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Mpeaovcnosue

Lienn, oCHOBHbIE MPUHLMMbLI N NOPSL0K NpoBeAeHns paboT Mo MeXrocyaapcTBeHHON cTaHAapTusanum ycra-
HoBnieHbl TOCT 1.0 — 92 «MexrocyfapcTBeHHas cuctema cTaHgaptusaumn. OCHOBHbIE MOJIOXEHUS» U
FOCT 1.2— 2009 «MexrocygapcTeeHHasa cuctema ctaHgaptnsauunm. CtaHgapTbl MeXrocyapcTBeHHble, Npasn-
naun pekoMeHgauuy no MexrocygapcTBeHHol cTaHgapTusaumu. Mpasuna pa3paboTku, NPUHATUSA, TPUMEHEHNS,
06HOB/IEHNA N OTMEHbI»

CeefeHus o ctaHgapTe

1NOATOTOBJIEH ®enepasibHbIM rOCYAapCTBEHHBIM YHUTAPHBIM NPpeAnpusTueM «Bcepoccuiticknii Hayu-
HO-nccnefoBaTeNbCKU MHCTUTYT CTaHAapTusaumum n ceptTudunkauum B MallMHoCTpoeHnm» (BHUNHMALLY)

2 BHECEH ®epepanbHbIM areHTCTBOM NO TEXHWYECKOMY perynmpoBaHunto n metponorum (PocctaHgapT)

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHA4apTu3auum, MeTposiornm u ceptudmkaymm (nporto-
Kon N?40 oT 29 HoA6ps 2011 r.)

3a npuHATHhe cTaHgapTa Nporosiocosasnu:

KpaTkoe HavmeHOBaHWe CTpaHbl Koga ctpaHbl no MK CokpalleHHOe HavMMeHoBaHue

no MK (MCO 3166) 004-97 (NCO 3166) 004-97 HaUMOHa/IbHOKO OpraHa no cTaHapTu3aum
Benapycb BY locctaHgapT Pecny6nukn Benapycb
KazaxcTtaH Kz locctaHgapt Pecnybnnkn KasaxcraH
KbiprbizctaH KG KbipreisctaHgapT
Poccuiickas ®epepaums RU PocctaHgapt
Y36ekucraH uz Y3ctaHgapt
TamxmkicTaH T TamxukctTaHgapt

4 Mpukaszom defepanbHOro areHTCTBa Mo TeXHUYECKOMY PerysimpoBaHuio 1 meTposiorum ot 13 gekabps
2011 r. Ng1381-cTt MexrocyaapcTBeHHblii ctaHgapT FOCT ISO 11137-1—2011 BBefeH B AeiiCTBUE B KayecTBe
HaunoHanbHoOro ctaHfapta Poccuiickoin depepaunn ¢ 1 aHBaps 2013 r.

5 HacTosiwuii cTaHAapT MAEHTUYEH MeXAyHapoaHOMY cTaHaapTy 1ISO 11137-1:2006 Sterilization of health
care products — Radiation — Part 1: Requirements for development, validation and routine control ofa sterilization
process for medical devices (CTepunusaunsa megumumnHckoi npogykunn. PagnaymornHas ctepunmsaumns. Yactb 1.
Tpe6oBaHuA k pa3paboTke, Banngaunum v TekyLweMy KOHTPOII0 npoLecca ctepuansauum).

CTeneHb cOOTBETCTBUSA — naeHTuuHas (HOT).

CTtaHpapT noAroTtoBsieH Ha 0OcHoBe npumeHeHus FTOCT P MCO 11137-1—2008.

CBefieHNsi 0 COOTBETCTBMU MEXIOCYAaPCTBEHHbIX CTAHAAPTOB CCbI/IOYHBIM MEXAYHAPOAHbIM CTaHAapTaM
npuBeAeHbl BAOMNOMNHUTENIbHOM NpuaoxeHun [ A

6 BBEJJEH BIEPBbIE

WHchopmauus o BBeAeHUN B Aelic TBYe (MpekpaLleHumn aeiicTBYS) Hac TosILLEero CTaHgapTa ny6nukyeT-
51 B ©XKeMeCcsi4HO 13aBaeMoM MH(DOPMALIMOHHOM yKasaTene «HauyoHalbHble CTaH4apTbi».

NHhopmaumsi 06 U3MEHEHUAX K HAC T OsILLLEMY CTaHAap Ty Ny6AnKye TCs B €XEroHo 13faBaeMoM UHADop-
MaLMOHHOM yKasaTe e «HaumoHa/bHble CTaHAapThi». a TEeKCT M3MEHEHW N NoNpPaBoK — B eXeMEeCSUHO
U3faBaeMblX MH(DOPMALMOHHBIX YKasaTensax «HauvoHanbHble cTaHAapTbi». B ciiyyas nepecMoTpa wam
OTMEHbI HAaCTOSALLEro cTaH4apTa cooTBeTCTBYLWas HopmaLus 6yaeT ony6/IMKOBaHa B XEMECSAYHO
13aBaeMoM MH(OPMALMOHHOM yKasaTene «HalnoHasbHble CTaHAap Thi»

©CTtaHpapTuncdopm. 2013

B Poccuiickoilt ®egepauumn HacToAWMIA cTaHAAPT HE MOXET 6bITb MOTHOCTLIO MM YACTUYHO BOCNPOU3Be-
[leH. TpaxupoBaH 1 pacnpocTpaHeH B kauecTBe oL ManbHOro n3ganna 6e3 paspelleHns degepanbHOro areHT-
CTBa N0 TEXHWYECKOMY peryiMpoBaHunio 1 METPOIOTK



