITb onpeaeneHa MmakcumansHasa gonyctumas aosa. [locne obpaboTku
MaKcuMmMalneHO gonycTMmMon o3ou NpoayKumMsa goimkHa COOTBETCTBOBATL YCTAHOBMEHHBIM (DYHKLMOHANbHBIM
TpeboBaHUAM Ha NPOTAXKEHNN BCEro onpeaeneHHoro cpoka Cryobl.

8.1.2 lpnonpeaeneHnn MmakcumarbHO AONYCTUMON 403kl HE0OXoAMMO 0DecnevnTh:
a) NpuBnevYeHne ydpexaeHusi, CnocobHOro nNponU3BECTU OLUEHKY NPOoAYKLUMK C TOUKN 3PEHUSI €€ Ha3Ha-
YEeHUS;

b) penpeseHTaTUBHOCTb NPOAYKLUUN — ee COOTBETCTBUE TOWU, KOTopasi byaeT obpabaTbiBATbCH B TEKY-
LemM npouecce;

C) COOTBETCTBYIOLIMA NCTOUYHUK pagnaLmm, cnocobHbIN reoMeTpUIecKn U KONUMYeCTBEHHO TOUHO 0bec-
neynTb Tpedbyemyto o3y (cMm. 8.4.1).

8.2 OnpepeneHue cTepunuiywLlen Ao3bl

8.2.1 Onanpoaykunmn gomkHa bbITh onpeaeneHa ctepunusyollas aosa.

8.2.2 [HnaonpegeneHnsa cTepunusyiollen gosbl NpUMeHdaeTcs O4AUH U3 ABYX MNOAXOA0B!

a) Nnony4aroT AaHHbIE Mo KONUYeCcTBY ODMOHArpy3Kkn n/mnm ee yCTOMUUBOCTU K paanaLim n UCMOoNb3yHT UX
Onga onpeaeneHna CTepunusyroLllen aos.i.

[TpumedaHune—Merogbl onpegeneHnsa CTEPUIN3YIOWEN O03bl U YCITOBUA, MPU KOTOPbIX OHWU MNMPUMEHUMBbI,
npueegeHsl B nyHkTe 6.1 MCO 11137-2;

b) cTepunuayroLlyto 03y BbIDUpatoT U3 3HaYeHU 25 nnun 15 kl'p n 06ocHOBLIBAOT BbIOOP. [1pn 06OCHO-
BaHWUW BbIOpaHHOW A03bl NEPBUYHBIN NPOU3BOANTENL AOIPKEH UMETh AoKasaTellbCcTBa TOro, YTO 0Ha cnocobHa
obecneynTb JOCTMKEHNE YCTAHOBMEHHbIX TPeboBaHNM K CTepUnbHOCTH (eM. 1.2.2).

[TpumeyaHnue—NMerogb VD%E;}{ 7 VDJHE’HX 0DOOCHOBaHNSA CTEPUITNIYIOLLLEN O03bl U YCITOBUS, NPU KOTOPbIX OHY

NPUMEHUMBbI, I'IEJI/IBE,JJ,EHI:I B nogpasgene 6.2 MCO 11137-2:2006. 3T MeToabl HanpaeneHbl Ha 4OCTUXEHUE YPOBHS CTe-
punbHocTN 10 .
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8.2.3 lNpnonpeaeneHnn ctepmnnusytoLllen 4036l Heobxoanmo obecnevnTsb:

a) NnpuBnevYeHmne KOMMNEeTEHTHOW MUKPODUOorniyeckon nabopatopun ansa nposeaeHNa MamepeHuUin bmno-
Harpyskn B cootBeTcTBMU C UCO 11737-1 nucnelTaHn cTepunbHOCTU B cooTBeTCTBUM C NCO 11737-2;

D) penpeseHTaTUBHOCTb NPOAYKUMN — ee COOTBETCTBUE TON, KoTopas byaeT obpabaThiBaTbCHA B TEKY-
LLieM npoLiecce;

C) COOTBETCTBYHOLLUA UCTOUHUK paamaLnn, cCnocobHbIN reoMeTpUYeCcKn U KONMMMYECTBEHHO TOYHO obec-
neynTb Tpebyemyto 03y (CM. 8.4.2).

[TpnmedyaHwmn e — PykoBOACTBO Mo 403UMETPUYECKMM BOMNpocam pagnaunoHHON CTepunmnsaumm MOoXHO HanTn B
NCO 11137-3.

8.3 YcTaHOBNeHUe MakcuManbHO 4ONYCTUMOU 403bl U CTEepUNU3yKOLLEN O03bl

MakcumansHo gonycTumas aosa v cTepunuayollas Aosa ans npoaykKunMm 4omKHbl ObITb YCTAaHOBNEHLI B
OOKYMeHTaLuun.

8.4 llepeHOC 3Ha4YeHUN MaKCUManbHO AONYCTUMOU, NPOBEPOYHOU U CTEPUNU3YIOLLEN [03bI C
OAHOro UCTOUYHUKA OONyYeHUsA Ha ApYrou

8.4.1 llepeHoC 3Ha4YeHUU MaKCUMaNbHO AONYCTUMOU A03bl

[1lpn nepeHoce 3Ha4YeHUA MakcumMarnbHO AONYCTUMOM A03bl HA UCTOYHUK, OTNMYaoLWMACA OT TOro, Ha
KOTOPOM A03a Oblna onpegeneHa nepBoHavanbHO, AOMKHA ObITh NpOBegeHa oLeHKa pasfninim napameTpoB
obny4YeHUs 3TUX ABYX UCTOUYHUKOB, NOKa3bIBatOLWWAad, YTO 3TU pasfniMyns He BIIUAOT Ha 0OOCHOBAHHOCTbL A03bl.
OueHKa 1 BbIBOAbLI AOKHBI ObITb AOKYMEHTUPOBaHbI (CM. 4.1.2).

8.4.2 [lepeHOC 3Ha4YeHUUN NPOBEPOYHOU A03bl UNTU CTEePUNU3YIOLLEN A03bI

8.4.2.1 llepeHOC 3Ha4YeHUX NPOBEPOYHOWM 403kl NN CTEPUNN3YIOLLEN A03bl HA UCTOYHUK, OTINYaoLWNK-

CHOT TOIO, HA KOTOPOM 0034 bbINna onpegesieHa nepBoHa4alibHO, AOMNMYCKAETCA TOJIbKO B ClI1yHaAX, KOI'Ad4a.

a) nonydeHbl AaHHbIe, NoKa3biBaoLLMe, YTO pasnnMina B padbounx napameTpax AByX UICTOUYHUKOB 0Dnyve-
HASA HE BNUSIIOT HA MUKPOOMLIMAHYIO 3P PEKTUBHOCTD;

b) npuMeHUMBbI ycnoBusa 8.4.2.2 unnd.4.2.3.

8.4.2.2 Ona npoaykumun, He cogepXallen Boay B XXUAKOM COCTOAHUN, NepeHOoC 3Ha4YeHMN NPOBEPOYHO

003bl NN CTEPUNM3YIoLLEN A03bl A0NYCKaeTC4:

a) CoAOHOro rammMma-obnyyvyartenst Ha 4pyrou;

b) coaHOro reHepaTopa 3NeKTPOHHOro nyva Ha APpYrowu;

C) COOHOroreHepaTopa PeHTreHOBCKMX Nyden Ha apyrou.

8.4.2.3 Ona npoaykumuy, cogepxalwlen soay B XXUOKOM COCTOSAHUWU, NepeHOoC 3Ha4YeHUN NPOBEPOYHON
003bl NN CTEPUNN3YIoLLEN A03bl A0NYCKaeTC4:

a) CoAOHOro rammMma-obnyyvyartenst Ha 4pyrou;

D) € 0AHOro reHepaTopa 3MeKTPOHHOrO Nyda Ha Apyron Npu yCnoBun, YTO OHM paboTaroT NpY 0aMHAKO-

BbIX NapameTpax;

C) COOHOroreHepaTopa peHTreHOBCKUX Ty4en Ha ApYron npy ycrnoBuKn, YTo oHU paboTatoT Npu oAnHaKo-
BbIX MapamMeTpax.

9 Bannaauus

9.1 ATTecTauusa ycTaHOBIEHHOIo 060pyAoBaHUA
9.1.1 Onsaobny4dyaTtens n cesa3aHHOW C HUM KOHBENEPHOW CUCTEMbl OMMKHBI ObITb YCTaHOBMEHbI paboyne

npoueaypsl.
9.1.2 ObopyaoBaHue ans obpaboTkn U BcrnomoraTensHoe 0bopyaoBaHue, BKItovas Heobxoaumoe npo-

rpaMmMHoe obecnedeHne, 4OMKHbI ObiTb UCMbITAHLI C LIeNbio NOATBepXAeHNSA X paboTbl B COOTBETCTBUN C NPO-
eKTHbIMU XapaKkTepuctTukamun. Metoabl UCNbITAHUA N pe3yNbTaThl 4OIKHBI ObITb AOKYMEHTUPOBaHbI (CM. 4.1.2).

9.1.3 Jliobble U3SMeHeHUs1, BHECEHHbIe B 0bny4aTenb BO BpeMs MOHTa)Xa, A0MKHbI ObITb AOKYMEHTUPO-
BaHbl (CM. 6.2.1).

9.1.4 Ona ramma-obnydyaTtens A0MKHbI ObiTb AOKYMEHTUPOBaHbLI aKTUBHOCTb UCTOUHMKA U ONUCAHME
pacnonoXeHnUsa oTaeNbHbIX KOMMOHEHTOB UCTOYHKKA (CM. 4.1.2).

9.1.5 [na anektpoHHoro obny4vatensi 40MMKHbI ObITb AOKYMEHTUPOBaHLI XapakTepUCTUKK Nydka (SHep-
MA 3NEeKTPOHOB, CpeAHUM TOK NMyYkKa, a Takke LWWUpuHa 1 oaHOPOAHOCTL CKaHNPOBaHUA, rae aTo NPUMEHUMO,
cMm. 4.1.2).

9.1.6 [napeHTreHOBCKOro obnyvartensa A0MKHbI ObiTb AOKYMEHTUPOBAaHbI XapaKTepPUCTUKN Ny4dKa (SHep-
rMA 3NTEKTPOHOB UM PEHTIEHOBCKUX NyYen, cpeaHUN TOK NMydka, a Takke WUprHa n ogHopoaHOCTbL CKaHUpoBa-
HUA, rae 3170 NPUMEHUMO, cM. 4.1.2).
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9.2 ATtTecTauuda oeucTBYIOLLEro 06opyaoBaHUA

9.2.1 lNepennpoBegeHnem atrectaunm gencteytowero obopyaosaHms (ALO) aonmxkHa ObITb NOATBEPXK-
neHa kannbpoBKa Bcex NpubopoB, B TOM YUcTie NPMOOPOBR ANd UCNbITAHWUA, NPUMEHSIEMbIX AN TEKYLLIErO KOHT-
pONgd, ynpasBneHus, tHaukauum n peructpaunm (cm. 4.3.3).

9.2.2 AO pgomnxkHa BbINONHATLCA NyTeM 00NyYeHUs rTOMOreHHOro MmaTepuana, penpeseHTaTUMBHOro no
OTHOLLUEHUIO K CTEPUNN3YEMON NPOAYKLUN, C Lenbio nokasaTh, UTo obopyaoBaHne obecnevnBaeT TpedyemMbli
ananasoH gosbl Ang npoBegeHus1 yCTaHOBMEHHOro npouecca ctepunmsaunn (cMm. pasgen 8). AO aonmxkHa
noKasaTb, YTO 0bny4vaTenb Nocne 3aBeplleHns MOHTa)a cnocobeH paboTtaTth U obecneynBaTb COOTBETCTBYHO-
LLine A03bl B Npeaenax yCTaHOBNEHHbIX KpUTepPUEB NPUEMIEMOCTHN.

9.2.3 [ns onucaHusa obnyvaTtensi ¢ TOYKU 3peHns NPOCTPaHCTBEHHOIO pacnpeaeneHnsa A4osbl (cm. 9.2.4)
N ee HepaBHOMEPHOCTU (CM. 9.2.5) AOIMKHO BbINONMHATLCA ToNorpamMpoBaHme gosbl.

[TpnmedaHun e— PykoBogcTBO Mo tonorpaguposaHuio 4o3sl npueegeHo B NCO 11137-3.

9.2.4 TonorpadupoBaHue 403bl 4OMKHO BbINOMHATLCS C UCTONTb30BaHNEM KOHTeHepa Ansa obnyveHuns,
3aMnofHeHHOro 0AHOPOAHbBIM MO NSIOTHOCTU MaTepuanom 4o BepXHero npeaena cornacHo NpoeKTHOW A0KYMEH-
Tauuun. B koHTerHepe Ang onpeaeneHns Ao3bl B TOUYKaX Ha pasnUyHbIX onpeaeneHHbIX ryounHax BHyTpY MaTe-
pnana gofKHbI MPUMEHSATLCA JO3UMETPbI.

TonorpagupoBaHne Ao3bl A0ITKHO BbINOHATLCA NPU 3 PEKTUBHOU UMUTaLMMN MOMHOCTLIO 3arpy>KeHHo-
ro obnydartensi, AN 3Toro B obnyyartene yctaHaBMMBaOT 4OCTATOYHOE KONMUYECTBO KOHTEUMHEPOB, 3aN0ONHEH-
HbIX 4O BEPXHEro npeaena 1eM ke Mmatepuanom, YTo U KOHTEUHEP ¢ Ao3nMeTpaMu.

9.2.5 KonnyectBo KOHTENHEPOB, NPpUMeHAeMbIX Ang TonorpadpupoBaHma Ao3bl, AOTKHO BbITb JOCTa-
TOYHbIM A4 BbIABNEHUA pacnpeaeneHns 1 HepaBHOMEPHOCTW A03bl MeXAY KOHTenHepamMu.

9.2.6 EcnnpanaobpaboTknnpoayKkunm npumMmeHsoT 6onee 0gHOro KOHBEMepHoOro MapLupyTa, To Tonorpa-
donpoBaHue J03bl AOTKHO ObITb BLINOAHEHO AN KaXXA0ro MapLupyTa.

9.2.7 BnusiHne npepbiBaHUs npolecca Ha A03y A0MMKHO ObiTb onpeaeneHo U A0KYMEHTUPOBaHOo
(cMm. 4.1.2).

9.2.8 [lokymeHTauua no tonorpadonpoBaHnio A03bl 40JTKHA BKNoYAaTh B ceba onmMcaHne KOHTeUHepoB
ana obnydeHma, pabodnx napameTpoB obnydvyaTtens, ICNoNb30BaHHbLIX MaTepuanos, U3MepeHn Ao3bl N cae-
NaHHbIX BbIBOAOB (CM. 4.1.2).

9.2.9 Onaramma-obnydaTtenen gomkHa ObITb onpeaeneHa B3auMMOCBA3b MeXay YCTaHOBKOM TanuMepa,
CKOPOCTbIO KOHBeNepa 1 go30MN.

9.2.10 [OnaanekTpOHHO-NYYEBLIX M PEHTIeHOBCKNX 0bnyvyaTenein OTKNOHEHUS XapaKkTepUCTUK nyda (CM.
9.1.51nn 9.1.6) BO BpemMsi TonorpadgpupoBaHma Ao3bl ACMKHbI ObITh B Npegenax AonyckoB TEXHUYECKUX Xapak-
TepucTuk obnyvartens (cMm. 6.2.4 nnn 6.2.5).