FOCT ISO 11137-1—2011

CopepxaHue

1 OOBTTACTD MP UM EHE HU S cueeiiteeutieiieeeetee st e sttt st st e e s e e s bt et e s e e st e s ae e ee b e he e eh st e skt e 1h e e s s e e eb e e bt s b e enb e e saeeeabeenbeesbbeebeenbes
2 HOPMATUBHDBIE CODBITTKM ..ttt s s s h e b a s s b e e s se e b e e ae s s sanene e
3 TepMmuHbl M ONpepeneHns
4 2neMeHTbl CUCTEMbI YNpaB/ieHNA Ka4YeCTBOM
4.1 JOKYMEHTAUMNA .o
4.2 OTBETCTBEHHOCTD YITP @B TE HU S coiiitiiieiutieeaitteeeaiiet e sttt e st e eh e e aa bt e ek et e ekt e e e st et e ek et e e eh b e e e eabb e e e snbe e e s nnneeeannes
4.3 PEANMUSALMA TP O LY KLLM M .oeiiiuiiiieiiiteeetee et ee ettt ettt ettt e s e e e e b et e e ekt eeas bt e e s et e e an et e e b et e e en b e e e ennreeenneeennee
4.4 l3amepeHune, aHann3 1 ucnpasfieHne. Ynpas/ieHne HeCOOTBETCTBYOLWEN NPOAYKUNEN . .....c.ccuveeee.
5 CocTaBfieHne TexHn4yeckux TpeboBaHuii Ha CTEPUNNIYIOLWNA areH T
5.1 CTEPUNNUBYIOLUMNI ATE H T eeveireeereerieieniiariesiesteseeeeseesseeseeseessesseessensenns
5.2 Mukpo6oungHasa ahPeKTUBHOCTb . .
5.3 BnnaHne maTtepuasnos
5.4 BONpOChl OXPaHbl OKPYXAKLLEN €8 LBl cuveueeieiiueeuieiesieateeseeteeseeeesseateassessesseeseensessesnsessessesseeseessessesssessenses
6 CocTaBneHne TeXHNYecknx Tpe6oBaHNi Ha NPOLECC N 06O0PYJOBAHME ...ccueueciiieciee e
(ST R I o T T T = o o OO U P PP PURPOPPRPON
6.2 O6opynoBaHue
7 OnpepenexHne NpoayKuun...
8 OMPEAETIEHME TP OLLE CC @ . uuutiiaututaitteeeauieteaiteeaatetaaatbeeeaaseee e asee e o b et e o ohbe e e aa ke e e £ ab et a4 b et e e ahbe £ e ea e e e e nbee e s abbe e e anbeeeennnee s
8.1 OnpeaeneHne MaKCUMANTbHO AOMYCTUMOM [l O 3Bl woeeruerueereerieiesieeeeneesseaeessessesseessessesseeseessesseeseessessessennee
8.2 OnpefenieHNe CTEPUNUBYIOLLEN JOBbl  ...ccecuiiuiiiiiiieieiirieeseeeee s e e
8.3 YcTaHOB/IEHNE MaKCMManbHO A0NYCTUMON [03bl U CTEPUAUIYIOLLEN [ 03 bl ceveveveierereieieeieerine e
8.4 MNepeHOC 3HaAYeHUn MaKkcuManbHO AOMYCTUMON, NPOBEPOYHON N CTepunusyoLeii 403bl C 04HOT0
NCTOYHMKa 06/1y4eHNs Ha ApYroi
I SR L= U TN PRI
9.1 ATTecTaunsl YCTAHOBIEHHOTO OO OPYLOBAHMS ..ciuiiiiieiieiieeiieseesitee st esisesbe e saeesiee s naeeteesnesabe e e e sinesaeenaes
9.2 ATTecTaumnsa feicTByoLero 060pyA0BaAHNSA ..coceeeeeeenene
9.3 ATTecTayuusa akcnayaTupyemoro o6opyaoBaHuns
9.4 AHanvs3 n yTBepxaeHve sanugauumn
10 TeKyLUA KOHTPONTb N YMPABITEHME ...cueiiiiiiiciieic e
11 BbINYCK MPOAYKLUUN NMOCAE CTEPUIMBALMM ettt sttt ettt st et ettt ettt nne e
12 NMopaepXaHne 3P EKTUBHOCTU MP O LLE CC @ couuereeieeeieeireesieesieesiseasieesieessessseessaessseesseessessseesaeesssessseesanesnnes
12.1 NleMoHCTpaLmna COXPAHEHNA 3P M EKTUBHOCTM . ecueiiiiiiciiiieieee e e s
12.2 NoBTopHas kKannbpoBKa
12.3 O6cnyxnBaHne 060pyAOBaHUSA..............
12.4 MoBTopHas aTrTecTauns ob6opynosaHms
12.5 OueHka U3MeHeHui
MpunoxeHue A (pekomeHgyemoe) PykoBoacTBO
Mpunoxexnne [ A (cnpaBouyHoe) CBeAeHNA 0 COOTBETCTBMN MEXIOCYyAapCTBEHHbIX CTaH4apTOB CCbI/I0Y-
HbIM MEXAYHAPOAHBIM CTAHLAPTAM cueiiiiiiiiiiiriieiieste ettt sttt s seeenesaeesn e nnes
oY T KoY XX oK PP SUP PRSPPSO

© O©W W VWO NNNNNOODOOOOOOO OO NN R

10
10

SEBEG

12
13
13
15
15
15
15
16

27
28



FOCT1S011137-1—2011

BesepneHune

CTepunbHoe MeNLMHCKOe n3fenmne — 3To usgenme, cBO604H0E OT XU3HECNOCOOHbLIX MUKPOOPTraHN3MOB.
Mpn nocTaBkax CTEPUIbHbLIX MEANLMHCKUX U3AENUIA MeXAYyHapoaHble cTaHAapThl, ONUCbIBaKLW e TpeboBaHma K
BaAnAauun n TekyLemMy KOHTPO/IIO NPOLLECCOB CTepunmnsaunn, TpebytoT, 4Tobbl cnyyaliHaa Mukpobuonornyeckas
KOHTamMuHaLusa MeMLMHCKOTO N3Aennsa nepeg crepunusaymein 6oi1a MuHMMM3npoBaHa. Ho gaxe B aTom ciyyae
MeANUNHCKNE N3[enuns, N3roTOBNEHHbIe B CTaHAAPTHbLIX NPON3BOACTBEHHbIX YyC/I0BUSAX B COOTBETCTBUY C Tpebo-
BaHUAMUN CUCTEM ynpaBfieHnsi kauecTBom (Hanpumep. |S 0 13485) moryT nepepg ctepunnsaymeii cogepxarb MUK-
poopraHu3mbl. NyCTb ¥ B HE6O/bLWMNX KOIMYecTBax. Takne MeAnuUHCKNE U3LENUA ABMSAIOTCA HECTEPU/IbHBIMU.
Llenbio cTepunumsayum ABNAETCA UHAKTUBALUS MUKPOBMONOTMYECKNX 3arpsi3HeHnii n. Takum o6pas3om, nepesos
HeCcTepUNbHbIX MeAULUHCKUX U3LeNnii B CTEPUIbHbIE.

KnHeTuka nHakTuBaLum YNCTol KyibTypbl MUKPOOPTraHn3MOoB (DU3NYEeCKUMU U/MIN XUMUYECKMMU areHTamu,
NPUMEHSEMbIMU A1 CTEPUAN3ALNN MEANLNHCKUX U3AENUIA, BOGLLEM Clydyae TOYHEee BCEro onMcbiBaeTcs 3Kcno-
HeHUMaNbHON 3aBUCUMOCTbLIO MEXAY KO/IMYECTBOM BbDKMBLLMUX MUKPOOPraHU3MOB U CTENEHbIO BO3AeCTBUA cTe-
punusytowero areHta. 13 atoro Hem36exHo crnegyeT, YTo BCerga CcyLecTByeT HEKOTOpas BEPOATHOCTb TOr0, YTO
MUWKPOOPraHn3M MOXEeT BbDKWUTb, HE3aBUCUMO OT CTEMNEHN NPUMEHEHHOTO BO3AeicTBMA. na onpegeneHHoli obpa-
60TKN BEPOSATHOCTb BbDKUBLUMX ONpefenseTca UCXOAHbIM KOIMYECTBOM M YCTOWYMBOCTHIO MUKPOOPraHn3mMoB 1
OKpYXXalLMn yCI0BUAMU, B KOTOPbIX OpraHn3mbl npebbiBatoT BO BpeMs ob6paboTku. CnegosaTenbHO, CTepUb-
HOCTb N1060r0 OTAENBHOTO MEAULMHCKOTO N3A4ENNS B3ATOTO U3 TPynnbl U34ENNIA, NPOLWEALNX CTEPUIN3ALNOHHYIO
06paboTKy, He MOXeT ObITb rapaHTUpOBaHa, a CTePUIbHOCTbL 06PabOTaHHOW rPyNnbl BblpaXaeTcs BEPOATHOCTbIO
HaIMYnA XN3HECNOCOBHbIX MUKPOOPraHn3mMOB Ha MeULMHCKOM U3aenuu.

B HacToAwem cTaHgapTe cogepxartcsa TpeboBaHuWs, BbINO/IHEHME KOTOPbIX 06ecneynBaeT HE06X0AUMYIO
MUKPOBULNAHYIO aKTUBHOCTb NpoLecca pajnanoHHoli cTepunmsaunm, npefHasHa4yeHHoro agna crepunmsanum
MeANLUHCKNX n3genuii. Bonee Toro, cooTBeTCTBME TpeboBaHUsAM o6ecneynBaeT Ha[eXXHOCTb 1 BOCNPOU3BOAM-
MOCTb 3TOli aKTMBHOCTU, TaK YTO MOXHO C JOCTATOYHO yBEPEHHOCTbIO Npefcka3aTb HU3KWIA ypOBEHb BEPOATHOC-
TN COXPaHEHUSA XN3HECNOCOBHbIX MUKPOOPraHM3MOB B MPOAYKL MM NOCNe cTepunm3auun. KonmyecTBeHHble Xxapak-
TEPUCTUKN 3TON BEPOATHOCTM yCTaHaBANBAKOTCA pernaMeHTUpyLWmnMmm opraHamm BiacTu U B pasHbiX CTpaHax
MOTyT 6bITb pasznunyHbimu (Hanpumep. EN 556-1 nANSI/AAMIST67).

O6wune TpeboBaHUSA CUCTEMbI YNpaBEHNS Ka4ecTBOM NpU NPOEKTMPOBaHMM 1 pa3paboTke, Npon3BOACTBE,
MOHTaxe 1 obcnyxunBaHun npuegersl B 1ISO 9001. a yacTHble Tpeb0OBaHMA CUCTEMbI yNPaBeHNUA Ka4eCcTBOM Mpu
NpPoOu3BOACTBE MEAULMHCKAX U3enuii npueegeHbl B ISO 13485. CTaHAapTbl CUCTEMbI yNpaB/ieHUSA Ka4eCTBOM
NU3HAaOT, YTO 3P PEKTUBHOCTb HEKOTOPbLIX NPOLECCOB, NPUMEHSAEMbIX B MPON3BOACTBE, HE MOXET ObITb NOMIHOCTbLIO
AoKaszaHa nocnefywwmMy NHCNekumeln n ncnbiTaHnem npoaykuuu. Ctepunusauns aBnsaeTca NnpuMepom Takoro
npouecca. Mo 3Toii NpuYnHe NpoLecchl CTepunM3auny nepes NpUMeHeHneM nogaexar Banmgaunm, ux xapakre-
PUCTUKN — TEKyLL,EMY KOHTPO/II0, @ 060pyi0BaHNe — 06CNYXNBAHUIO.

Hapnexawmm o6pa3omM BaMAMPOBaHHbIN. TOYHO KOHTPOIMPYEMbI NpoLecc cTepunmsanmm aBnseTcs He
€[VHCTBEHHbIM (DAKTOPOM BANSIOWUM Ha HaAEXHOCTb TOr0, YTO NPOAYKLUNS SABNAETCA CTEPUNbLHONM, U B 3TOM
OTHOLEHUN NpUroAHa ANA NpefHasHa4YeHHoro NnpMMeHeHusa. Heo6xoaMMo 06paTnTb BHUMaHME Ha pag Apyrux
BOMPOCOB, Cpean KOTOPbIX.

a) MUKpo6MoIornyeckoe cCoCTosAHNE BXOAALLETO Cbipbs U/MNIN KOMMOHEHTOB;

b)Banupauma n TEKYLLUIA KOHTPOb 060N NCNONb3YEMO METOANKN OYUCTKN U Ae3NHMEKLNN;

C) KOHTPOb OKpYXatoLLeli cpefbl, B KOTOPOI NPOAYKLMA NPON3BOAMTCSA, cCOBUpaeTca 1 ynakoBbiBaeTcs;

d) KOHTpONb 060pyA0BaHNSA U NPOLLECCOB;

€) KOHTPO/Ib NepcoHasia N ero rmrneHbl;

f) cnoco6 n maTepuansl, B KOTOPble yNnakoBbiBaeTCA NPOAYKLUSA;

A1) YCNIOBUS XpaHeHUs NpoAYKLUN.