9.2.11 [na sNeKTpOoHHO-Ny4YeBbIX U PEHTIeHOBCKUX 0bnyvaTteneun aorkHa ObiTh onpeaeneHa B3ammo-
CBA3b MeXay Xapakrepuctukamum nyda (cm. 9.1.51 9.1.6), CKOpoCTbio KOHBEeUepa 1 4030,

9.3 ATTecTauusd aKkcnnyaTupyemMoro obopynoBaHus

9.3.1 TonorpadunpoBaHue go3bl ACIHKHO ObiTb BBINOIHEHO C UCMOMb30BaAHMEM NPOAYKLMN, 3arpy>KeH-
HOW B KOHTelHep aAns ob6ny4eHns B COOTBETCTBUN C YCTAHOBIIEHHOM CXEMOW 3arpy3Kku, YToobl:

a) onpeaenuTb 3Ha4YeHUs MakCUManbHOM U MUHUMAabHOW 403kl U MeCcTa X pacrnonoXeHus:;

b) onpeagennTb B3aMMOCBA3b MeXay MakCuManbHOW/MUHUMANBHON 030U U A030M (003aMU) B MECTe
(MecTax) TeKyLlero KOHTpons.

9.3.2 Tlpu atTectauunn skcnnyatupyemoro cbopyaosaHus (A30) aomnkeH ObITb onucaH cnocod npeao-
CTaBNeHUd nNpoayKkLnn Ha ctepunusaunto. B Hero gomkHel BXOAUTD:

a) pasmMepsbl U NNOTHOCTb YNakoBaHHOW NPOAYKLWNA;

b) opueHTauua NpoAYKLUUN BHYTPU YNaKOBKM;

C) onucaHue KoHTeuHepa ang obnydvyeHus (ecnm BHYTpU obnyvaTensa NCnonb3yloTCH KOHTEUHEPLI pa3nny-
HbIX TUMNOB);

d) onmncaHune KOHBENEPHOro MapLupyTa (eCnv BHYTPW 0bnyvyaTens UCnonb3yoTcs pasHble KOHBENEPHbIE
MapLLPYThI).

9.3.3 TonorpadupoBaHne 4o3bl AOIMKHO ObITb BbINMOMHEHO AN KAXA0W KaTeropum obpadoTkn (CMm. 7.5).

9.3.4 Ecnu npu Tekylwen obpaboTke HeobXo0AMMO UCMOMNb30BAaTb YaCTUYHO 3anofHeHHbIe KOHTEUHEePb
ans1odnyvyeHua, To AOMMKHO ObITh YCTAaHOBNEHO U AOKYMEHTUPOBaHO (CM. 4.1.2) BNUAHNE YaCTUYHOTO 3amnonHe-
HAA Ha:

a) pacnpegeneHue 403kl BHYTPWU KOHTENHEPOB ANs1 00Ny4eHUSs;
b) A03y nee pacnpeneneHne B Apyrux KOHTENMHepax, HaxoasiLmxcsa B obnyyarene.
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9.3.5 TonorpadgupoBaHue A03bl AOTKHO ObITb BEINOMHEHO C UCMONbL30BaHUEM penpe3eHTaTUBHbLIX KOH-
TenHepoB ANnsl 00Ny4YeHns B 4OCTATOYHOM UX KONYECTBe, YTOOLI onpeaennTb OTKNOHEHNE 403kl MeXay KOH-
TenHepamu.

9.3.6 TonorpagpupoBaHue A03bl AOMKHO ObITb BLIMNOMHEHO ANS KaXO0ro KOHBEWEepHOro MaplupyTa,
NCMONb3yeMoro aAnst 0opaboTkn onpegeneHHoON NPoAyKLU N,

9.3.7 Onaramma-mn peHTreHOBCKUX obnydaTenen tonorpadupoBaHne Ao3bl A0MKHO ObITh BBINMOMHEHO C
Llenblo onpegeneHna npoaykumm nnu kateropmn copaboTkn (ecnm oHU NPUMEHATCA), KOTOPble MOTYT ObITh
obpaboTaHbl BMEeCTe C NPoayKLKUEN, C KOTOPOM NpoBoANUNOCE TonorpadpupoBaHune. lomkHo ObITh onpeaeneHo
pacnpegeneHne 0osbl B NpoayKL v pasnnyHon NoTHOCTU, Haxoasuwenca B obnydartene, ¢ LieNbio onpeaene-
HUS MPOAYKLUN, KOTOPYIO MOXKHO 0bpabaThiBaTh BMECTE.

9.3.8 [okymeHTauua no tonorpadoupoBaHUIO A03bl A0MKHA BKNOYaTh B cebs: onncaHme KOHTEMHEPOB
ana obnyyYeHns, cxembl 3arpyskn, KOHBEMEPHOro MapLupyTa, pabounx napamMeTpoB obnyvaTens, nsmepeHum
003bl U cAenaHHbIX BbIBOAOB (CM. 4.1.2).

9.4 AHanus nyTBepXaeHue Banupayuu

94.1 NHdopmaumsa, nonydyeHHad BO BpeMsl BCeXBUAOB aTTecTalnn (YCTaHOBMNEHHOTo, AEUCTBYIOLLErO U
aKcnnyaTupyemoro cbopyaoBaHuna), AopkHa ObITb NpoaHanmMsnpoBaHa. BelBog No pesynbTaTtamMm aHanmsa gosn-
)XeH ObITb AOKYMeHTMpoBaH (cMm. 4.1.2).

9.4.2 Ha ocHOBaHUKM paccMOTPeHnst MHpopMaLnn 1 ee aHanm3sa A0MKHbI ObITb MOArOTOBMEHbI TEXHU-
YyecKkune xapakrtepuctukm npouecca (cm. 4.1.2).

9.4.3 Onaramma-obnydeHnda TeXHUYeCcKne XxapaktepucTukn npoLecca A0SKHbI coaepXaTb:

a) onucaHue ynakoBaHHOU NpoayKLWUK, BKIOYaa pasmepsbl, NIOTHOCTb M OpUEeHTaLUIo NPoAYKLUN B yna-
KOBKe (CM. pasaen 7, 9.3.2), nnx gonycTumble OTKIOHEHUS;

D) cxemy yknagku npoayKumnm BHYTPU KOHTenHepa anga obnyyeHns (cm. 9.3.1);

C) MUCNOoNnb3yeMble KOHBeNepHblie MapLUpyThl (CM. 9.3.6);

d) mMakcumasnbHO AoNYyCTUMYHO 03y (CM. 8.1);

e) CTepunumsyroLlyro o3y (CM. 8.2);

f) anga npoaykuuun, nogaepXxmearwen pocT MUKPOOPraHM3MOB, — MakKCUMaribHbIN UHTEpPBar BPEMEHU
MeXay NpPonU3BOACTBOM NPOAYKLWM N 3aBepLUEHUEM ODNMYUEHUS;

g) TOYKY (TOUKM) TEeKYLLEro 4O3UMETPUYECKOTrO KOHTPONSA (KOHTPOMbHbIE TOUKN);

N) B3aMMOCBA3b MeXay 4030M B KOHTPOJIbHOU TOYKe (ToYKaX) M MUHUManbHOU U MakCUManbHOU 4o3aMu
(CM. 9.3.1);

1) ANa npoaykuunk, KoTopaa AofpkHa noaBepratbCA MHOMOKpaTHbIM 3KCMO3UUMAM B pagunauMoHHOM
none, — BCe HeobXoaUMble UBMEHEHUS ee OPUEHTaLUN MeXAy SKCNO3ULMSIMN,

9.4.4 [1na aNekTpOHHO-NYyYEeBOro U PEHTreHOBCKOro 0DNyUYeHUs TeXHNYeCcKMe XapakTepUCcTUkn npoLec-
ca AOJPKHbI coaepXaTb:

a) onucaHue ynakoBaHHOW NPoAYKLUWK, BKNOYasa pasmMepbl, NIOTHOCTb M OpUeHTaL Mo NPoAYKLUMN B yNa-
KOBKe (CM. pasgen 7, 9.3.2), M nx gonyCcTUMbIE OTKITOHEHUS;

D) cxemy yKknaaku npoayKkumm BHYTPU KOHTeUHepa anst obnydeHuns (cm. 9.3.1);

C) UCNONb3yeMble KOHBEUEPHbIe MapLUpyThbl (CM. 9.3.6);

d) mMakcumanbHO AoONYyCTUMYHO O03Y (CM. 8.1);

e) CTepunusyroLlyto o3y (CM. 8.2);

f) anga npoaykuuun, nogaepXxnearowen pocT MUKPOOPraHM3MOB, — MakKCUMarbHbIN UHTEpBar BPeMeEHU
MeXay Npon3BOACTBOM NPOAYKLWM N 3aBepLUeHNeM ObNyYeHUs ;

g) TOYKY (TOUKM) TeKyLLEero 4O3UMETPUYEeCKOro KOHTPONSA (KOHTPONbHbIE TOUKN);

N) B3aMMOCBA3b MeXay 4030M B KOHTPObHOU TOYKe (ToYKax) M MUHUManbHOU M MakCUManbHOW 4o3aMi
(CM. 9.3.1);

1) pabo4yne napameTpbl obnyvyatensa U nx AonNyckn (Hanpumep XapakTepUcTUKK Nnyvya N CKOPOCTb KOH-
Beuepa);

J) Ana npoaykuuun, Kotopasa AOoJPKHa nogsepratbCd MHOMOKpaTHbIM 3KCNO3UUMAM B paaualMOHHOM
none, — Bce HeobXxoanMble USMEHEHNSI ee OpUeHTaLUU MeXay SKCNO3ULMSIMNA.

10 Tekywuun KOHTPONb U ynpaBneHue

10.1 TMpoueaypbl cbpalleHnsa ¢ NPOAYKUMEN N COXPAHEHUST ee UeNOCTHOCTU Nepe, BO BpeMs U Nocre
0bnyvYeHUsa AOSTKHbI ObITb YCTAHOBMEHBI.

10.2 CuctemMbl cHeTanpoayKLn U MPOBEPKM ee KONNYECTBa A0IDKHbI ObITb BCTPOEHbI B LIE€MNOYKY Nony4e-
HUSA, 3arpy3Kkun, BbIrpy3kn, obpalleHunsa 1 Bbirycka npoaykumn. Bece pacxokgeHus B KoNUYecTBe AOMKHbI ObITh
yCcTpaHeHbl nepen obpaboTKkon U/MNn BbIMYyCKOM.
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10.3 Heobny4yeHHasa n obrniydeHHas npoayKuust AOIKHbI ObITh pa3geneHsi.

10.4 YyBcTBUTENbHbIE K 0DMYYEHUIO BU3YanbHbIE MHOUKATOPLI HE AOIMKHBI MCMOMb30BaTLCS B KAYECTBE
nokasaTtenbcTBa AocTaToOuMHOW paanalnoHHOW 0bpaboTKM NN B KaYeCcTBE eAUMHCTBEHHOro cpeACcTBa pasnyus
Mexay obnyyvyeHHoM 1 HeobNyYeHHOM NPoAyKUNEe .

10.5 Tpoaykums OomKHa 3arpykatbcsl B KOHTEUHep Ana obnyvyeHnst B COOTBETCTBUAN C TEXHUNYECKUMN
Xapaxktepuctukamm npouecca (cm. 9.4.3 nnm 9.4 .4).

10.6 HosumeTp(bl) A0MKeH(HbI) ObITb NOMeLLEH(bl) B KOHTPOMNLHYH TOYKY (TOYKU) ANSA TEKYLLETro KOHTPO-
ns. Nocne obny4veHus nokasaHnUa 4o3nMmMeTpa(oB) AOIMKHbI ObITh UBMEPEHLI, a pe3ynbTaT A0KYMEHTUPOBAH (CM.
4.1.2) n npoaHannMsnpoBaH.

10.7 YHacTtoTa ncnonb3oBaHUAa A03MMETPOB AO0MMKHA ObITb AOCTATOUHOW ANS TOro, YTOOLI ObITh YBEPEH-
HbIM, YTO NMPOLIECC HAaXOAUTCS Noa KOHTPONEM. OTa vYactoTa U ee 0DOCHOBaHUE A0MKHBI ObITb YCTAHOBIEHHI.

10.8 Onaramma-obnydarenen:

a) yCTaHOBKa TauMepa U/Unn cKopoCTb KOHBeNepa AOMKHbI ObITb OTpErynmpoBaHbl C y4eTOM pagnOHYK-
nmMaHoro pacnaga B COOTBETCTBUN C AOKYMEHTUPOBaHHOU npoLeaypou;

D) AOIMKHBI KOHTPONMMPOBATLCA U OOKYMEeHTUpPOoBaTbCA (CM. 4.1.2) NonoXeHne UCTOYHKMKA, YCTaHOBKA
TanumMmepa n/Mnm ckopocTU KOHBeNepa n ABMKEHUE KOHTENHEPOB A1 0ONy4YeHUs.

10.9 Ons13nekTpoOHHO-NYYEBbIX U PEHTIEHOBCKMX 0bnyyaTenen AomKHblI KOHTPONMMPOBATLCA U AOKYMEH-
TUPOBATLCA (CM. 4.1.2) XapaKTepUCTUKN 3NekTpoHHOoro nyya (cMm. 9.1.51 9.1.6) n CKOpOCTb KOHBeEUepa.

10.10 T[pn BO3HNKHOBEHWW NpepbiBaHNS U/NTM HECOOTBETCTBUA NpoLiecca OHN A0MKHbI ObITb AOKYMEH-
TUPOBaHbI BMECTE C NMTIObLIMU NPeaANPUHATBIMMU AENCTBUAMN (CM. 4.1.2).

10.11 [okymeHTaLuUs 0 pagnaLnuoHHON 0bpaboTKe AoMKHa coaepXaTb AaTy 0bNyYeHUS U UMETb CBSI3b C
OOKyMeHTauuneun o naptum (cm. 4.3.2).

11 BbInycK npoaykuuu nocre crepunuiayumn

11.1 lNpexae 4em BbINYCTUTL NPOAYKLUKO NMocne cTepunmsaunum, HeobxoanMmo BeINOMNHUTL BCe CneLlu-
anbHble Nepuoanveckme NCNbiTaHUs, KaNUMOPOBKU, MEPONPUATUS MO 0OCNYXXMBAHUIO U HEODXOOMMYIO NOBTOP-
HYIO aTTecTaluio, a TakKe AOKYMEHTUPOBAaTh BbIBOALI (CM. 4.1.2).

11.2 Heobxoanmo yCcTaHOBUTL NpoLeaypbl aHansa AoKyMeHTauU M 1 BbiNyCcKa NpoayKLum nocne ctepu-
nusauum (cm. 4.1.2). 311 npoueaypbl ACIKHBI cogepXaTb TpeboBaHUA (Hanpumep, 9.4.3 1 9.4.4), no3Bonsio-
LLine Npu3HaTb nNpouecc cTepunmsali COOTBETCTBYIOLWMM, C y4eTOM HeonpedeneHHOCTU N3MepUTeribHOW
cuctemsbl (cuctem). Ecnmatmn TpeboBaHUA He cobntoaeHsl, NpoaAyKUUS A0KHA ObITb NpU3HaHA HECOOTBETCTBY-
loLen, n ¢ Hen Heobxogumo obpallaTbed cornacHo 4 .4.

UTobbl NpoayKuus ObiNna BeiNyLEHA Kak CTepunbHas M NoCcTynuna B obpalleHne, MOXKeT noTpeboBaTheH
aononHuTeneHaa gokymeHTauua o Npous3BOACTBE M MHCNEeKUMAa NpoayKUuUM cornacHo cuctemMe ynpasrieHUd
kadyecTBoM (cM. NCO 13485).

12 NoppepxaHune 3apdeKTUBHOCTU Npouecca

12.1 [deMoHcTpauua coxpaHeHua acpheKTUBHOCTHU

12.1.1 O6wiune cBeaeHUA

CoxpaHsatouwasacs 3¢p@PeKTUBHOCTb YCTAHOBMNEHHON CTEPUNU3YIOLWLEN O03bl AOMKHA ObITb MOKasaHa
nyTemMm NpoBeaeHUs:

a) onpegeneHnsa bUoHarpy3Kkn ¢ Lenbio KOHTPOMNA KONMYecTBa MUKPOOPTaHU3MOB, MPUCYTCTBYIOLLMX Ha
npoayKuun, B CpaBHEHUU C 3adaHHbIM KONMMYECTBOM COMrfacHO TEXHUYECKUM XapaKTepPUCTUKaM;

b) ayauTacTepunnayrowen Ao3bl C Lenbio KOHTpOoNa pagmalMoHHOW YCTONMYNBOCTU DUOHArpy3kn Ha npo-

OYKLMIO.