HacTosawuii cTaHAapT coAepXuUT TpeboBaHusA, obecneymBarL e Hagnexal,ee BbiNnoJIHEHNE AENCTBUNA,
CBSA3aHHbIX C NPOLECCOM paAnaLMoHHON cTepunmsanmmn. Takue 4eAicTBMA onucaHbl B JOKYMEHTUPOBAHHbIX NPO-
rpammax pabort, paspaboTaHHbIX 415 AEMOHCTPaLMK TOro, YTO Ha BbiIXoAe pagnalMoHHOK 06paboTku Ao3amu,
nonagarmLinmmMn B 3apaHee onpejesieHHble npegensl, 6ygetT NOCTOAHHO NOyYaTbCa CTepuibHas NPOAYKLUS.

TpeboBaHua cocTaBnAOT 0653aTeNbHYI0 YacTb HACTOALWEro cTaHAapTa, U COOTBETCTBME UM AO/IKHO AeKna-
pupoBaTtbCcsa. PyKkoBOACTBO, NPUBEAEHHOE B NPUNOXEHUN A. HE ABNAETCA 0653aTe/lbHbIM U HE UMeeT XapakTepa
WUHCTPYKUUW ANA ayaUTOPOB. PYKOBOLCTBO COAEPXUT MOACHEHUS U METOAUKA, MPU3HAHHbIE NPUeMIEMbIMUN 415
noATBepafeHnsa cCooTBETCTBUA TPe60BaHUAM. MOXHO NPUMEHATL U APYrne MeToANKN, MOMUMO YKa3aHHbIX B py-
KOBOACTBE. eC/1M OHN 3P DEKTUBHO NOATBEPXKAAIOT COOTBETCTBMNE TPebOBaHNAM HACTOALero ctaHgapTa.

[\
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PaspaboTka, Banugauusa n Tekywuii KOHTPOb NpoLecca cTepuansaLnmm BkaYaT B cebs Lenblii pagoT-
AenbHbIX, o B3aMMOCBA3aHHbIX AeCTBMIA, HanpuMep kannbpoBKy, 06CyXnBaHue, onpegesneHne Npoaykuum,
onpefesieHune npouecca, arrectaunto ycTaHoBIEHHOro 060pyAoBaHuUs, aTTecTauuto geicTeytowero obopyaosa-
HUS 1 aTTecTauunio aKcnayaTmpyemoro obopyfosaHusa. XoTa feicTeus, TpebyloLwmecs cornacHo Hactoslwemy
cTaHfapTy, CrpynnupoBaHbl U NpefcTaB/ieHbl B ONpeesieHHOM Nopsaake, cTaHAapT He TpebyeT, YToObl OHW BbINO-
HANMUCb UMEHHO B TaKOM nopsifke. Tpebyemble AeCTBMA He 0653aTeNbHO A0/KHbI BbINONHATLCA NOcnefoBaTe b
HO. NOCKOJIbKY NporpamMmMbl paspaboTku v Banmgaumm MoryT 6biTb NOBTOPAOLWMMUCA. BO3MOXHO, YTO BbINO/HE-
HMe pas3NnyHbIX AelicTBUIi NOTpebyeT NpuBieYeHUs psaaa oTAeNbHbIX UCNONHWUTENE U/MNN opraHn3anmnii, Kaxabli
13 KOTOPbIX OTBEYaeT 3a BbINO/IHEHNE OAHOrO UM HECKONbKUX AeNCTBUIA. HacToAwW N cTaHgapT He COAEPXNUT
nepeyHsa KOHKPETHbIX UCNONHUTENEN NN OpraHn3aunii ANa BbINOHEHNS 3TUX AeACTBUIA.

Cepus ctaHgapToB 1S 011137 nog 06wum HazBaHuem «CTepuansaumnsa meguuuHcKol npoaykummn. Pagna-
LMOHHaA cTepuan3aunsa» CoCTOUT U3 CeAyoLmnX cTaHgapToB:

- YacTtb 1. TpeboBaHua k pa3paboTke, Banugauny v Tekylwemy KOHTPOJIIO npouecca cTepuansaunm megu-
LUHCKNX N3aenui.

- YacTb 2. YcTaHOB/EHME CTEPUN3YIOLLEN [03bl.

- YacTtb 3. PykoBoAacTBO No BONpocam A03UMeTpun.
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M E X T OoOcCy g AP CTDBEHH bl U C TAHOAPT

CTepununsauma MepuLUHCKOW npoayKummn
PAOAVNALUMNOHHAA CTEPUNN3ALNA
YacTtb 1

Tpe6oBaHua K pa3paboTke, Banujauny n TekyleMy KOHTPOJIo
npouecca cTepunmsaunum MeguLMHCKUX U3aenuii

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

[ara BBegeHua — 2013—01—01

1 O6nacTtb NpUMMeHeHns

1.1 HacToswumii cTaHAapT coaepXnT Tpeb6oBaHus K paspaboTke, BaiMaaunm v TeKyLLLEMY KOHTPO/II0 NpoLec-
ca paguaunoHHOi CTepUM3aLnn MeguLMHCKUX U3aenuii.

NMpumeyaHune — HecMoTpsi Ha TO, YTO 06/1ACTb NPUMEHEHUSI HACTOSILLETO CTaHAapTa orpaHMyeHa MeauLuH-
CKUMW 13[enusiMu, cofepxalimecs TpeboBaHna U pyKOBOACTBO MOTYT GbiTb NPUMEHEHbBI U K APYTUM BUAAM MPOAYKLMN
1 060pyA0BaHMIO.

HacToswuii cTaHAapT oxBaTbiBaeT paanaLloHHble npoLuecchl ¢ 06/1ydyaTesiiMum Ha OCHOBE:!

a) pagvoHyknuaos 60Co nnu nTCs:

b) reHepaTopa ny4Ka 3/1IeKTPOHOB.

C) PEHTreHOBCKOW YCTaHOBKM.

1.2 HacTosiwuii cTaHAapT HE COAEepXNUT Tpe6GoBaHNs K pa3paboTke, Banugaunum v TekyLwemMy KOHTPO0 Npo-
Lecca UHaKTUBaLMM areHToB, Bbi3biBaloLW X CIOHTMOPMHbIE IHLehanonaTun, Takne kak ckpenu, ryéuyaTtas aHue-
thanonatmsa KpynHoro poraToro ckota n 6onesHb Kpeliydenbaa-dkoba. B oTaenbHbIX CTpaHax pa3paboTaHbl 0CO-
6ble pekomeHzaLun no 06paboTke MaTepranos, NOTEHLUNANIBHO 3apaXEeHHbIX 3TUMU areHTamu.

MpumeyaHune — Hanpumep. 1ISO 22442-1. ISO 22442-2. ISO 22442-3.

1.2.1 HacTtosAwwii cTaHfapT He cofepXuT Tpe6GoBaHWil ANA 0603HAYEHUSI CTEPUSIbHBIX MefULMHCKUX
n3nenui.

MpumeyaHune — CM peroHasibHble UM HaUWOHaJIbHblE TPe6OBaHWUA MO 0603HAYEHNIO CTEPUSIbHbIX
MeAMUMHCKUX nsgenuii. Hanpumep. EN 556-1. ANSI/AAMI ST67

1.2.2 HacToAwmMii cTaHAapT He YTOYHSAET CMCTEMY YNpaB/ieHUst KA4eCTBOM Ha BCEX CTafMsIX NPOM3BOACTBA
MeAULMHCKUX U3LENWIA.

MpumeuaHune — PaspaboTka NOMHOM CUCTEMbI YpaB/ieHNs KA4eCTBOM MNpy NPOU3BOACTBE He SBMSIETCH
TpeboBaHNeM HaCTOALLErO CTaHAapTa, HO B TEKCTE B COOTBETCTBYIOLLMX MecTax NpuBefeHbl 06si3aTenbHble TpeboBaHns
K TeM 3/1eMeHTamM CUCTEMbI YNpaBfieHNs KayecTBOM, KOTOpble MPU3HaHbl MUHUMAa/IbHO HEOOXOAVMBLIMU N1 KOHTPONSA
npotecca crepuamsauumn (B 4acTHOCTH, CM. pasfen 4). ObpaliaeM BHUMaHWE Ha CTaHAApPTbl CUCTEM ynpaB/ieHWs Kade-
CTBOM (cM. ISO 13485). KOTOpble KOHTPOIMPYHOT BCE CTaAMN NPOU3BOACTBA MEAULMHCKUX U3AENNWIA, B TOM YMC/IE NPOLECC
cTepunuzaummn. PermoHanbHble U HaunoHaslbHble TPeboBaHUA N0 MeAWLMHCKAM U3AenusM MOryT yCTaHaB/MBaTb OCy-
LLECTBMEHNE MOJIHOW CMCTEMbI YNPaB/IEHNS KAYECTBOM U OLLeHKW 3TOW CUCTEMbI TPETbEN CTOPOHOIA.

1.2.3 HacTosuwuii cTaHaapT He TpebyeT 0683aTeIbHOT0 NPUMEHEHNSA GUOTOTMYECKAX MHAUKATOPOB A Ba-
MJaunm M KOHTPOS paAnalMoHHONM CTepunsanmnm, a Takke He TpebyeT npoBeaeHns hapMakonenHbIX UcnbitTa-
HWiA Ha CTEPUIBLHOCTB A1 BbiNyCcka NPOAYKLMUM B 06paLyeHue.

M3paHue ouunanbHoe
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1.2.4 HacTosiwmii cTaHaapT He coaepXuT TpeboBaHuii K 6e30MacHOCTM HaceNeHUs, CBA3AHHONM C KOHCTPYK-
umeit n paboToii paguaLoHHbIX YCTAHOBOK.

MpuMeyaHue — B HEKOTOPbIX CTPaHaxX CyLLECTBYIOT PErflaMEeHTbI, yCTaHaBNVBAOLLME CBA3AHHbIE C paguaLyeli
TpeboBaHWsi 6e30MacHOCTU AN1A HaceneHus.

1.2.5 HacTtoAwwii ctaHAapT He COAePXUT TpeboBaHMi K CTepUAN3aL MM UCNOb30BaHHbIX WA NepepaboTaH-
HbIX N3aenuii.

2 HopmaTUBHbIE CCbIKK

B HacTosiLlem cTaHgapTe MCNO/Ib30BaHbl HOPMAaTKUBHbIE CCbI/IKM Ha cliefylolme cTaHAapThl.

ISO 10012-1 Quality assurance requirements for measuring equipment— Part 1: Metrological confirmation
system for measuring equipment (Tpe6oBaHusa obecnevyeHnss kayecTsa A1 U3MEpPUTEIbHOro 060pyAOBaHUS.
YacTb 1. Cuctema MeTposiorMyeckoro NnogTBepXAeHNA AN n3MepmuTenbHOro o60pyaoBaHns)

1S 011137-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose
(CTtepunusauyma MeMLMHCKON NpoayKuun. PagnaumoHHasn ctepunmsaums. Hacts 2. YCTaHOB/IEHNE CTEPUNSYIO-
e no3bl)

ISO 11737-1 Sterilization of medical devices - Microbiological methods — Part 1. Determination ofa population
of microorganisms on products (CTepunnsaums MeguunHCKMX n3genuin. Mukpobmnonornyeckne metoabl. Yacts 1.
OueHka nonynsayMm MAKPOOPraHM3MoB B MPOAYKL M)