[TpnmedaHune— Meroguka npoBegeHUs ayguTa crepunuayowen go3ssl, npueegeHHas B NNCO 11137-2, Bknto-
YyaeT PyKOBOACTBO Mo onpeaeneHnto BuMoHarpy3ku.

12.1.2 YacToTaonpeneneHma OUOHarpys3Kku

12.1.2.1 [Ana npoaykumn co cpegHen dbnoHarpyskon He MmeHee 1,5 MakcumMarnbHbIN UHTEPBaN BpeMeHN
MeXay ee onpegeneHnamm gosmkeH ObiTb TP MecsaLa.

12.1.2.2 [na npoaykunn co cpeaHen duoHarpyskon meHee 1,5 MakcumanbHbIN MHTEPBAN MeXay ee
onpegeneHnaMn gomkeH bbITb TP Mecaua, eCru:

a) cTepunuaytollasa aosa ooina yctaHoneHa no metoay 2 (em. MCO 11137-2);
b) Gbina BbiGpaHa cTepunuaytowas gosa 25 kp (cM. 8.2.2).
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12.1.2.3 Onsa npoaykuum co cpeaHen duoHarpyskon meHee 1,5 mMakcumarnbHbIA UHTEPBaN MeXay ee
onpeaeneHnaMmn gomkeH dbiTb 0ANH MecsiL,, eCIN:

a) cTepunuayrowas aosa beina ycrtaHosneHano metogy 1 (ecm. UCO 11137-2);

L) OblnaBbibpaHa cTepunuaytowaa aosa 15kl p (cm. 8.2.2).

12.1.2.4 EcnuunHTepBanBpemMeH MeXxay NponusBo4CTBOM NapTUN NpoayKUUX NpeBbIlIaeT TPU Unn oaunH
MeEcCsILL COOTBETCTBEHHO (cM. 12.1.2.1 — 12.1.2.3), onpeageneHune bruoHarpyskm Ao/mKHO NPOBOAUTLCA Ha Kax-
00U Npon3BOACTBEHHOW NapTUN.

12.1.2.5 EcnunpesynbtaTonpeaeneHnsd buoHarpyskm npesbiaeT HOPMUPOBAHHLIN Npeaen, Heobxoaun-
MO npoBecTn nccnegosaHue B cooTBeTcTBMM C MCO 11737-1. Ecnn B pesynbTaTte UccneaoBaHUd BbIICHUTCS,
YTo onpegeneHne dbMoHarpyskm gano NnpaBUfibHbIN pe3ynbTaT, AOMKHbI ObITh NPeANnPUHATLI AENCTBUSI B COOT-
BeTCTBUMN C 4.4, a TaKke HeMedNeHHO NpoBedeH ayauT CTepunuayroLlen aosel. B 3aBUCUMMOCTU OT pesynbTaTa
ayauTa cTepunmnayollen Ao3bsl HeobxoanmMo BbINOMHUTL cneaytollee:

a) ecnu pesynbTaT ayauta ABNAeTCH HeyaOoBMNETBOPUTENBbHBIM, HEODX0AUMO NPeanPUHATbL AENCTBUS
cornacHo 12.1.3.5;

b) ecnun pesynbTaTt ayauTa sIBNAeTCH YAOBNETBOPUTENBHBIM, a DMoHarpyska npoaoKaeT npeBbillaTh
HOPMUPOBaHHLIL Npeaen, cTepunusauuio cneayeT NpoBoANTb, UCNONb3YSA 403y, NPUMEHABLUYIOCA A0 ayauTa.
Kpome 3Toro:

1) ecnucTepunuayowana gosa obeina yctaHosneHa no metoay 1 (em. MCO 11137-2), To AoMmKeH npume-

HATLCS TPEXMECHAYHBIN MHTEpPBAan ANd ayauta cCTepunnayroLllen 4o3bl 40 TeX Nnop, noka dbnoHarpyska He

BEPHETCH K HOPMUPOBaHHOMY npeaeny nnbo He byaeTt nepeycTaHOBEHa CTEPUNU3yoLLaa 403a;

2) ecnu ctepunuayrollas aosa dbina yctaHosneHa no metoay 2 (em. MCO 11137-2), To AonKeH npume-

HATBLCS TPEXMEeCSAYHbIA MHTEPBAaN AN ayauTa CTepUnuU3yoLllen Ao3bl 40 TEX NOP, NoKa He byaeT AOCTUr-

HYyTO cooTBeTCcTBMEe 12.1.3.2;

25

3) ecnunbbinaBbibpaHa gosa 25kl p cobocHoBaHWeM no metoay VD . a cpeaHAAa broHarpyska cocTaB-

nset MmeHee 1000, To cneayeT NpOACIKUTE ayauUT A03bl C NMPEeXHeN 4acToTOoMu;
4) ecnu 6bina BeibpaHa go3a 25 kI'p c obocHoBaHeM no Mmetoay VD, a cpeaHsis BuoHarpyska cocTas-

naet oonee 1000, To cTepuUnMayloWwyo o3y HeobXOAMMO YCTaHOBUTL C WUCMONbL3OBAHMEM OPYroro
MeToAa;

15
5) ecnnbbinaBblibpaHa gosa 15 kl'p cobocHoBaHMeM no MmeToay VD . , a cpeaHAs buoHarpyska cocTaB-

nset MeHee 1,5, To cnegyeTt NPOACIKATE ayaUT 403kl C NpeXXHen 4acToTou;

6) ecnu6binaBbibpaHagosa 15 kp c o6ocHoBaHem no metoay VD> | acpeaHss GroHarpyska cocTas-

naetoonee 1,5, To CTEPUNU3YIOLLYIO A03Y HEODXOAUMO YCTAHOBUTL C UCMOMb30BaHUEM APYroro Metoaa.

12.1.3 YacTtoTa ayauToB CTepunusyroLlien 403bl

12.1.3.1 TlpunepBoHaYyansHOM cnpedeneHnn MHTepBana BpeMeH Mexay nposegeHnemM ayauToB cTe-
pPUNN3yoLein 4o3bl HeOOXOAMMO UCNONB30BaTh OAUH U3 HUXKeNepeUncneHHbIX NOAX0A0B:

a) BblOUpaeTcH TpeXMeCcAYHbIN MHTEPBAN BPEMEHU MeXay ayanTaMmin A03bl;

L) npu BLIDOPE NepBOHAYaNbHOMC UHTEPBAala BpeMeHN MexXxay ayantaMmmn 4o3bl rTOTOBUTCA N AOKYMEHTU-
pyeTtcs ero obocHoBaHue. INpn noarotoBke 0O60OCHOBaHUA HEOOXOOMMO YYEeCTb U AOKYMEHTUPOBATbL aHalns
cneayrowmnx BONpPOCOB U caenaHHbIX U3 HEero BbiIBOAOB:

1) ycTaHOBNEHHLIN Npeaen bUoHarpysKu;

2) nMmeroLmeca aaHHele no onpeaeneHnto DMoHarpy3ku, BpeMs, B TeHeHUEe KOTOPOro 3TN AaHHbIe ObINA

Nony4veHsbl, M onnMcaHne MMKPOOPraHU3IMOB, COCTaBNSAOLWNX 3TY ODMOHArpys3Ky.

[TpumeyaHune— OnmcaHne MoXeT BbiITb OCHOBAHO, HANPUMEpP, Ha MOPMONOrMM KONOHMW NN KNETOK, CBOUNCTB
LTaAMMa UMW CENEKTUBHOIO KyINbTUBUPOBaHUSA,

3) umeroLmecst gaHHble Nno yCTOUYUBOCTU MUKPOOPTaHU3MOB, COCTaBNSIIOLLMX DMOHArpys3Ky:;

4) mMeToa, UCNONb30BaHHLIN A1 YCTaHOBNEHUA CTEPUNN3YIIoLLEN A03bI, U CBA3AHHbIE CHUAM OrpaHUYeHUS;
5) pasnuuue mexay Ao30n, NpUMeHAEeMOoN NpU TekyLen obpaboTKe, N CTEpUNU3YIOLLIEN 030N, CO BCEMI
orpaHU4eHUsAMIN, CBA3aHHbIMIA C 3TUM pasnnYneMm;

6) mMaTtepuansl, BXoasaliMe B cocTaB NpoayKLUun, ocobeHHo MaTepuarnbl NIPUPOAHOTO NPOUCXOXKOEHUS, U
KOHTPOMb MUKPOBUOMOrM4eCcKoro Kayectsa Mmatepmanos;

/) NpOnU3BOACTBEHHLIE NpoUecChl, 0COOEHHO NPON3BOACTBEHHbIE CTAANN, BNUSAOLLME HA DMOHArpy3Ky
NN ee YCTOUYUBOCTD;

8) npoueaypbl KOHTPONS U CNeXeHust 3a NPOU3BOACTBEHHLIM MPOLLECCOM;

9) MHTepBan BpeMeHU MeXxay Npon3BoACTBOM NMapTUA NPoAYKLUUN;

10) npoun3BoACTBEHHAA OKpyXawollasa cpefa, 0COBEHHO cTeneHb MUKPODUOMOTMYECKOrO KOHTPONSA U
CNeXeHusi, 1 UMerLmMecsa gaHHble 0 CTabMNbHOCTU NPOU3BOACTBEHHON OKPYXKaloLWen cpebl BO Bpe-
MEHW;

13



OCTP UCO 11137-1—2008

11) cpencTBa KOHTPONA 340POBbLYA, HACTOTHI M odeXadbl NepcoHana B NPOU3BOACTBEHHOM 30He;

12) nmeroLwmecd aaHHble No MUKPOBUONOrMYeCcKOMY Ka4eCcTBY APYron NpoayKLUM U3 TOrO XKe CEMENCTRBA.

12.1.3.2 YBenudeHune MHTepBana mMexay npoBedeHUaMu ayauta cTepunusyowen gosbl BO3SMOXHO
TOJbKO B Criydasix, ecrin:

a) He MeHee YeTbIpex nocneaoBaTefibHbIX ayauToB A03bl Dbl NpoBeAeHbl NpY paHee BbIOpaHHOM
MHTEepBane Mexay HUMU U X pesyrnbTaThl He NOTPeboBann HM yBENTUYEHUA A03bl, HUHOBOro onpeaeneHnus cte-
PUNU3YIOLLIEN A03bI;

b) nmetoTcs gaHHble, noATBepXKaatoLwWwmne cTabnnbHOCTL BMOHArpy3Kkn B npeaenax TeXHUYecknux Tpedo-
BaHWN B TEYEHKME TAKOTO XKe nepuoga BpeMeHu, Kak B nepevncrieHne a). 3T AaHHble BKIoYaloT B cebs:

1) pesynbTaTtbl onpeaeneHns broHarpysku, BbINONMHEHHOW HE peXXe OQHOro pasa B Tpu MecsaLla;

2) onucaHue buoHarpysku (Hanpumep, Mopdonorn KONOHUA UMK KNeTOK, CBOUCTB LUTaMMa UMK Cenek-

TUBHOMO KYNbTUBUPOBAHUA);

c) OunoHarpyska npu nponusBoACTBE NPoaAyKUMK KOHTponupyeTcs, U 3PPEKTUBHOCTb TAKOrO KOHTPONS
noaTeepXxgaeTca npMMeHeHNemM 3NIeMeHTOB CUCTEeMbI yrpaBneHUs KaueCcTBOM ANA CTepUnbHbIX MegULUUHCKUX
nagenuun no NCO 13485.

12.1.3.3 Ecnu He npumMmeHseTcd TpeboBaHne 12.1.3.4, MakcumMmanbHbIM UHTEPBAaN MeXay ayanTtamMuy cTe-
PUNN3YyIoLLEeN O03bl AOMKeH coCcTaBNATh 12 Mec.

12.1.3.4 Ecnu nHTepBan BpeMeHn Mexay Npou3BOACTBOM NapTUA Npoaykuum d0onbliue UHTepBana,
ycTaHoBneHHoro B 12.1.3.1 n/unn 12.1.3.2, ayguT cCTepUnmayolein Ao3bl AOMMKEH BLINONHATLCS ANSA KaXaou
NPOU3BOACTBEHHOW NAPTUN.

12.1.3.5 Ecnu pesynbTaTt ayauta CTEPUNU3YIOLLEN O03bl HEYOOBNETBOPUTENEH, OAOMKHLI ObITh Npea-
NPUHATEI 4enUCTBUA B cooTBeTCTBUK C pasgenomM 10 NCO 11137-2. pustom yacToTa ayauTta cTepunumsytollei
003bl A0MKHa ObITb HE peXXe OAHOro pasa B TP MecsL,a A0 TEX NOop, NoKa He byayT:

a) BbIICHEHa nNpuynHa HeyaoBNeTBOPUTENBHOMC pesynbTaTta ayguta cTepunm3yioLlen 403bl U1 yeenu-
YeHns DUOHAarpy3Kn U NPeanpPUHATLI KOPPEKLUA UNN KOPPEKTUPYIoLWNE AENCTBUS;

b) nepecmoTpeHo obocHoBaHUe (cM. 12.1.3.1) HTepBana Mexay NpoBeAeHNeM ayanToB CTEPUNNBYIO-
LLier 403kl U, NP He0OXOAUMMOCTU, YCTAHOBMNEH HOBLIV MHTEpPBA,;

C) BbINMONHEHbI KPUTEPUU YBENMUYEHNA UHTEPBaNa MexXxay nposegeHnemM aygutoB CTEPUNUsYoLWEen 403kl
cornacHo 12.1.3.2.

12.2 NMoBTOpHaA KanMbpoBKa

Cpeactea nsmepeHud, npuMmeHaemMsle ang ynpasneHua, Hankaum Ui goKyMeHTUPOBaHUA npoLecca
CTepUNn3aLnn, ACMKHbI NepUnognveckmn NOBEPATLCHA B COOTBETCTBMMN C 4.3.3.

12.3 O6cnyxuBaHue obopyaoBaHus

12.3.1 Tlpodunaktnyeckoe odbcnyxmpaHue OOMKHO NNAHUMPOBATLCHA U BbINOMNHATLCA COrMacHO OO0KY-
MEHTUPOBaHHLIM Npoueaypam. [NpoToKoNbl 00 CNYKUBaAHUS ACITKHBI XPaHUTLCS B COOTBETCTBMM C4.1.2.

12.3.2 'paduk, npoLeaypbl U NPOTOKONLI 00CNYXXMBaAHUA OAOMKHbLI C YCTaHOBNEHHOW NepUOaUYHOCTLIC
aHanM3npoBaTbLCA OTBETCTBEHHLIM NULIOM, a pe3ynbTaThl aHan1sa A0JKHbl AOKYMEHTUPOBAaTLCA.

12.4 ToBTOpHaA aTTecTayuua ooopyaoBaHUA

12.4.1 TloBTOpHaa aTTecTauus npolecca ctepunmsaynm AomkHa BeINONMHATLCSA ¢ onpeaeneHHoN Npo-
aykumen 1 ¢ 3agaHHbIM 0O0OpyaoBaHMEM; OHa OOMKHA NPOBOAUTLCS C ONpeaenieHHoON NepuoagnYHOCTbIO U
nocne oLUeHKN NnobbiX nameHeHnn (cm. 12.5). ObbeM NOoBTOPHOW aTTecTaumm A0THKEH ObiTb 0O0OCHOBAH.

12.4.2 TNpoueaypbl NOBTOPHOW aTTECTALUN AOKHBI ObITh YCTAHOBIMEHLI, @ MPOTOKOSbI O HEN XPaHUTLCS
(cm.4.1.2).

12.4.3 [daHHbIe NOBTOPHOW aTTECTALIUM HEODXOANMO CPaBHUTL CYCTAHOBEHHBIMU KPUTEPUSIMU MPUEM-
NeMOoCTU NO AOKYMEHTUpOoBaHHbIM NMpouegypam. ['poTokonbl cpaBHEHUA AOIMKHBI XpaHUTbLCA (CM. 4.1.2), TaKkKe
KaK 1 BbINMOJIHEHHbIE KOppeKUUX 1 NpeanpUuHATbIe KOPppeKTUpyoLlmne 4eCTBUA B Cllydae, eCclnii YCTaHOBNEeHHbIe
KPUTEPUN NPUeMneMocT He JOCTUTHYTHI.