1S 011737-2 Sterilisation of medical devices. Microbiological methods — Part 2. Tests of sterility performed
in the validation of a sterilization process (Ctepunusayus MeguunHCKUX nsgenmnii. Mukpobrnonornyeckne meTogbl.
YacTb 2. VicnbITaHNS Ha CTEPUAbHOCTL, MPOBOAMMbIE NPK BanMaaunm NpoLeccos cTepuamnsamm)

ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposos
(M3penua megmuuHckme. CUCTEMbl MeHeXMeHTa KayecTBa. CUCTeMHble TpeboBaHusA AN Leneid perynmpo-
BaHUA)

3 TepMMHbI 1 onpeaesieHus

B HacTosiLem cTaHgapTe MCNo/b3YTCA CefylolWwmne TEPMUHbI C COOTBETCTBYIOLL MMM ONpeesieHUsIMN.
3.1 nornoweHHas Ao3a, Ao3a (absorbed dose, dose): KonnyecTBo aHEPry NOHU3UPYIOLLLETO U3TYHEHNS,
nepejaHHOro euHNLE Macchbl onpeAeneHHoro maTepuana.

MpumevaHus
1 EguHUUeii nornoLleHHol fosbl sensietcs Fpeid (Mp). 1 Mp = 1 Dx/kr.
2 B HacTosLLlEM CTaHAapTe TePMUH «[03a» NPUMEHSIETCS A1 0603HAUYEHNSI «MOT/IOLEHHOl [03bl».

3.2 6uoHarpy3ska (bioburden): Monynauma XW3HeCcnoCoO6HbIX MUKPOOPraHW3mMoB B/Ha NPOAYKUuUU U/nnu
cucTeme cTepuibHOro 6apbepa.

[ISO.TS 11139:2006]

3.3 6uonornyveckunii nHamkatop (biological indicator): TecT-cuctema, cogepxalas XW3HeCnocobHble
MUKPOOPraHnM3mbl C onpeesieHHo yCTOMUMBOCTbLIO K ykasaHHOMY NpoLeccy CTepuansaLnunm.

[ISO.TS 11139:2006]

3.4 kannbpoBka (calibration): Ha6op onepauwnii, npu onpefeneHHbIX yCI0BUSAX yCTaHaBNMBAKLLMX B3an-
MOCBSI3b MeX/y BEIMUYNHOW, MOKa3aHHON N3MepUTebHbIM NPUGOPOM NN N3MEPUTENbHON CUCTEMON, 60 Benun-
YMHOW. NpeAcTaB/IeHHON N3MepeHneM MaTepuana unn aTasioHa, u COoTBETCTBYIOL el BE/IMYMHON, NpecTaB/eH-
HOI CTaHAAPTOM.

[VIM:1993. onpegeneHue 6.11]

3.5 KOHTpOIb n3MeHeHUs (change control): OueHka 1 onpefesnieHne COOTBETCTBUA NPEASI0XKEHHOIO U3Me-
HEeHUsi MeToAy UN NPOAYKLUN.

[ISOTS 11139:2006]

3.6 Koppekuus (correction): [leiicTBue ¢ Lebio ycTpaHeHUss 06HapyXXeHHOro HeCOOTBETCTBUSA.

MprnmMmeuyaHune — Koppekumus MOXET OCYLLECTBATLCA BMECTE C KOPPEKTUPYIOWMM aeiicTeuem (cMm. 3.7).

[ISO 9000:2005]
3.7 KoppekTupytolee aerictBue (corrective action): leiicTeme ¢ LeNblo yCTPaHEHUS NPUYNHbLI 06Hapy-
XXEHHOI0 HECOOTBETCTBUA UMW APYTOT0 HEXeaTeIbHOro COCTOSIHUSA.

2
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MpumeyaHunsn

1 MNpUYnH HECOOTBETCTBUSA MOXET ObITb HECKO/BKO.

2 KoppekTupyiollee aeiicTBre npeanpyHMMaeTca Ana npefoTBpalleHns NoBTOPeHNsl NPOVUCLIECTBUSA, B TO BpPEMS
Kak «npegynpexgatollee geiicteme» (cMm. 3.24) npeAnpuHMMaeTcs A5 NpeAoTBpaLLeHNst NPOUCLLECTBUS.

3 Mexay Koppekumeii 1 KOppeKTUPYIOLWMM AeACTBMEM CyLLECTBYeT pasnnune.

(ISO 9000:2005]

3.8 BennunHa gecATukpaTtHoro ymenbwenusa D. BennunHa D10 (D value, D10value): Bpemsa nnu gosa
pagvauun npu onpegesieHHbIX yCnoBuax, Tpebywwmecs NS YMEHbLWEHNA NONyAauun MUKPOOPraHM3MoB B
10 pas.

MpumeyaHune — BcraHgapTax cepum ISO 11137 BenuumHa D oTHOCUTCA K f03€ pagvaumm, Heobxoaumoni ans
yMeHbLUeHns nonynaumm B 10 pas (Ha 90 %).

[ISO/TS 11139:2006]

3.9 pa3paboTka (development): fie/icTBue No co3aHUI0 TEXHUYECKUX TpeboBaHuA.

(ISO/TS 11139:2006]

3.10 TonorpacupoBaHue fo3bl (dose mapping): VIamMepeHne pacnpeseneHuns 403bl U ee OTK/IOHEHW B
MaTtepuane, 06/1y4eHHOM Npu onpeaeneHHbIX yCI0BUSX.

3.11 go3nmeTp (dosimeter): YcTpoiicTBO, MMeloLLEE BOCMPOM3BOAMMYIO PeakLmio Ha paguaLsuio, Kotopoe
MOXEeT 6bITb UCNOIb30BAHO A1 MU3MEPEHWS NOTNOLWEHHON A03bl B f@aHHON cucteme.

(ISO/TS 11139:2006]

3.12 po3umeTpusa (dosimetry): iamMmepeHve NOrIOLWEHHON’ A03bl C MOMOLL b0 4O03MMETPOB.

3.13 onpepeneHune (establish): PacueT ¢ nomoLblo TEOPETMYECKON OLEHKN 1 NOATBEPXKAEHNE 3KCNepu-
MeHTaflbHbIM 06pa3om.