12.5 OuUueHKa U3SMeHeHUuu

12.5.1 Jltoboe nameHeHune B obnyyarene, KOTopoe MOXET NOBMUATbL Ha O03Y UNU ee pacnpeaeneHume,
OOSMKHO CTaTb NpeaMeToM oLeHKU. Ecnn oueHKa BbISIBUT Takoe BUsHUE, TO HeobXoaMMO BbINONHUTL YaCcTNY-
HO WU MOMHOCTLIC BCE BUALI aTTecTauum cbopyaoBaHUA — YCTAHOBMEHHOMO, AENCTBYOLLETro U 3KCNNyaTupy-
emoro (cMm. 9.1, 9.2 nnn 9.3). PesynbTaT OLUEHKWU, BKMoYass 0OOCHOBaAHUE MPUHATBIX PeLleHUn, O0JTKEH
OOKYMEHTUPOBAaTLCA B COOTBETCTBUMN C4.1.2.

12.5.2 VIameHeHMe B NpoayKUUKN, ee ynakoBKe UNn crnocobe ee npeaoctaBneHns ansa crepunusaunm
HeObXOANUMO OLUEHUTL C TOYKN 3PEHUS UX COOTBETCTBUSA NPoLeccy ctepunmsaunn. Ha oCHOBaHMM CYLLIHOCTU
N3MEHEHN HEeOBXoOAMMO onpeaeninTb Te YacTu ONMcaHusa npouecca Unu atTectauun aKkcnayaTupyemoro
0bopyaoBaHUA, KOTOpble HEODXOAUMO BBINOMHUTL. PesynbTaTt oueHKK, BKNoYasi 000CHOBaHUE MPUHSATBIX
pelweHn, 4oIMKeH JOKYMeHTUpoBaTbhcs (CM. 4.1.2).
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[MpnnoxeHwve A
(pekomeHayemoe)

PykoBoacTBO

[TpyumevyaHNH

1 [lpnBegeHHOE B HACTOALWLEM MPUITOXEHNN PYKOBOACTBO HE SABMAETCH TEXHOJIOTMYECKON KapTON MO OUEHKE COOT-
BETCTBUA HACTOSIWEMY cTaHAapTy. PykoBoaCcTBO npegHasHa4vYeHo ansi NOMOLY B AOCTUXEHUN €ANHOOBPA3HOIO NOHNMA-
HUA U NPUMEHEHNSA HACTOALLEIO cTaHgapTa nyrtem npegocraBlieHNns MNOACHEHUU N NPUEMITEMbIX METOAOB AOCTUXEHUS
COOTBETCTBUSA YCTAHOBINEHHbLIM TpeboBaHuaMm. MoryT npuMeHAaTbes U apyrme mMeTtogbl, OTNUYHbIE OT NPUBEAEHHLIX B
HaACTOSALLEM PYKOBOACTBE, OAHAKO NX 3P EKTUBHOCTL B JOCTUNKEHNN COOTBETCTBUA HACTOALWLEMY CTAHAAPTY AOJIKHA BbITh
noaTBepPXaeHa.

2 OnsobneryeHnsa YTEHNS CCbINMOK HYMEPaLUUA B HACTOALLEM MPUNOXKEHUN COOTBETCTBYET HyMEpaLn B HOPMaTUB-
HOW YacTu cTaHgapTa.

A1 ObnacTtb npynmeHeHunnA

A.1.1 PykoBoacTtBoO OTCYTCTBYET

A.1.2 PykoBOOCTBO OTCYTCTBYET

A.1.2.1 PykoBOoACTBO OTCYTCTBYET

A.1.2.2 OnspaspaboTky, Banngaumm v TEKYLLENO KOHTPONS Npouecca ctepunmusaunm meauumnHCKNX nagenmm Heoob-
X0ANMO 3PPEKTMBHOE MNPUMEHEHNE ONpPeaeNeHHbIX 1 AOKYMEHTUPOBAHHbLIX Npoueayp. Takne npoueaypbl 06bIMHO CHUTA-
l0TCH 3NeMEeHTaMN CUCTEMBI YNpaBleHNS Ka4eCcTBOM. HacTosawmMmn ctaHaapT NEPEHNCAET U YTOYHAET Takne 3rnemMeHTbl
CUCTEMBbI YNPAaBIMEHUSA KAYeCTBOM, CYLLECTBEHHbIE AN 3PPEKTUBHOIO KOHTPONA CTEpUNM3aumn, Yyepes obssarenbHble
ccbifikn Ha ctangapTt NCO 13485 cnctembl ynpaBsleHnsa Ka4eCTBOM ANA MeANUMHCKNX nagennn. Hactoawmm ctaHgapT He
TpebyeT HM NONMHOro NPUMEHEHNS CUCTEMBI yNpaBneHnst kKavecTBom no MCO 13485, HM OUEHKM 3TUX YCTAHOBINEHHbIX 3Me-
MEHTOB CUCTEMbI YNPaBIEHUSI KAHECTBOM TPETbEN CTOPOHON. ObpallaeTcsi BHUMaHWE Ha CyLWEeCTBOBaHUE HAaUMOHAIbHbIX
N PEMMOHAaNbHbIX HOPMATUBHbLIX TPEDOBAHMW K CUCTEMAM YNPaBEHUS KAY€CTBOM MNMPU NPOM3BOACTBE MEANLIMHCKUX U3 e-
NN U K OLLEHKE TAKNX CUCTEM TPETBLEN CTOPOHOMN.

A.1.2.3 Vcnonb3oBaTtb bnonornyeckme nHAMKaATopbl AnNs Banngayuum n KOHTPOrs npouecca paanaunoHHOW CTEPU-
NM3aunm He PEKOMEHAYETCH, NOCKOSIbKY B3AaMMOCBS3b MEXAY MUKPOOULNAHON aKTUBHOCTBIO M 40301 00NYyYEHNS XOPOLWO
ornpeaeneHa.

A.1.2.4 PykoBogCcTBO OTCYTCTBYET

A.1.2.5 PykoBoaCcTBO OTCYTCTBYET

A.2 HopmaTuBHbIe CCLINKN

TpeboBaHus, NpUBEAEHHbIE B HOPMATUBHbBIX CCbINKaX, SIBNAOTCSH TPeboBaHMAMM HACTOSLWLEro cTaHgapTa TOMNMbKO B
TOW CTENEHN, YTO OHU LIUTUPYIOTCH B 00A3aTENBHOW YaCTU 3TOM0 JOKYMEHTA; LMTUPOBATLCH MOXET UEnNbIn CTaHAAapT UK
OTAeNbHbIE pa3aernsi.

A.3 OnpepeneHnn
PYKOBOACTBO OTCYTCTBYET
A.4 OnemMeHTbl CUCTEMbI YNPaBNeHNA Ka4eCTBOM

[MTpumevaHne—Cm A1.2.2.

A.4.1 [JokymeHTaumn
TpeboBaHUA K KOHTPOMNO AOKYMEHTOB U MPOTOKONOB yCTaHOBNEHL! B NyHKTax 4.2.3 n 4.2.4 NCO 13485 cooTBeT-
CTBEHHO.

B NCO 13485 TpeboBanns K AOKYMEHTALMM KacaloTcs pas3paboTku M KOHTPONSA AOKYMEHTAUMN {B TOM YNCIE TEXHU-
YEeCKMX TpeboBaHnn 1 npoueayp) n NPOTOKONOB.

A.4.2 OTBEeTCTBEHHOCTb yrnpaBreHus
peboBaHns K OTBETCTBEHHOCTU U PYKOBOACTBY yCTAaHOBNEHbl B nogpasaene 5.5 NCO 13485, a TpeboBaHusA K
coTpyagHukam B nogpasgene 6.2 NCO 13485.

TpeboBaHWsA KOTBETCTBEHHOCTU yNpaBlieHUA ONUCLIBAKDT HAAENEHUE NONMHOMOYUAMN YNPaBIIEHUSA, 3aLWUTY NOTPE-
butens, NONUTUKY Ka4eCcTBa, NNaHNPOBaHNE, OTBETCTBEHHOCTL, MONMTHOMOYUSA N CBS3b, @ TAKXKE NEPECMOTP YNPaBIeHUS.

B pa3paboTky, Banngaumio N TEKYLWMUW KOHTPOSb npouecca crepunmn3aumm moryt ObiTb BOBMNEYEHbI HECKOIBKO
OTAENbHbIX YYAaCTHUKOB, KaXXablW N3 KOTOPbIX HECET OTBETCTBEHHOCTL 3a OMNMpeAeneHHble 3N1eMeHTbl. HacTosawmm crax-
aapTt TpebyeTt, YToObl yHaCTHUK, NPUHUMAKOLWMIN YACTUYHYIO OTBETCTBEHHOCTD, ObINT ONpeaeneH, a cpepa ero OTBETCTBEH-
HOCTK DObina AOKYMEHTUPOBAHA. Takoe onpeaeneHmne nonHOMOYMM U OTBETCTBEHHOCTU AOKYMEHTUPYETCH B CUCTEMAX
yrpaBleHNA Ka4eCTBOM YKa3aHHbIX y4aCTHMKOB. OT ydacTHUKA, NPUHMMAOWEro OTBETCTBEHHOCTL 3a ONpeaesieHHbIe ane-
MEHTbI, TPEDYETCSH NMOPYUNTL 3TN IMEMEHTbI KOMNETEHTHOMY NEPCOHANY, Ybs KOMNETEHTHOCTb NOATBEPXKAEHA COOTBET-
CTBYIOLWMM 0ByHeHneM n KBanndukaumen.

15



OCTP UCO 11137-1—2008

B pagmnaymnoHHon cTepunmnaaymm MoryT ObiTb ABa OCHOBHbIX BOBITEYEHHbIX y4aCTHUKA: MEPBUYHbLIN NPON3BOAUTENb
n onepartop obnyvarens. Onepatopom obnyvarens MoxXeT BbiTb CeymnannuanpoBaHHbIM KOHTPAreHT, NpeaocTaBnsioLWwmnmn
YCIYrn No crepunudaumm, nnbo vacte Pupmbl NEPBUHHOIO NPON3BOANTENS. B aTnX cnyvasx nepBuYHbLIN NPON3BOAUTENb U
onepartop obny4vartens UMetoT CODCTBEHHbIE CUCTEMbI YNPAaBNEHNUS KAYECTBOM, a MONMHOMOYNS U OTBETCTBEHHOCTb ONpe-
OeneHbl B KOHTPAKTE UNN TEXHUYECKOM cornawenmn. Hmxke npuBeaeHbl HEKOTOPbLIE TMaBHbIE BUAbl OTBETCTBEHHOCTMN,
KOTOPbIE MOTYT DbITh HANOXEHb!I HA NEPBUYHOIO NPOU3BOAUTENSA U onepaTopa obnyvartens:

a) Ansa nepBn4HOro Nnpon3BognTens:

- onpeaeneHue CTEPUNU3YIoLWEN A03bI;

- paspaboTka ceEMENCTB NPOAYKUNN;

- onpeaeneHne MmakcumarnbHO 4ONYCTUMOWN A03b;

- aTTecTauuns IKCnnyaTnpyemoro o6opyaoBaHus;

- ynpasneHne NPon3BoACTBEHHBIMU NPOLECCAMU, BKINOYAsS COOTBETCTBME NPOAYKUMK, NPeaoCTaBNaeMon onepa-
TOpy obny4artens, TEXHUYECKUM TPebOBaHUAM, HANpPUMeEP, NO NIOTHOCTU NPOAYKLMN, €€ OPUEHTaLUUK, pasmepam;

- NPOBEpPKA TEXHNYECKMUX TPEeDOBaHUN, NpeoCTaBNEHHbIX onepaTopy obny4artens;

- KOHTPOIb 38 UBMEHEHUSMU B NPOAYKUNN 1 UX BKITIOYEHWE B OTHET O NapamMeTpax npoayKummn, KOTOpbI€ BITUAIOT HA
KaTeropum obpaboTKu;

- KOHTPOINb NPOAYKUUN C MAPKUPOBKOW « CTEPUNBHO» Nepe NnpoBeeHneM CTEPUNU3aLnu;

- BbINYCK NPOAYKUUN.

b) Ins onepatopa obny4vartens:

- aTTecTaumns yCTaHOBNEHHOro 060pya0BaHUS;

- atTectaumsa pabortatowero obopyaoBaHus;

- KOHTPOIb Npouecca obny4veHus;

- KOHTPOIb U3MEHEHMN B 0bnyvartene;

- cepTndukaums 4o3bl 06nyYeHus;

- pa3paboTka kaTeropmm odopaboTKw.

A.4.3 Peanuszaumsa npoaykumm

[MTpumevaHnune—BWNCO 13485 TpeboBanus K peannsaumm Npoaykunm paccmaTpuBaroTcs NPUMEHUTENBHO KO
BCEMY XXU3HEHHOMY LUMKNY NPOAYKUMK, BKIOYas onpeaenenmne tpeboBaHnm notTpebutensi, KOHCTPYNpPoOBaHNE N paspadboT-
Ky, MOKYNKY, KOHTPOSb NPOAYKUMN, KAaNnBpPOBKY CPEACTB U3MEPEHUS.

A.4.3.1 TpeboBaHuAa K NOKyrnke npueeaeHs! B noapasaene 7.4 NCO 13485. B yacTtHoCTH, HEODBXOAMMO OTMETUTD,
yTo TPpeboBaHna B nyHkTe 7.4.3 NCO 13485 K npoBepke npnobpeTeHHON NpoAYKUMU MPUMEHUMbI KO BCEN NPOAYKUUN U
ycnyram, nonyyYeHHbIM OT CTOPOHHUX OpraHn3auunm.

A.4.3.2 TpeboBanHna K wvaeHTUdPUKaumMm v UCTOPUKM NPOM3BOACTBA MPOAYKUMU NpuBEAEHbl B MyHKTE 7.5.3
NCO 13485.

A.4.3.3 TpeboBaHus K kKannbpoBke cpeAcTB U3MepeHus npueeaeHsl B nogpasaene 7.6 MCO 13485.

A.4.3.4 PykoBoaCTBO Mo BONMpocam 4O3MMETPUN B paanaunoHHon ctepununsaumm npmeegeHo B MICO 11137-3.

A.4.4 NamepeHne, aHanun3 v ucnpaBrieHve. YnpasneHme HeCOOTBETCTBYHOLWEN NpoaYKUNEN

[lpoueaypbl yrnpaBneHNA HECOOTBETCTBYIOLLEN MPOAYKUNEN N KOPPEKTUPYIOLWMNE OENCTBUA NPUBEOEHbI B MyHK-
Tax 8.3n 8.5.2 NCO 13485 cOOTBETCTBEHHO.

B CO 13485 TpeboBaHns K UBMEPEHUIO, aHANMN3y N NCNPaBNEHUIO PACCMaTPUBAIOTCH NPUMEHUTENBHO K TEKYLLLEMY
KOHTPOIIO npouecca, ynpasneHnio HECOOTBETCTBYIOWEN NPOAYKUMEN, aHaNMM3y AaHHbIX 1 UCNPAaBIEHNIO (BKIMIOYAs KO-
PEKTUPYIOLWME N NpeaynpeanTenbHbie AENCTBUS).

A.5 CocTtaBneHne TeXHUYECKMX TPeOOBAHMWN HA CTEPUNNIYIOLWLNW areHT

A.5.1 Ctepununayolinm areHT

OUueHKa BO3MOXHOCTU 3NEKTPOHOB UIMN PEHTIEHOBCKUX NTyYEN C YPOBHEM SHEPIUN BblLLIE YKA3aHHOIO 006Pa3oBbIBATh
B 0ONy4YEHHOW NPOAYKUNKY [pagnoaKkTUBHbIE] paanoHyKNnAb!l 4o1KHa BbliTb OCHOBaHAa HA UMEIOLWENCSH nUuTepaType, U3Me-
pPeEHNN HABEAEHHOW PAANOAKTUBHOCTU U/ MOOENMNPOBaHNN HABEAEHHOW PAANOAKTUBHOCTMN.

[Tpnmep oUeHKM ¢ NCNONb30OBaAHNEM KaK 3KCNEPUMEHTANbHOMO, TaK N TEOPEeTUYECKoro nogxoaa cum. [21]. B aaHHou
paboTe nNpuBeAeHbl U3MEPEHHblIE U pacyeTHble BENUYMHbl HABEAEHHOW PaanoOakTUMBHOCTUM BO MHOIMMX mMartepuanax,
NCMONb3yeMbIX B MEAULMHCKUX N3eNNSX N 0B6Nny4eHHbIX PEHTIEHOBCKUMU NyHaMKN, reHEPUPOBAHHBIMWN 3NEKTPOHHbLIM Myu-
KOM C 3HEPrnen anekTpoHoB 7,5 MaB, ¢ pozamm obnydverHmnsa go 50 k' p. Taknmm matepmnanamm ABMAKTCS:

a) marepwansbl C KpanHe Manoun crnoCobHOCTbIO CTAHOBUTBLCH PAANOAKTUBHbBIMU [(HEMETANNNYECKME) MaTEpUanbi
Ha OCHOBE yrmneBogopoaoB, HanNnpuMep, NnomM3TUITIEH U NONTNCTUPOIN;

b) marepuanbl ¢ 3aMETHbIM, XOTS U ManbiM, BO3MOXHbIM YPOBHEM HaBEAEHHOWN PAANOAKTUBHOCTU (Hanpumep,
HepXXaBetouwas ctanb n 6poH3a);

C) martepuarnb! CO CPABHUTENBHO BbICOKUM BO3MOXHbIM YPOBHEM HABEAEHHOW PAAMOAKTUBHOCTU, TPebyiowme
AeTanbHOW OUEHKU (Hanpumep, TanTtan).

MaTepwuansbl, HEe nccneaoBaHHble B yKadaHHoU paboTte [ peropa, moryTt notpebosaTtb AeTanbHOMo N3yYeHnUs HaBe-
OEHHOW paan0akTUBHOCTU (Hanpumep, cepebpo n 30noTo).

A.5.2 MukpobounaHasa 3cpheKTUBHOCTb
PykoBO4CTBO OTCYTCTBYET.
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A.5.3 BnvaHve maTtepnanoB
PYKOBOACTBO OTCYTCTBYET.
A.5.4 Bonpochbl oxpaHbl OKpyXatoLwemn cpeasbl

[TpyHUMNBI CUCTEMbI YrPaBneHNs OXpPaHOU OKpyXatoLWwen cpeabl MOXHO NPUMEHATL U K NMpoueccy paanaunoHHOW
crepunu3aumn. TexHudeckne TpeboBaHMUS K CUCTEME YNPaBEHUS OXPaHOW OKPYXatlolWwew cpeabl NpuBeaeHbl B
MCO 14001. PykoBoacTBO No pa3paboTke OUEeHKU XU3HeHHoro yuknamnsgenua npmeeaeHo B MCO 14040. OueHka gonxHa
ObITb BbINOMNHEHA C yH4E€TOM BCEX B3PbLIBOOMNACHBLIX M TOPHYMX CBOUCTB 0DNyvaemMbIX MaTepuarnos.

A.6 CocTtaBneHve TexHU4YeCKNX TpeboBaHMM HaA Npouecc n obopyaoBaHne

[TpumeyaHune— Lenbio HacTosWwero pasaena aBnNsaAeTcsa onpeaeneHne NPUMEHSIeMoro B NpoLecce CTEPUIN-
3aumnm obopyaoBaHUA u ero padoTsl.

A.6.1 PykoBoacTBO OTCYTCTBYET.
A.6.2 PykoBoacCTBO OTCYTCTBYET.
A.7 OnpepeneHve npoaykumnm

[TpunmeyaHune— Llenbio HacTosWero pasgena siBNsieTca onpegeneHmne CTepunuayemMon NpoaykLuum n ee M1K-
pOBMONOrMYecKMX CBOUCTB A0 CTEpUn3aLnm.

A.7.1 PykoBoacTBO OTCYTCTBYET.

A.7.2 PykoBoaCTBO OTCYTCTBYET.

A.7.3 Llenblo ssiBNsieTCs AEMOHCTPAUMUA TOro, UTO ypoOBEHb DMOHArpy3kM HM3OK U CTabUIeH, C y4€TOM CBOWCTB
CbIPbS, YMAKOBKM MPOAYKUNM N NPeaCcTEPUNN3aLNOHHBIX Npoueayp. Kak npaemno, 31o 4OCTUraeTcsH NPMMEHEHNEM CUCTE-
Mbl yripaeneHus kavectsom no MCO 13485 Ha NpoTSAXXEeHUW BCErO LMKna npon3BoacTea MeanLMHCKOro nagenus.

A.7.4 Cm. NCO 11137-2, pasgen 4.

A.7.5 B pagnaymnoHHOMN cTEpUnn3aumnm KPUTEPUN OLEHKN NPOAYKLUN, AN €€ BKITIOYEHUS B KATEropumn obpaboTku,
MMEIOT CBOM OCODEHHOCTU N HE BCErga NpUMEHUMbI B APYrMx MeTofax ctepunmiaumm (Hanpumep, OKCUa0M 3TUIMEHA NN
BTAXXHbIM TEMNMOM).

[[amMma- u peHTreHOBCKMe obnyvarenu gns Tekywen obpabotkm npoaykumm obbIvHO NpegnonaratoT Hanm4mne 60orb-
LLIOro KONMMYeCcTBa KOHTENHEPOB AN 0bny4veHns. BnusiHne npoaykumm, HaxogsiWencsi B COCegHMUX KOHTENHEPaX, Ha A03Y
onpeaenseTcsd BO BPEMA TonorpamnpoBaHns 4o3bl NpU atTrectauum JeNCTBYIOLWEro o6opyaoBaHns U NpeaocTaBnsaeT
nHdopmMmaunio 0 BUAax Npoaykunm, KoOTopble MOXHO obpabartsiBatb 0gHOBPEMEHHO. OBbIMHO nHOpMaUKnsA, NONy4YeHHas
BO BpeMs TonorpaupoBaHns 4o3bl, NPUMEHAETCSH TaKKe AN OUEHKU NPOAYKUMU C LENBIO €€ BKITIOYEHUA B KATETOPUID
06paboTKM Npu NnanmnpoBaHum 06pPaboTKM NPOAYKUMKM onepaTopom obnydvartens.

ns ramma- n peHTreHOBCKMX obnyvarenen AByMsl rMaBHbIMU KPUTEPUAMU NPU OLLEHKE NPOAYKUUN ANSA €€ BKIoYe-
HUA B KaTeropuio obpaboTkm SBNAKTCA A0NYCTUMOCTb OAMHAKOBOW 403bl (CTEPUNUIYIOLWEN A03bl U MAKCUMATIbHO J0MNYyC-
TUMOW A03bl) N XapaKTeEPUCTUKMU NOrnoweHus Ao3bl (Hanpumep, NNOTHOCTb U CXema 3arpy3km). B obwem cnyyae,
NPOAYKUMS BKINOYAETCH B KAaTEropuio oopaboTku, ecrnm BO3IMOXHA ee 0bpaboTKa npu 0gHOW 1 TOW XKe YCTaHOBKE TanMepa un
NPV 3TOM HE HAPYLLAKTCS YCTAHOBIEHHbIE NPeaernbl 403bl BHYTPU KaTeropum ob6pabotkm. Heobxoanmo npoBeCTU TOMOrpa-
dmnpoBanmne 4o3bl AN Nbdon NPoAyKUMK, NpeanonaraeéMon K BKITIOYEHUIC B KaTeroputo obpaboTkun, ecnm Takoe Tonorpa-
domnpoBaHmne He NPOBOANNOCH NPU aTTecTaumm AENCTBYIOLWLErNro 06opyaoBaHus.

Ins 3nekKTpoHHO-NyYeBLIX 0bny4yaTenen BO BpeMs arTectaunm sKkennyatmpyemoro ob6opygoBaHust BoINONHAETCA
bonblie nccnegoBaHnn nNo TtonorpadmnpoBannio 403bl AN MHAMBUAYAaNbHbIX BUAOB NPOAYKUMW, YEM A5 PEHTITEHOBCKUX
nnu ramma-obnydarenen. OgHako, Anst yMeHbLEHNA HEOBXoanmMoro oobema TonorpadupoBaHns 403bl NPOAYKLUUIO MOX-
HO CrPyNNMPOBaTh B KATEropum 0bpaboTku. [ pynnnpoBaHmne NPpoAYyKUNK B KATENOPUN BO3ZMOXHO TONbKO B TOM Clny4ae, eClnn
NPOAYKLUMSA, €€ YNAaKOBKA N CXeMa 3arpy3kn B KOHTEWHEPDI A5 00nyveHns Nno3BonAT obpabarbiBaTh NPOAYKLUMIO NPU OAN-
HaKOBbIX NapamMmeTpaxnpouecca, 6e3 npesbllWEHNS NPEAEnoB A403bl, YCTAHOBIEHHbIX 4S5 ONpeaeneHHoON KaTeropum obpa-
boTKN. Heobx0aAMMO yUnThIBaATh KONMYECTBO, pacnpegeneHmne n opueHTaunio NpoayKumm B KOHTENHEPE Ans 0bnyyeHus, a
TaKKe ee NMNOTHOCTb U pacnpegeneHmne Mmaccebil.

MamMeHeHne NnepeMEHHbIX NapamMmeTpPoB, CBA3aHHbLIX C NPOAYKUNEW N BNUSIIOLWMX HA A03Y, NONYYEHHYIO NPOAYKUNEN, U
Ha TEXHUYECKNE XapaKTEPUCTUKN NPOLLECCA, MOXET M3MEHUTb OCHOBAHME AIS BKIOYEHUA NPOAYKLMU B TY UNU UHYIO KaTe-
roputo 0b6paboTKn; ecnm 3To Crny4yaeTcs, HeobXoaNMMO YCTaHOBUTL HOBYIO KaTeroputo obpaboTtku. [Npumepamm Taknx nepe-
MEHHbIX MapamMmeTpPoB, CBA3AHHbIX C NPOAYKUMNEN, MOTYT CNYXUTb:

a) pasmepbl KOPOOKWU;

b) BeC KOPOOKK C npoayKunen;

C) OpMeHTauua NPoAYyKUMK B KOPODKe;

d) Konn4ecTBO eaAMHUL NPOAYKUNN B KOPODKE;

e) cTepunuaytowas go3a;
fy makcmmanbHO gonyctumas 4o3sa.

A.7.6 Tlepuoanyeckas skcneptnaa kateropmm obpaboTkm 0bbIYHO NPOBOAUTCH EXErogHo.

A.8 OnpeneneHwne npouecca

[TpumedaHwune— Llenbio onpeaeneHnst npouecca SBNseTcs yCTaHOBNEHNE MaKCUManbHO 4ONMYyCTUMON O03bl U
CTEPUINNIYIOLLEN O03bl MpoUecca CTepunnsaunmn, HEOBXoaAMMOro Ansi onpeaeneHHoOn NPoayKunm (CMm. pasgen 7).
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A.8.1 OnpepeneHne makCMManbHO AONYCTUMOW 03bl

A.8.1.1 ObecneveHune kavecTBa, be30MNacHOCTU N PaboTOCNOCOBHOCTN NPOAYKUNM HA NPOTSXKEHUN ONpPeaeNeHHOro
CpoKa cnyXobl AOMKHO HAYMHATBCSA € BbIbopa nogaxoasawmx marepuanos (cMm. [16]). ObblvHO, Npu pa3paboTke Nnporpammb|
NCMbITAHMN HEODXOANMO OLEHUTL CNEAYICLWNE NEPEMEHHbIE PAKTOPbI:

- CblIpbe€;

- MPON3BOACTBEHHbIE NPOLECCHI;

- 403y pagunauuu,

- TUN pagunaumu;

- YCINOBUS XpaHeHust nocne obnyveHus.

[Tporpamma goskHa BKIYaTh OUEHKY DYHKLUMOHANBHOCTU 1 6e30NacHOCTH, B TOM Yncne buonornveckomn besonac-
HOCTU (CM. [3]), C NPUMEHEHNEM COOTBETCTBYIOLWMX UCMNBITAHUI CO cneynanbHbIMU KPUTEPUSIMU MPUEMKM.

[1o3a, onpegeneHHas B pea3ynbTaTe NporpamMmmbl UCNbITAHUA, NCMONb3yeTCH ANA onpeaeneHns MakCMManbHO BO3-
MOXXHOW 403bl ANS NPOAYKUUMN.

Cneaylowmm HeEOBXO0AMMbIM LLAromM NPorpamMmmbl UCNbITAHUA ABNAETCH NONy4YeHne A40CTAaTONMHOIo NOATBEPXKAEHUSA
TOro, 4TO NPOAYKUMA ByaeT oTBeYaTbh KPUTEPUSIM MPUEMKN HA NPOTSPKEHUN ONPeaeneHHoro cpoka ee cnyxobol. OaunH
MeToA, paspaboTaHHbIM C Lenbio bonee BbICTPOro NONyYeHnA 3TON MHOPMaLNUK, YHEM MNPU OMNbITE 3KCNyaTtayumn B pearnb-
HOM BPEMEHMW, 3aKN0HaeTCs B NPUMEHEHNN NPOrPaMMbl YCKOPEHHOTO cTapenus. HebnaronpusatHblie 3PMEKTbI B MPOAYK-
LMW Mo4 BO3OQEUCTBUMEM paavauumn pasBuBaKOTCH ObICTPee Mpu NOBLbIWEHHBIX TeMnepaTtypax, U umerTcs paboTsl,
CBfi3blBaloWME N3MEHEHUS MPU MOBbIWEHHbIX TEMNEPAaTYypax C UBMEHEHUAMWU, BO3HUKAIOWWMMIN B pearnbHOM BPEMEHM (CM.
[16]). TeMm He MeHee, YCKOPEHHOE CTapeHNe HE SIBNSETCH 3aMEHON CTAPEHNIO B pearibHOM BPEMEHMW.

[lononHnTenbHoOE PyKOBOACTBO Mo 403nMeTpun MmoxHo nony4ynte B MICO 11137-3, pasgen 6.
A.8.1.2 PykoBOACTBO NO 403MMETPUYECKUM BOMpocam pagunaynoHHon ctepunmnsauum npueegeHo B MCO 11137-3.

A.8.2 OnpepeneHve cTepunnayroLien 4o3bl
A8.2.1 Cm. NCO11137-2.

A.8.2.2 Yto kacaeTtcs 8.2.2, nepevncrienne a), ansa onpegeneHns cTepunuaylouen 4o3sl B COOTBETCTBUM C 3TUM
noaxo4oM MOXHO NPUMEHUTD CrieayiloLlee:

1) ansaonpeaeneHns CTEPUNNIYIoLLEN A03bl MPOAYKLUUN CO CPEeAHNM 3HAYEHNEM DoHarpy3km He meHee 0,1 MOXHO

NCNONb30BaTb 3HAHWE KONMUYECTBA U YCTOMYMBOCTUM  MUKPOOPraHM3MOB, COCTaBNSAKWMX OuoHarpysky
(cm. NCO 11137-2, paspen 7);

2) Ons onpeaeneHus CTEPUNU3ylowen 4o3bl Npogykumm ¢ niobbiM cpeaHnM 3HaYvYeHneM OMOHarpy3km MOXHO
NCNONb30BaTb 3HAHWE YCTOMUYMBOCTU MUKPOOPraHnM3aMoB, cocTaBnsowmx duonarpysky (cm. MNCO 11137-2, pas-
aen 8).