(ISO/TS 11139:2006]

3.14 oTkas (fault): Beixog ogHoro unu 60nee napameTpoB npouecca 3a npefesbl ero/ux ykazaHHoro
aonycka.

(ISO/TS 11139:2006]

3.15 npoaykuusa 3gpasooxpaHeHus (health care products): MeguumnHckmue nsgenus, skarvas guarHoc-
TUYecknme MejuLUHCKMe n3genus in vitro, n nekapcTBeHHas NpoAykUmMs, BKoUas 6uoapmaL,eBTuky.

(ISO/TS 11139:2006]

3.16 aTTecTayuns yctaHoBMeHHOro o6opyaosaHus. AYO (installation qualification, 1Q): Mpouecc nony-
YeHNA N 4O0KYMEHTUPOBaHUA Ao0Ka3aTenbCTB, UTO 060pyA0BaHNe NPUOGPETEHO U YCTAHOB/IEHO B COOTBETCTBMMN
C TEXHUYECKNMU TPeb6OBaAHUAMM Ha HETO.

(ISO/TS 11139:2006]

3.17 KoHTeliHep Ana o6nyyeHuns (irradiation container): Tapa, B KOTOPOI NPOAYKLMA TpaHCNopTMpyeTCcs
BHYTpUW o6yyartens.

MpumeuaHune — Tapoii IMOXET 6bITb TPAHCMOPTEP/KPOHLUTEH. TENexXKa, NOoAA0H, Kopobka, nannerta uam
OpPYroii KOHTeHep.

3.18 onepaTtop ob6ayuatens (irradiator operator): KomnaHus nav nuuo, oTBETCTBEHHOE 3a 06/1y4eHmMe npo-
AyKUNN.

3.19 makcumanbHO gonyctumas go3sa (maximum acceptable dose): [jo3a, ykazaHHas B TEXHUYECKUX
TpeboBaHMAX NpoLecca B kKayecTBe HanbobLIell f03bl, KOTOPYIO MOXHO NPUMEHNTbL KONpeAeneHHOo NpoayKunm
6e3 yxyaweHns ee 6e30NacHOCTH, KayecTBa NN TEXHUYECKNX XapakTepucTyk.

3.20 meguunHckoe nsgenno (medical device): MHCTpyMeHT, annapar, NpuHaANeXHoCTb, MallunHa, npu-
cnoco6neHne. UMNaHTaT, peareHT Unu kanuéparop in vitro, KoMNbloTepHasi nporpamma, maTepuan uau gpyroi
noAo6HbI NN POACTBEHHBIN NpeaMeT, npefHa3HauYeHHbIi NponM3BoguTeNeM 415 NPYUMEHEHNS, O4WNH WU B KOM-
6uHaL M. Ha YenoBeke 415 OAHON UK 6onee n3 cneayoLNX cneunasnbHbiX Lenei:

- AManoCcTUKA. NPeoTBPAaLLEHMNS, KOHTPONSA, NeYeHNUs UNn o6neryeHust 3a6oneBaHus:

- ANArHOCTUKMN, KOHTPOIS, leYeHns, o61eryeHns nam KOMNeHcauun paHeHna/TpaBmbl;

- uccneposaHud, 3aMmeLllleHna, NISMeHeHNA U COXPaHEeHNA aHATOMUN NN CbI/I3VIOI10FVILIECKOF0 npouecca:

- COXpaHeHus 1 NoAAepXaHUA XNU3HN;

- KOHTPO/IA 3a4aTns;

- Ae3nHMEeKL N MeNLMHCKNX U3aenui;

- NpefcTaB/ieHNsA MHhOpMaLUN B MeAULMHCKUX LenisiX NocpeAcTBOM in Vitro uccneposaHuii o6pasyos —
Npou3BOAHbIX TeNa Ye0BeKa, KOTOPbIE OCTUralT CBOETO N3HaYalbHO NpeHa3Ha4YeHHOro AeACTBNA BHYTPY Un

3
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Ha NOBEPXHOCTM Tena YenoBeka 6e3 NpMMeHeHns hapMakonornyecknx, MMMyHOMOTMYECKUX UNn metabonuuec-
KMX CPeACTB, HO MOTYT COMPOBOXAATbCSA MPMMEHEHWEeM Takux CpPeAcTB B npouecce paboTbl 4151 YCUIEHUSA
neicTeus.

[ISO 13485]

MpumeuyaHune — OnpenenexHne us ctaHgapta ISO 13485 6bi110 paspaboTaHo Paboueii rpynnoii no BceMypHoi
rapmonmsauumn (GHTF 2002).

3.21 mukpoopraHuam (microorganism): CyL,ecTBO MUKPOCKONUYECKNX pa3mepoB, BKIoYas 6akrepun, rpubsl,
npocTeiillne n BUPYChI.
MpumeyaHune — CneunanbHblii CTaHAAPT [IOXET He Tpe6oBaTb AeMOHCTPaLUMM 3chheKTUBHOCTH npoLiecca

cTepunn3aummn B OTHOLLEHUN MHaKTUBaLMKN BCeX hopM MUKPOOPraHn3mMoB, NMEepPeYnC/IeHHbIX B ONpeaesieHun Bbille, npu
BamMgaummn n/imnm TeKyleM KOHTpOJie npouecca ctepuinsaynn.

[ISO/TS 11139:2006]

3.22 atTecTauma gelicteytowero obopynosaHusa. AAO (operational qualification. OQ): Mpouecc nony-
UYeHUsl U [,0KYMEHTUPOBAHUS oKa3aTe bCTB TOr0, YTO yCTaHOBNEHHOe 060pyAoBaHue, AeiicTByoLLee BCOOTBET-
CTBUM C paboyMMn NHCTPYKLMAMK, paboTaeT B npegenax 3afaHHbIX OTKIIOHEHWIA.