Uto kacaetca 8.2.2, nepeuncnenne b), to B pasgene 9 NCO 11137-2 npuBeaeHsbl COOTBETCTBYIOWMNE MeTOAbI

obocHoBaHUA 403kl 25 Kl 'p 4nsa npoaykuum co cpeagHen buoHarpyakom He Bonee 1000 nnu go3ael 15 kl'p ans npoaykumm co
cpeaHen buoHarpyskomn He bonee 1,5.

A.8.2.3 PykoBOACTBO OTCYTCTBYET.

A.8.3 YcTtaHOoBneHme MakcCMmManbHO AONYCTUMOW A03bI U CTEPUNNIYIOLWEN O03b
PykoBOACTBO OTCYTCTBYET.

A.8.4 [lepeHoC 3HA4YeHMN MaAKCMMAribHO AONYCTUMOW, NPOBEPOYHON U CTepUNU3yroWwen Ao3bl C OOQHOro
MCTOYHMKA ODNyYeHNA Ha Opyrow

A.8.4.1 lNepeHOC 3HAYEHNN MAKCUMATNBLHO A0ONYCTUMOW A03bI

OueHka 060CHOBAHHOCTM MakCUManbHOM 4ONYCTUMOW 403bl AN MIHOTO NCTOYHUKA N3NYHYEHUS, YHEM TOT, HA KOTOPOM
oHa bbina onpeaeneHa nepeoHavanbHO, 4OMKHA NPUHMMAThL BO BHUMaHWe MOLWHOCTb 403bl U3NTYYEHUA N TEMMEPATYPY
npoaykunm Bo Bpems obnyvennsi. Hanpumep, 4em Bbllwe MOWHOCTb 403bl N3Ny4YeHUsl, TEM MEHbLLE HEXenaTellbHOE BO3-
OeuncTBue Ha npoaykuuio. [poaykuma, attectoBaHHasA Npv HU3KOW MOLWHOCTU A403bl (raMmma- U peHTreHOBCKOE N3Iyde-
HUe) 0bbIMHO TPEbYET MMHMMAaNBbHOM aTTecTaunm ansa NoATBEPXKAEHNA COBMECTUMOCTN MmaTepuana npm 6onee BbICOKON
MOLWHOCTU 03bl (3MEKTPOHHLIN Ny4OK). 1 HaobopoT, maTepuan, atTTeCTOBAHHbLIW NPU BbICOKOW MOLWHOCTUN A03bl N3MyYe-
HUS, MOXET noTpeboBartk bonee obcToATENBHOM aTTECTALUMM NPU NPUMEHEHUN HU3KOW MOLHOCTU A03bI.

Ecnn MOLWHOCTHU A403bl N3NYyHYEHUA N TEeMNepaTypbl NPpOAyKUMU B UCTOYHHUKaX N3JTyHeHUHA OAWHAKOBbBIX TUTNMOB 3KBUBa-
JNNEHTHBLI, TO MNEepPeHoOLC 3HA4YEeHNN MaKCMalnbHOW AOIMyCcTU MOW A03bl MEXAY HUMWU ABITAETCH YMECTHbLIM.

A.8.4.2 TlepeHOC 3HAYEHNWN NPOBEPOYHOMN UM CTEPUNN3YIOLLEN A03bI

A.8.4.2.1 CnoXHbIM BONPOCOM SABMAETCH NEPEHOC MEXAY UCTOUHUKAMMN N3NYYEHNSA Pa3HbIX TUMOB C CUMBHO Pasnu-
YA WUMUCH MOLLHOCTAMM 403bl U3MYYEHUS, PE3YNIbTATOM YEro MOXET CTaTb HEOANHAKOBAsS MUKPObMunaHas adhdheKkTnB-
HOCTb. YTOObLI nepeHoc Bbin 06oCcHOBaH, HEOBXOANMMBIM YCINOBUEM SIBNSIETCSH A0OKA3aTENbCTBO TOr0, YTO U3MEHEHNE
MOLWHOCTU A03bl U3NYHYEHUA HE BNUSIET HA MUKPOOBMUMAHY0 3D PEKTUBHOCT.

A.8.4.2.2 3KcnepumeHTanbHbIW ONbIT MOKA3bIBAET, YTO €CNK 0BnyYeHmne NpoBOANTCH B «CYXUX» YCNOBUAX, MUKPO-
buungHasn 3P PEKTUBHOCTL HE 3aBUCUT OT pabovnx napameTpoB NUCTOHYHUKOB, MO3TOMY NEPEHOC BO3MOXEH.

UTo KacaeTcs nyHkTa 8.4.2.2, nepeyvncrnenmne b), To Npu nepeHoce mexagy UCTOHHUKaMMU pasHbiX TUMNOB pasfnyne B
MOLWHOCTU A03bl N3Ny4eHUs UMeeT DONbLLIOE 3HAYEHUE — MOLLHOCTb 103bl MOXET N3AMEHUTb MUKPOBULUNAHYI0 3SPDEKTUB-
HOCTb. Takoe cpaBHEHNE MOLHOCTEN A03bl U3NYYEHUA C LENDBIO MOKa3aTh, YTO NEPEHOC HE BIUSET HA MUKPODUUMAOHYIO
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3PP EKTUBHOCTb, AOMKHO ObITb AONONTHEHO NPOBEAEHNEM YCMELWHOro 3KCNEPUMEHTA € NpoBepoyHOn aoson (cm. NCO
11137-2) HA NCTOYHUKE N3NYYEHUS, AN KOTOPOro paccMmaTpuBaeTCcs NepPeHoC.

A.8.4.2.3 YTobbl nepeHoc 6bin 060CHOBAH, HEOBXOANMBIM YCITOBUEM SABMAETCH A0KA3aTENBCTBO TOr0, YTO U3MEHE-
HME MOLWHOCTU A03bl N3NYyYEHUS HE BNUSAET HA MUKPOBNUNAHYI0 3PP EKTUBHOCTL. IMEIoWLMNCH SKCNEPUMEHTAlBbHbLIW ONbIT
NOKAa3bIBAET, YTO €Clnn 06Ny4eHne NPoOBOANTCS B NPUCYTCTBUN XUAKOW BOAbLI, HA MUKPOBUUMAHYI0 3PDEKTUBHOCTL MOTYT
BNMUATb paboymne XapakTepuUCcTUKU UCTOYHUKOB U3NYYEHUS, NOITOMY BO3MOXHbI OrPpaHUYeHnsi Ha NepeHoc. YKa3aHHOoe
OOKa3aTenbCTBO HEOBX0ANMMO AONONMHUTL NPOBEAEHUEM YCIMELIHOIO 3KCNEPUMEHTA C NPOBEPOHHON A030M HA UCTOYHUKE
N3NyvYeHns, 4ns KOTOPOro paccmartpuBaeTcs nepenoc (cm. MCO 11137-2).

A.9 Bannpauwns

[TpyumMmevyaHNHs

1 T1pUMEeHNTENBHO K HACTOSIWLEMY CTAHAAPTY, Banngaunsi BKIoYaeT B cebsl HE MeHee TPEX OCHOBHbIX 311EMEHTOB:
aTTecTaunm yCTaHOBMNEHHOIO, AEUCTBYIOLLENO M 3KCNNyatupyemoro obopyagoBaHus.

2 B cnyuvae, ecnun yctaHoBka 060pyaoBaHns U BBEAEHNE HOBbIX e4nHUL, 000pyaA0BaHUSA ABNAIOTCH CYLWECTBEH-
HbIMW, CHa4ana onpeaenstnT U AOKYMEHTUPYIOT TpeboBaHMA nonb3oBaTtens. [locne onpeaeneHmnss noTeHuManbHbIX
NOCTaBLWMKOB 060pya0BaHNS €ro TEXHUYECKNE XapaKTEPUCTUKN U CXEMA PacnoNoXeHnsa opunumnanbHO aHaNU3npyloTCs Ha
COOTBETCTBME TPEDOBaAHUAM MNOMNb30OBaTENEN U Hann4ume niodbbiX BbISBNEHHbIX NPOTUBOPEYMA. ITOT npouecc 0bbIHHO
Ha3blBalOT atTectauymen npoekra (Al'l). Hactoswmn ctaHgapt He cogepxuTt TpeboBaHum K Al.

A.9.1 ATTecTtaumsa yCTaHOBIEHHOro obopyaoBaHus

ATTectaumns yctaHoBneHHoro obopyaoeanusi (AYQO) BbINONHAETCA ANS AEMOHCTPaUUN TOro, YTo CTEPUNN3ALNOH-
HOe 0bopyaoBaHne v Niobble BCNOMOraTenbHbl€ N3AeNns NOCTaBNEHbI U YCTAHOBIEHbI B COOTBETCTBUM CUX TEXHUYECKUMMN
TPeDOBaAHUSMMN.

AYO HauynHaeTcs ¢ pa3paboTkm AOKYMEHTAUMN, ONUCBIBAOLWEN NPOEKT U TPEBOBaHMA NO MOHTAaXY (CM. Takke A.9,
npumedanune 2). AYO gormKHa OCHOBbIBATbCH HA NMUMCbMEHHbIX TPEBOBaHUAX. KOHCTPYKUMA U MOHTAaX 4OJKHbI OblTb OLIEHE-
Hbl HAQ COOTBETCTBUE 3TUM TpeboBaHnsm. B gokymeHTaunto AYO AormKHbl 6bITb BKIKOYEHbI YHEPTEXU U AeTannMpoBKa BCEX
KOHCTPYKUMOHHBIX MaTepmnanos, pa3amepoB 1 A0NYCKOB HA 060pyaoBaHMNE, KOMMYHUKALWA N 3NEKTPONMUTAHUS.

AYO pgonxHa bbiTb 3aBepLUEHA A0 HAYana NpoBeageHns atrectauum AencTBeyowero o6opyaoBaHus.

P aanaunoHHble 3aBoabl, koTopble pabotanu ao nybnukaumm NCO 11137, MOryT HE UMETL NPOTOKONOB U3MEHEHNN B
obnydartene, caenaHHbIX BO BpeMs MOHTaXa. PeTpocnektuBHas paspaboTka Taknx NpoTOKONOB He TpebyeTcs.

A.9.2 AtTecTaumsa gencTByroWero ooopyaoBaHus

[1o go3anmeTpuyecknm Bonpocam pagmaumnodHon crepunusaumm cm. MCO 11137-3.

A.9.3 ATTecTaumsa akcnnyaTupyemoro obopyaoBaHuA

AD0 aBnseTcsa ctagnen Banvgauumn, UCnosb3yrwen onpeaeneHHyo NpoaykUunio ans nogrBepxXgeHns Toro, YTo
obopyaoBaHue NOCTOSAHHO paboTaeT cornacHo 3apaHee 3agaHHbIM KpuTepusm, obecnevmBaeTt obnyveHne go3amm B ycTa-
HOBITEHHOM ANAaNa3oHe 403 U NO3TOMY BblAAET NPOAYKLUMIO, OTBEYAICLLYIO YCTAHOBNEHHbBIM TPEOOBAHUSAM K CTEPUITBHOCTMW.

[1o po3nmeTpuieckum Bonpocam pagmnaunoHHon crepunudaumm cm. MCO 11137-3.

UtokacaeTcs 9.3.2, nepeuncnenmeb), To opneHTayms NpoayKumm BHYTPU YINIAKOBKU SBNSAETCH KPUTUHHOW MPU SEKT-
POHHO-Ny4YeBOW 06paboTke. bonee Toro, opneHTaumns MOXeT ObITb KPUTUHHOWN TaKXKe MPuU raMmma- u PEHTIEHOBCKON 0bpa-
DOTKe, eCcnu MNMOTHOCTb MOXET BMWATb Ha pacnpegeneHne ao3bl (Hanpumep, KOHTEWHEPBLI C XUAKOCTAMWU WIN
METanNM4YeCcKne MMMNMNaHTaHTbl 6egpeHHON KOCTH).

UTo Kacaetcsa 9.3.2, nepeduncrnenme ¢), ecnm cuctema NnpuMmeHsieTcs ans doukcaumm npoaykumm B KOHTENHEPE ANS
obny4veHus, B TeXHUYeckne TpeboBaHns HEODXOANMO BKMIOHYUTE ONUCaAHUE UCMONb3YEMbIX MaTeEPUanoB U MeToga PuK-
cauum.

A.9.4 AHanwn3 v yTBepXAaeHwe Banvnpauun

HaHHas ctagus BKNoYvaeT B cebst aHanma gaHHbiX Banugaumm n ero AOKYMeHTUPOBAaHME C LUENNbIo NOATBEPKAEHUA
NPUEMNEMOCTIU NpoLECcca CTEPUNU3aLNM 1 Pas3padboTKN U YTBEPXKOEHUA TEXHUYECKUX TPpeboBaHUM npouecca.

A10 Tekywmmn KOHTPONbL U ynpaBneHne

[TpumeyaHwne—Llenblo Tekywero KOHTPONA M yrpaBneHnNs ABMNAETCA AEMOHCTPaLUUA TOro, YTO Ha NPOAYKUWUIO
oKasarn BO3gencTBue BanngnpoBaHHbIV N YCTAHOBNEHHbBIV NPOLECC CTEPUNN3aumnm.

A.10.1 PykoBOACTBO OTCYTCTBYET.

A.10.2 NCO 13485 coaepxunT TpeboBaHUA K COXPAHHOCTU NPOAYKLUUN 1 0DPaLLLEHNIO C HEWN.

A.10.3 [lpwn pasgeneHnn NnpoayKkumm MOXHO NpeaycCMoTpETh:

a) hunandeckoe pasgeneHme NPpoayKUnn;

b) NnpumeHeHne HageXXHON MHBEHTAPU3ALNOHHOW KOHTPOJIBHOMN CUCTEMBI. YacTbio 3TOM nNpoueaypbl MOXET ObITb
NCMONMb30BaHUE 3TUKETOK U/UNU LUTAMMOB.

A.10.4 PykoBOACTBO OTCYTCTBYET.

A.10.5 Ecnu npoaykums Bo Bpems 06paboTKM MOXET HEMPEAHAMEPEHHO MNEPEMELLATLCSH BHYTPU KOHTENHEPA ANA
obny4YeHusa n Takmum 0bpasom BNUSATb HA pacnpegeneHne go3bl, TO ANSA ero npeaoTBpaLlleHns Npoaykumsa 4omkHa bbiTb
3apmkcupoBaHa ¢ NpuMeHeHNeM ynakoBo4YHOro matepwvana.

A.10.6 AHanuns pesynbTaToB TEKYLLEro KOHTPONSA napamMmeTpoB npouecca n TekyLwen 4o3anMeTpun ncnob3ayeTcs
05 NoATBEPXKAEHUA TOro, YTo Npoaykumst boina obpaboTtaHa B COOTBETCTBUU C TEXHUYECKMMUK TpeboBaHusamun. Ecnn

19



OCTP UCO 11137-1—2008

pe3ynbTartbl U3AMEPEHUN BbILWNN 32 YCTAHOBINEHHbIE NPeAenbl, TO B aHann3 4oMmKHb! ObiTb BKINIOYEHbI AENCTBUS, KOTOPbIE
HeobxoaMmo NpeanpPUHATD.

[ns pe3ynbTaTtoB U3MEPEHNN, BbilLEALWNX 3a YCTAHOBINEHHbIE Npeaenbl, A0MKHbI ObITb JOKYMEHTUPOBAHbLI U BbINOJ1-
HEHbI NPoLUeaypbl, ONUCbIBaOWLNE HEODXOANMBbIE B TAKUX CNyYasx AencTBus (Hanpumep, NoBTopHas obpaboTka, NpoBepkKa
HaAEXHOCTN HEYAOBNETBOPUTENBHbLIX NOKA3aHUW, BbIFPy3Ka NPoAYyKUMK, HEOBX0AMMOCTb AONONHUTENBHON 06paboTKNn).

Obny4varenu ¢ 3NeKTPOHHbIM MY4YKOM Pa3nnyatoTCH No CBOUM XapakTepucTUKam 1 no cnocobam TeKyLEro KOHTPONs.
OTHOCUTENBbHbIW BKNAJ KOHTPONS pabounx napameTpoB U BbINONMHEHUA TEKYLLEN A03NMMETPUMN B 0becneveHmne ctaburb-
HOCTU BO3AENCTBUA CTEPUNNIYICLLEN A03bl HA NPOAYKUUIO pa3nnyeH Ans pasHblx obnyyartenen. Onepartop obnyyartens
OOIKEH paspaboTtarbe npoueaypy TEKYLWEro KOHTPOIMSA, BKITHOYAOLWYHO TEKYLWMN KOHTPONb paboumnx napameTpoB U BbIMNOI-
HEHWE TEKYLLEN O03UMETPUN, KOTOPbIN 0becrneynTt Heobxognmoe noaTBEPXKAEHNE TOro, YTO NPOUECC CTEpUnM3aynm
BbINONHAETCA AOIMKHbIM 0Dpasom.

A.10.7 [lo posmmeTpunuecknm Bonpocam pagnaumoHHom ctepunmnsaumm cm. NCO 11137-3.

A.10.8 PykoBoacTBO OTCYTCTBYET.

A.10.9 PykoBoOCTBO OTCYTCTBYET.

A.10.10 AHanus pe3ynbTaToB TEKYLLEro KOHTPOMNA napamMmeTpoB npouecca u Tekywen 4o3nMeTpumn NCrnonb3yeTcs
A5 NOATBEPXKAEHUA TOTO, YTO NPOAYKUMA ODbina obpaboTaHa B COOTBETCTBUU C TEXHUYECKUMU TpeboBaHusamu. Ecnun npo-
Lecc bbin NnpepBaH, TO B aHaNn3 JOMKHbI ObliTb BKITHOYEHb! AEUCTBUS, KOTOPblE HEODXOAMMO NPpeanpPUHATD.

OTKIMOHEHNS OT HOPMAanbHbIX Pabo4Ynx ycrnoBun (Takne, Kak OTKITIOUYEHNE SHEPTUU UMM HENPABUITbHOE ABUXEHNE
KOHBEWepa) AOMKHbI MPUBOANTL K HEMEATEHHOMY NPEPLIBAHUIO MPOoLEecCa U aBTOMATUYECKOMY NepeBoay NCTOYHUKA B
pexum besonacHoro xpaHeHus. JJormkHb! ObITb AOKYMEHTUPOBAHbLI MPUYMHBI MPEPLIBAHUA NMPoLEeccan ero ANUTeNbHOCTD, a
TakKe JOKYMEHTUPOBaHbI U BbIMOMHEHbI Npoueaypbl NOBTOPHOIO Mycka.

B cnyvae oTtkasa obny4artens unm KOHBEMEPHON CUCTEMbI HEODXOANMO ClEAOBATb AOKYMEHTUPOBAHHOW Npoueay-
pe, YTODObI pe3ynbTaTtoM NOCneaylWmx AeNCTBUX cTana NPoayKkumMs, NONyyYmBLLIAa CTEPUITUIYIOLLYIO A03Y, U 4TODbI Npw
3TOM MakCUMarbHO oNycTumMmas go3a He bbina npeBbIWeHa.

Ecnu npepbiBaHWE npouecca NponNcxoanT CNPoayKunen, He crnocobHon nogaepXmBaTtb MUKPOBUONMOrn4eCKum pocT,
N MPU 3TOM ABMXEHME NPOAYKUMK B 0BnyvaTene npekpaLw,aeTcsi, TO TaKoe npepbiBaHmne 00bIYHO HE TpebyeT AencTBUN. Tem
HE MeHee, TaKue npepbiBaHUA Npouecca 4oMKHb! ObliTb AOKYMEHTUPOBAHbLI M NPOaHanM3npoBaHbl, YTobbl yoeanTbCs B 40OC-
TOBEPHOCTUN AO03UMETPUHECKUX N3MEPEHUN.

Ecnu npepbiBaHne npouecca nponcxoauT ¢ NpoayKkumen, cnocobHomn nogaepxXxmBatb MUKPOOMONOrn4eCcKknm pocT, TO
B TEXHWYECKOW AOKYMEHTAaLUWU Ha NMPOoLUEeCcC yKa3blBaOTCA:

- MakcumanbHOE BPEMS, KOTOPOE MOXET NPOUTU MEXAY 3aBEePLUEHNEM UITOTOBNEHUA NMPOAYKLUUN N 3aBEPLLEHNEM
ee CTeEPUNn3aumnoHHON 0BpaboTKu;

- YCIOBUSI XPAHEHUS U TPAHCNOPTUPOBAHUS, KOTOPbIE HEOBXOAMMO NOAAEPKMBATE B TEYEHNE 3TOMO BPEMEHMW.

MakcnmanbHoe BPpeMSI U YCITOBUSA BbIDMPAIOTCA TAKUMUN, YTODBI MUKPOBMONOrnyeckoe kKa4ecTBo NPOAYKUMN HE yXya-
Lano ee CTepUnbHOCTL. ECnn npepbiBaHne npouecca nponcxognT BO BPEMSA CTEPUNM3aLNN U ANTNTCH A0NblUE YCTaHOB-
NEHHOrO BPEMEHWU, CrNeayeT PacCMOTPETb €ro BIIMAHUE HA MUKPODMONOINMYecKkoe KavecTtBO NMPOoayKUMU U BbINONMHUTB
COOTBETCTBYIOLWLME AENCTBUS. ITO MOXET NOTPEBOBATH BbINPY3KM NPOAYKLUUW.

Ecnun 0 TKNoHeHWEe B npouecce NPUBOANT K YMEHBbLLEHUIO NONTYYEHHOW 403bl N0 CPAaBHEHUIO C TPEOBYEMON, NPOAYKLMA
MOXET BbITb 0Bny4YeHa AONONHUTENBHON J030U1, €CINN;

a) Obina npuHATa BO BHUMaHUE CNocobHOCTL NPOAYKUMKN NOAAEPKUBATE MUKPOBNONOrMYeCcKnmn pocT;

b) obny4veHne 4ONONHUTENBHOW 0301 BO3MOXHO TaKUM 06pa3om, 4Tobbl 06ecnevnTb B CYMME JOCTUXEHUE MUHU-
MarnbHOW 403bl, HO NPV 3TOM HE MPEBbLICUTbL MaKCUMarbHO 4OMNYCTUMYIO O03Y.

HononHutensHoe pykosogcteo cm. B ICO 11137-3.

[1o go3nmeTpudeckum sonpocam cm. NCO 11137-3.

A.10.11 PykoBoaCTBO OTCYTCTBYET.

A.11 Bbinyck npoaykumm nocne ctepunu3aumm

PykoBOACTBO OTCYTCTBYET.

A12 lMNoppepxaHne adhdheKTUBHOCTY NMpoLecca

A121 HdemoHcTpaunda coxpaHeHUs ahdhpeKTUBHOCTMH

A121.1 Obwme ceegeHuns

UTobbI cCTEpUNM3YIOLWAN A03a ocTaBanacb AENCTBUTENBHON, NPOAYKUNA OOIKHA N3rOTaBNMBATLCS B KOHTPONMUPYE-
MbIX YCITOBUSAX, AAOLWUX CTABUNBHYIO N0 KONUYECTBY U TUNAaM MUKPOOPraHnamoB BrnoHarpyaky. [ins aemoHcTpaunm nocTo-
AHHOW OEWCTBUTENBHOCTU CTEPUIN3YIOWEN O03bl MPOBOAATCA ayauTbl CTEPUNU3YIOWEN O03bl 4Yepe3 3apaHee
onpeaeneHHble UHTePBarbl BPEMEHM.

YCTaHOBNEHHbIE MAKCUMalbHblE MHTEPBAaNbl BPpEMEHN OCHOBAHbI HA:

a) onbiTe, NPUOBPETEHHOM B 3KCNEPUMEHTAX NO YCTAHOBKE A03bI;

b) HeobxognmocTn obHapyXmBaTh M3MEHEHNS B MPON3BOACTBEHHbLIX NpoUEccax n matepuanax v Ha NPUHATUN KOH-
CEeHCyca O CTENEHN PUCKA, CBA3AHHOIO C 4acToOTON NOUCKA TAKNX UBMEHEHWUN;

C) BO3MOXHOCTU CE30HHbLIX UM APYIrNX U3MEHEHUN MUKPODMONOrM4eCcKkoro Ka4ecTtesa MmarepuanoB Uin NPon3Bo-
CTBEHHbIX YCITOBUW;

d) obuwenpnHATON YacToTE NOBTOPHOW Banmngayum npouecca cTepunmniaaumm.
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A12.1.2 YacTtoTta onpegeneHnsa OMOHarpy3Kmw

A.12.1.2.1 PykoBoOCTBO OTCYTCTBYET.

A.12.1.2.2 PykoBOACTBO OTCYTCTBYET.

A.12.1.2.3 PykoBOACTBO OTCYTCTBYET.

A.12.1.2.4 PykoBoacTtBO OTCYTCTBYET.

A.12.1.2.5 TlpuycTtanoBneHnmnnpegena bnoHarpy3ku ¢ Lernbto 4eMOHCTPaLUN NOCTOSHHON 3D EKTUBHOCTU CTEPU-
NN3YIOLWEN A03bl 3TOT Npeaen A0MKeH ObITb YCTAHOBIEH HA OCHOBE CEPUIN ONbITOB C NMPEBbLILLEHNEM Npeaena bnoHarpy3ku
00 JOCTUXEHUS YCTAHOBIEHHbIX TPpeboBaHun K ctepunbHocTU. CM. Takxke B NCO 11737-1 nncpopmauuio o ctabunmszaumm
npegenoB BMOHArpy3ku ans apyrux uenew.

A12.1.3 YacTtoTa ayguToOB CTEPUNMN3YHOLLEN O03bl

A.12.1.3.1

a) McTopuyeckn CnoXnnochk, YTo TPEXMECAYHbLIW MHTEPBA NCNONb3YIOT A5 onpeaeneHnsi CE30HHbIX OTKIOHEHUN
B buoHarpyske. [poaykums, npon3BegeHHas B KOHTPONMUPYEMBbIX YCITOBUAX, MOXET HE NOKa3aTb CE30HHbIX OTKITOHEHWW B
buonarpyake. ECnm KOHTPONb BUOHArPY3KM NO KONTMYECTBY U TUNAM MUKPOOPraHM3MOB MNOKa3bIBaeT OTCYTCTBUE CE30HHbIX
OTKIMOHEHUWN, TO MOXHO PaCcCMOTPETL BOMPOC O CHMXEHNN YaCTOThl ayauTOB 403bl. [ aKOW aHanu3a 4OJIXEeH BKIIoYaTh BOMNPO-
Cbl 06PabOTKM N TEKYLLLEINO KOHTPOISA, YCTAHOBIMEHHbIE B 12.1.3. CnegyeT OTMETUTb, YTO HEOBXOAMMO PacCMOTPETL BCE
OTMEYEHHbIE BOMNPOCHI, XOTH HE 006A3aTENbHO BCE N3 HUX NOTPEDYIOT onpeaeneHHbIX AeNCTBUN Unu byayt uMeTb OAMHAKO-
BbIN BeC (T. €. ByayT OAMHAKOBO BaX{Hb!).

b) PykoBOACTBO OTCYTCTBYET.

A.12.1.3.2 T1omepe HakonneHus onbita padoTsl C NPOAYKUMEN U €€ UTOTOBIEHUSA MPONCXOANT YBENNYEHNE UHTEP-
BanaBpeMEHN MeXAy NPoBeAeHNEM ayaAUTOB CTEPUNUBYIOLLEN O03bl (CHaYarna c MHTepBanom B TPU Mecsla, 3aTEM LUECTb
MECSILEB W, HAKOHEL, ABEHAALAaTb MECSILIEB).

Crnegyet noHMMaTh, YTO YMEHbLUEHWE YaCTOThI MPOBEAEHUA ayanTa CTEPUIN3YIOLLEN A03bl CO BPpEMEHEM MNPUBOANT
K YMEHbLUEHNIO BO3MOXHOCTU BbISBITEHNA NU3MEHEHNN B NPON3BOACTBEHHOM npouecce. CnegoBaTtenbHO, HA 3TOT 3dhdhekT
Bcerga Heobxoammo obpalate BHUMAHME A0 TOro, Kak YMEHbLLIWUTL YacToTy ayauTa.

A.12.1.3.3 PyKoBOACTBO OTCYTCTBYET.

A.12.1.3.4 PykoBoacTBO OTCYTCTBYET.

A.12.1.3.5 PyKoBOACTBO OTCYTCTBYET.

A.12.2 NMoBTOpHaA KannbpoBKa
PYKOBOACTBO OTCYTCTBYET.

A12.3 ObcnyxuBaHune obopyaoBaHuA

[Tpyn aHannae NpoTOKONOB 0BCNYyXMBaHMA €ro rpadounk n npoueaypbl A0MKHbI NEpPEeCcCMaTPUBATBLCSH B TOU Mepe, YToOb!
nony4eHHas 06 obopyaosaHnm nHpopmaymsi Obina NPUMEeHeHa No Ha3HaAYEHUIO.

A.12.4 TloBTOpHaA aTTecTauusa odbopyaoBaHusA

MHTepBanbl Mexay noBTOPHbLIMKU aTtTectauymnsimm obrnyvarens AOMmKHbl BelbnpatbCs Takumm, 4YTobbl obecnevnTb
NOCTOAHHYIO paboTy obnyyatens B npegenax TeXHn4Yecknx tpeboeannn. [insa ramma-obnyyartenen noBTopHas artrecra-
LA OObIMHO NPOBOANTCSH BMECTE C NONONIHEHNEM NCTOYHUKOB. NS 3NEKTPOHHO-TTYYEBbIX U PEHTIEHOBCKUX 0bny4aTenen
NOBTOPHAas atTecTtaunsi 006bIMHO NPOBOANTCSH €XEeroHoO, HO HEKOTOPbIE YacTu aTTecTauum NPOBOAATCS € bornee KOPOTKUMMU
NHTEpBarnamm BpeMeHU B npeaenax rogosoro unkna. Ecnun namepenuns npm AYO n AIO nokasanu, 4To COCTOsIHME 00nyYa-
Tens UBMEHUINOCh, TO MOXeT noTpeboBaTbes NOBTOpHasa ADO0.

A.12.5 OueHKa naMmeHeHwuM

A.12.5.1 Onaramma-obnydatenen npumepamm naMeHEHUN, NOCNE KOTOPbLIX A0MKHa ObITh BbiNnonHeHa A O, saBns-
IOTCA:

- MOMONHEHNE NCTOYHUKA;

- U3MEHEHWS B reOMETPUN U MONOXEHUN NCTOYHUKS;

- N3MEHEHWUS B KOHBENEPE;

- U3MEHEHMEe MapLupyTa NpoayKunu;

- M3MEHEHUE B KOHTENHEPE ANSA 0bnyveHus.

Ctenenb npoeeaeHns AIO 3aBUCUT OT TUNA U CTENEHU N3MeHeHUsA (CMm. Tabnnuy A.1).

ns anekTpoHHO-Ny4YeBbIX 0BNyyYaTenen npuMmepamMmm N3aMEeHEHNI, NOCNE KOTOPbLIX A0MKHa 6bITk BbinonHeHa A0,
ABIAIOTCH:

- N3MEHEHWUS B KOHBENEPE;

- YBENMNYEHNE MAKCUMaTbHbIX NMPOEKTHLIX Pa3MepPOB KOHTEWHEPA AN 0b6Ny4eHus;

- PEMOHT UIN 3aMeHa CKaHUPYIOLWLEro MmarHmta [MarHmTa pasBepTKu|;

- PEMOHT Ul 3aMeHa OTKNOHAOLWErNo MarHnTa,

- PEMOHT UK 3aMeHa MarHuTa, obecnevnBaloLLEro napannenbHOCTb Ny4YKa ((POKYCUPYIOWLErD);

- U3MEHEHUS B anemeHTax obny4arens, cosdgatowmx ahd ekt paccesHus.

Ctenenb npoBegeHns AIO 3aBUCUT OT TUNA U CTENeHU nameHeHuns (cm. Tabnnuy A.2). Hanpumep, yBennyeHne mak-
CUMAalbHbIX MPOEKTHLIX Pa3MepPOB KOHTENHEPA AN 00Nny4YeHns NnoTpedbyeT NONHOM NOBTOPHOM aTTeCTaLUun, B TO BPEMS KaK
Nocrne 3aMmeHbl HaCTU KOHBENEpa MOXET NOTPeboBaTLCA TONMBKO MNOATBEPXKAEHME HaANEXallen paboTbl KOHBEWEpPA.

Ins peHTreHoBCKMX obrniyqartenen npumMmepamm n3amMmeHeHUn, nocne KOTopbiX A0MKHA ObiThb BbinonHeHa A0, aBns-
IOTCA:
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- U3MEHEHWUS B KOHBENEPE;

- YBENM4YeHNe MakCUMarnbHbIX MPOEKTHbLIX Ppa3MepoB KOHTEUHEPA Ans 0bnyyeHns;

- PEMOHT UINN 3aMeHa CKaHNPYIOLLEro MmarHnta [MarHura passepTku];

- PEMOHT 1NN 3aMeHa OTKITOHAOLWEro MarHnTa,;

- PEMOHT UK 3aMeHa MarHuTa, obecnevmnBaloLLEro napannenbHOCTb NYYKa;

- M3MEHEHUS B AnemMeHTax obny4artens, cosgatowmx sdop ekt paccesiHns;

- U3MEHEHUS B MULLEHU PEHTIEHOBCKUX NyYeN [B aHTUKATOAE PEHTIEHOBCKOW TPYOKMH].

CteneHb npoBegeHns AILO 3aBuCUT OT TUNA N cTeneHn nameHeHus (cm. Tabnnuy A.3). Hanpumep, yBennveHmne mak-
CUMAIbHbLIX NPOEKTHLIX Pa3MEPOB KOHTEMHEPA AN 00NyYeHns NoTpedyeT NONHOM NOBTOPHOM aTTECTAUNUN, B TO BPEMS KaK
NoCrne 3aMmeHbl HaCTK KOHBENEPA MOXET NoTPeboBaTLCH TOMNBKO NOATBEPXKAEHME HAANEXaLLEN paboThl KOHBENEpPA.

A.12.5.2 PykoBoacCTBO OTCYTCTBYET.

Tabnwuua A1 — PykoBoacTeo no arrectaunm n3aMmeHeHMn B ramma-obnyyarene

AYO AQO
MOHTaXHbIE
M3meHeHue B obnydaTtene ncneiTaHna n | Ucneitanne | Kanubpoeka | Tonorpadpupo-
Tun TonorpadpuposaHUs
OOKymMeHTauus | obopyao- obopyno- BaHWE O03bl 03k
Ha obopy- BaHUS BaHUS obny4yarens a
NOBaAHUE

[HobasneHne, yganeHne wnn ne- J J [ OMOreHHbIN  MaTepuan
PEKOMMOHOBKA pagnoHyKnuga 0 NMPOEKTHbLIX NPeaenos
ameHeHne KOHCTPYKUUN HOCUTE- J J J [ OMOreHHbIM  MaTepuan
ns/KoHTenHepa anst obny4eHns 10 NMPOEKTHbIX NPeaenos
CHATME UKW MNepeMeLlleHne Nnoa- [ OMOreHHbIM  MaTepuan
BECHOI0 KOHBENepa BHYTPU Kame- v v \ 100 NPOEKTHbIX NPeaesior
pbl 06Ny4YeHUs
CHATHE NINn nepemMeLleHne [ OMOreHHbIM  MaTepuan
YCTPOWCTB OCTAHOBKM Ha KPUTU- y y \ 100 NPOEKTHbIX Npeaesior
YECKOM MapLpyTe Npoaykuum
CHATHE UK nepemeLlleHme
YCTPONUCTB OCTAHOBKW BHE KPUTU- v v
4EeCKOro Mapupyra npoaykumm
3ameHa Kabenewm B UCTOYHUKE v v
MameHeHne npoekta CcucTtemsbl J J NepexogHasn ao3a
OBWXEHUH NCTOYHUKA
VIameHeHne npoekta, BNusiiolee [ OMOreHHbIM  MaTepunan
Ha paccTosiHME OT UCTOYHMKA A0 v v \ 110 NMPOEKTHbIX NPeaeroB.
npoayKuum [lepexogHas no3aa
VIameHeHne npoeKkrta CUcTemMbl J J J [ OMOreHHbIM  MaTepuan
LLACCUN UCTOYHUKA 10 NMPOEKTHbLIX NPeaenoB
VlameHeHne Tna Tammepa uukna J J J
B obnyvartene
M3ameHeHne tuna npubopoB TEKy-
Wero KOHTPONs pagvaunoHHON v v N
besonacHocTn obny4vartens
M3ameHeHne tuna npnbopoB TEKy- \
LLLero KOHTPONs BOAbI B pe3epBya- \ \ (ecnu
pe obnyvarens NPUMEHNMO)

[TpumevaHus

1 HobaeneHne pagnoHyknunga 6e3 nameHeHns reoOMeTpumnm UCTOYHMKA MOXET NoTpeboBaTh BbINONMHEHUSA TOSBKO
4acTV rOMOreHHOro TonorpagpupoBaHns 4o3bl C Lenbio NogTBEPXAEHNSA pe3ynbTaToB MaTeMaTUYeCcKoro MogennpoBa-
HUA UK LUenen n3aMeHeHns1, B TO BpeMsl Kak gobasneHne pagnoHyknmaga ¢ USMeHEHUEM reOMETPUN NCTOUHUKA MOXET
noTpeboBaTb NOMHOIO rOMOreHHOro tTonorpadupoBaHns 403bl C NOBTOPEHUEM BCEX KAPT A03bl, a TAKKEe HEKOTOPbIX
BCMOMOraTesibHbIX UCCegoBaHnN, TAKUX Kak 3arpys3ka rno LeHTPY UM YyacTuyHas 3arpyaka.

2 o nonydvenus pesynbtatoB AO (Hanpumep, NPOBEPKU MNONOXEHUSA NCTOYHUKA ), NOCIe 3aMeHbl Kabenen ncTou-
HUKa MOXET noTpeboBaTbes TonorpadupoBaHne 4o3bl 0bnydvarens.

3 Pesynbrarbel Tonorpadpuposannsa gosbl npy AIO moryT npuBecTtn K noBtopeHnto AS0.
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Tabnwuua A2 — PykoBoacTeo no arrectaumn N3AMEHEHUW B 3NEKTPOHHO-NYyHEBOM obriyyartene

AYO AIO
MoOHTaXHbIE
A3meHeHue B obnyvatene AcnbITaHuA M | Kanubposka | Tonorpadupo-
AOKYMEHTaUUA | nelicTBUY obopyao- BaHUE O03bl nn TonorpadpunpoBaHns 0o3bl
Ha obopy- BaHUSA obnydarens
noBaHue

MexaHun4veckas peryrnvpos- PaBHOMEPHOCTb CKAHUPOBAHUS B

Ka YCKOpUTENS \/ \/ HalnpaplieHn CKaHNPOBaHUA TTy4-
kKa n rmybnHa nNPOHMKHOBEHUS
003bl B HanpaeneHnn ny4yka

B cuctemax ynpaensiowmx PaBHOMEPHOCTb CKAHUPOBAHUSA B

N POKYCUPYIOLLNX MAarHu- J J HanpasBlieHUN CKAHNPOBAaHNSA My4-

TOB kKa n rmybnHa nNPOHMKHOBEHUS
003bl B HAnpaeneHnn ny4yka

B cucremax OTKNOHSAKLWMX PaBHOMEPHOCTb CKAHUPOBAHUSA B

MarHUTOB J J J HanpaBieHUN CKAHNPOBAaHNSA My-
Ka n rmybnHa nNPOHMKHOBEHUS
003bl B HAnpaeneHnn ny4yka

Cucrtema TeKyLWero KOHTPO- PaBHOMEPHOCTb CKAHMPOBAHUSA B

N TOKa My4Ka v v v HaMNpaBnNeHnn OBVKEHUS MPOaYK-
LW

B cucrteme MarHMToB CKa- PaBHOMEPHOCTb CKAHMPOBAHUSA B

HUPOBAHUS N N, \ HanpaBneHUn CKaHMPOBaHUA
nydka

B cxemMOTexXHUKe TeKyWero PaBHOMEPHOCTb CKAHUPOBaHUSA B

KOHTPONA wn/wunn ynpaene- HanpaeneHnn OABMXEHUS MPOAYK-

HUS CKOPOCTBLIO KOHBelepa v y y LW,
icnbiTaHWe ¢ NpepbIBAHNEM MPO-
Luecca

B aBuratensix, peMHsX Ww

peaykTopax KOHBEWepHOM \ \

CUCTEMBbI

[TpumedaHne—Pesynbrarel Tonorpadgpunposanusa aossl npu AO moryT npmBectn K noetopennio AS0.

Tabnwuua A3 — PykoBoacTso no arrectaumm N3AMEHEHUW B PEHTIEHOBCKOM obnyvartene

AYO AO
MoOHTaXHbI&
N3meHeHne B obny4vatene nenbiTaHua U | Menbitanue | Kanubposka | Tonorpadpupo-
OOKyMeHTauusa | obopyno- obopyno- BaHWE O03bl Tun TonorpadpunpoBaHna O03bl
Ha obopy- BaHUA BaHUSA obnydarens
NoBaHue
MexaHun4veckasa perynvpos- PaBHOMEPHOCTb CKAHUPOBAHUS B
Ka yCKOpUTEnNS J J HanpaBleHNN CKaHUPOBaHUSA MyY-
Ka n rnybnHa nNPOHMKHOBEHUS
003bl B HANpaBlieHUN Ny4ka
B cucremax ynpaensitowmx PaBHOMEPHOCTb CKAHNPOBAHUSA B
N OOKYCUPYIOLLMUX MarHu- J J HanpaBNeHNN CKAHNPOBAaHUS Myu-
TOB Ka WU rny6v|Ha NMNPOHUKHOBEHWHA
[03bl B HANpaelieHWUU nydka
B cucremax OTKNOHSAKLWMX PaBHOMEPHOCTb CKAHUPOBAHUS B
MarH1TOB J J J HanpaBrieHUN CKAHUPOBaHUSA MYyY-

Ka W rny6MHa NMNPOHUMKHOBEHWH
HO3bl B HalpaBI1eHUW TMNy4Ka
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OkonyaHue mabnuubi A.3

AYO ALO
MoOHTa)XHble
N3meHeHne B obny4vartene ncnbiTaHua n | AcneitaHue | Kanubposka | Tonorpapupo-
OoKymMeHTauusa | obopyno- obopyno- BaHUE O03bl Tun TonorpaupoBaHnsa 003kl
Ha obopy- BaHUS BaHUS obny4varens
noBaHue

Cuncrtema TEKYLWLEro KOHTPO- PaBHOMEPHOCTb CKAHMPOBAHUSA B

NS TOKa Ny4Ka v \ \ HanpaBneHnn OABWXEHUS NPOaAYK-
LUK

B cucrteme MarHMToB CKa- PaBHOMEPHOCTb CKAHNPOBAHUSA B

HUPOBAaHUS v v HanpaBneHuu CKaHUPOBaHUA
nydka

B cxemMoTexHuke TeKyuwero PaBHOMEPHOCTb CKAHNPOBAHUNSA B

KOHTpOMNA wn/wunn ynpaene- HanpaeneHnn OBMXeHUNA NPOayK-

HUS CKOPOCTbIO KOHBENepa y \ v LN,
VlcnbiTaHME € NpepbIBAHNEM MPO-
uecca

B aBurartensx, pemMHsxX W

peaykropax KOHBEWEepPHOW y \

CUCTEMBI

ameHeHne  KOHCTPYKUUW PaBHOMEPHOCTb CKaHNPOBAHUSA B

HOCUTENS/KOHTENHEPA ONSA HanpaBneHnn OBMXEHUA NPOaYK-

obnyyeHus J J J LN,
[[nybrvHa NPOHUKHOBEHUSA O03bl B
HanpaeneHnn OBMXEeHUA NPoayK-
LUK

CHATUE NN NepeMeLLEHNE PaBHOMEPHOCTb CKaHNPOBAHUSA B

KOHBENEPaA BHYTPU KamMepbl HanpaBneHun OBWXEHUS MPoayK-

o0bnyveHus J J J LI,
[[nybrvHa NPOHUKHOBEHUSA O03bl B
HanpaeneHnn OBMXEHUA NPOaYK-
LUK

IameHeHne npoeKTa, Brns- PaBHOMEpPHOCTb CKAHNPOBAHUSA B

lolee Ha paccTossHUE OT HanpaeneHnn OBMXEHUA NPOaYK-

MCTOYHMKA 40 NPOoAYyKUUN L.
PaBHOMEPHOCTb CKAHNPOBAHUSA B

y v v HanpasrneHun CKaHMPOBaHUA

nydKa.
[[nybrvHa NPOHUKHOBEHUSA O03bl B
HanpaeneHnn OBMXEeHUA NPoayK-
LUK

ameHeHune Tnna npndopos

TEKYLLEro KOHTpons paaua- J J J

LNOHHOW B&e30NacHOCTU 06-

nyJvarerns

3amMeHa, W3MEHEHWe Ko- PaBHOMEpPHOCTb CKAHNPOBAHUSA B

HCTPYKLUUW NN PEryrnnpoB- HanpaBneHnsX CKaHNPOBAaHUA

K& PpEHTIEHOBCKOWN MULLEHM nyyKka v OBMXXEHUS nydKa.

(aHTMI{aTO,EI,a) \/ \/ \/ PaBHOMEpHOCTb CKaHNPOBaHWA B
HanpaeneHnn OBMXEHUNA NPOaYK-
L.
[[nybrvHa NPOHUKHOBEHUSA O03bl B
HanpaeBneHnn ny4yka

[TpnmedaHwune—Pesynbrarel TonorpadgpmnpoBaHusa a4osbsl npu AO moryT npuBecTu K noBTopeHnto AI0.
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[MpunoxeHve B
(cnpaBo4HOe)

CBegeHnAa o0 COOTBETCTBMU HaLUOHamNbHbLIX cTaHgapToB Poccuuckoun Pegepaumm
CCbINMOYHbIM MeXAYHapo4HbIM cTaHOapTam

Tadbnwuwua B.1

OBo3HaAYeHNE CChITOYHOro

O603Ha4eHne 1 HaMMeHOBaHWE COOTBETCTBYIOLLEro HALMOHANBHOIO cTaHaapTa
MEXAYHApPOAHOro cTaHaapTta

NCO 10012-1 *

NCO 11137-2: 2006 [OCT P NCO 11137-2—2009 Crepunnmnsaumsa meanumHCKon npoaykumn. Pagnauym-
OHHas cTepunn3auus. YCTaHOBNEHNE CTEPUNNIYIOLWLEN O03bl

NCO 11737-1 [OCT P INCO 11737-1—2000 Crepunusauma meamunHckux nagenun. Mmkpobuono-
rmyeckmne metoabl. Yacte 1. OueHka nonynsaymm MUKpoopraHn3mMoB B NPoayKUuun

NCO 11737-2:1995 [OCT P INCO 11737-2—2003 Ctepunusauma meamunHckux nagenmn. Mmkpobuono-

rmyeckne metodbl. Yactb 2. lcnbiTaHMsA Ha CTEPUNbHOCTb, BbIMONHAEMbIE NPY Banuaa-
LMW NPOLECCOB CTEPUNM3ALNN

MCO 13485:2003 *

* COOTBETCTBYOLWNMN HAUMOHAINBHbBIM CTaHZ4apT OTCyTCTBYET. [1Oo ero yrBep>xaeHnsa pekoMmeHayeTcsa NCcnonb3oBaTh
NnepeBod Ha PYyCCKMM S3blK 4aHHOIo MexayHapogHoro ctangapra. [lepesog gaHHOro mMexgayHapogHoro craHgapra Ha-

xoauTtcs B PegepanbHOM MHPOPMALMOHHOM LEeHTPEe TEXHUYECKUX PErnamMeHToB U CTaHA4apTOB.
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