[ISO/TS 11139:2006]

3.23 aTTecTaynsa akcnayatmpyemoro obopygosaHusa. AS0 (performance qualification, PQ): Mpouecc
NoslyYeHUst U LOKYMEHTMPOBaHWA AOKa3aTeNbCTB TOr0, YTO YCTAHOB/IEHHOE 1 3KCM/TyaTUpyeMoe B COOTBETCTBUM C
pabourMu UHCTPYKLMAMU 060pyA0BaHME NOCTOSIHHO paboTaeT B COOTBETCTBUU C 3afaHHbIMUN KPUTEPUSIMU U NO-
3TOMY BbiNycKaeT NPOAYKLMI0, OTBEYAIOLLYI0 TEXHUYECKUM TpeboBaHuAM.

[ISO/TS 11139:2006]

3.24 npegynpexgatolee geiicteue (preventive action): flelicTBue c Lie/blo yCTPpaHEHUSI MPUYNHBI BO3-
MOXHOT0 HECOOTBETCTBUSA UM APYTOl HEXeNaTeNbHON BO3MOXHOM CUTyauum.

MpumeuvaHunsna

1 MpuUYMH BO3MOXHOrO HECOOTBETCTBUS MOXET OblTb HECKOMBKO.

2 Mpepynpexpatollee AeicTBre npeanpuHuMaeTcs 418 npefoTBpaLleHns NPOUCLLECTBUS, B TO BPEMS Kak «Kop-
pekTupyloLee aelicteue» (cM. 3.7) npeanpuHUMaeTcsa ANa NpefoTBpaLleHys NOBTOPEHUS MPOUCLLECTBUS.

[ISO 9000:2005]

3.25 nepBuUYHbLI NnponssoauTens (primary manufacturer): /Iuo, oTBETCTBEHHOE 3a NPOEKTUPOBaHME U
N3roToBNIEHNE MeULMHCKOTOo U3fenus, a Takke ero 6e3o0nacHocTb 1 paboTocnoco6HOCTL NPK BbiMycke B 06pa-
ueHve.

3.26 npepbiBaHKne npotecca (process interruption): NpegHamepeHHas unn HenpegHamepeHHas oCTaHoB-
Ka B npoLecce 061yveHus.

3.27 napameTp npouecca (process parameter): 3agaHHoe 3Ha4YeHNe NepeMeHHO BENNUYUHBI NpoLecca.

MpumeduyaHune — TexHNUeCKNe XapakTEPUCTUKK NpoLecca CTepunmsauum BKIYAT B cebs napameTpsbl
npoLiecca 1 ux Aomnycku.

[ISO/TS 11139:2006]
3.28 nepemMeHHasn BesMyMHa npouecca (process variable): XapakrepucTuka npouecca crepuimsaumm,
M3MeHeHne KOTOPOii BMSIET HA MUKPO6MOIOTMYECKyIo 3PP EKTUBHOCTD.

MpumeyaHue — MpumepamMy MOTyT CNYXUTb BPEMsl, TEMNeEPaTypa, AaBNeHNe, KOHLEeHTpaLms, BNIaXHOCTb,
L/IMHA BOJHbI.

3.29 kaTteropusi 06paboTKu (processing category): Fpynna pasfnyHbiX NPOAYKTOB, KOTOPbIE MOXHO CTe-
punn3oBath BMecCTe.

NMpumMmeyaHune — Kareropum o6paboTKy MOTYT ObITb OCHOBaHbI Ha TpEGOBaHWMSAX K COCTaBy, MI0THOCTU UK A03€.
3.30 npoaykuusa (product): PesynbTat npouecca.

MpumMmeuyaHue — B cTaHgapTax Ha CTepunM3aumio NPOLyKUUW SBNSIETCS MaTepuasibHoe Teo — Cbipbe,
MoYNPO/AYKTbI, COBUPaEMbIe YacTy UK rOToBasi NPOAYKUMS 3[paBOOXPAHEHVS.

[ISO 9000:2005]
3.31 cemeticTBO npoaykuuu (product family): Fpynna 13 pasnuyHbix BUA0B NPOAYKLUUN, KOTOPbIE MOXHO
061yyaTh 04MHAKOBOI 40301 CTepunm3aymm.
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3.32 noBTopHas atTectayus (requalification): MoBToOpeHWe yactT Banmaaumum c Lenblo NOATBEPXAEHNS
BOCMPOV3BOAMMOI NpMeMIEMOCTY OnpeaesIeHHOro npoLecca.

[ISO/TS 11139:2006]

3.33 kKoOMMyHUKauum (services): CHabXxeHune 0T BHELUHEro UCTOYHMKA UM 0TBOSA, Heobxoaumble ansa pabo-
Tbl 060pyAOBaHNs (HanpvMep, 3NIeKTPO3IHEPIUs, BOAA, CXKaTblii BO3AYX, KaHanu3auns).

3.34 TexHuyeckne TpeboBaHus (specification): YTBepXAeHHbIN JOKYMEHT, OroBapvBaioLL il Tpe6oBaHmA.

3.35 yctaHaBnuBarthb (specify): OroBapuBatb B fleTanax B yTBEPXAEHHOM AOKYMEHTE.

(ISO/TS 11139:2006)

3.36 cTepunbHbIi (sterile): CBO60OAHBIN OT XU3HECNOCOBGHBIX MUKPOOPraHM3MOB.

[ISO/TS 11139:2006]

3.37 ctepunbHOCTb (sterility). OTCcyTCTBME XM3HECNOCOOHLIX MUKPOOPraHn3mMoB.

MprumeyaHune — Ha npakTMke HEBO3MOXHO A0Ka3aTb YTBEPXAEHNE 06 aGCOMOTHOM OTCYTCTBUM MUKpOOpra-
HU3MOB (cm. 3.39).

[ISO/TS 11139:2006)
3.38ypoBeHb cTepunbHocTu, YC (sterility assurance level, SAL): BeposiTHOCTb Hax0XAeHUA e UHUYHOTO
XXM3HECNocoBHOro MMKpoopraHusmMa Ha u3genuv nocne cTepunnsanui.

MpumeyaHne —YC pfaeT KONMYECTBEHHYIO XapakTepucTuky, 06bl4HO 10~6 uim 10"3. MpuMeHuTeNnbLHO
K 0becneyeHnto ctepusibHocTU. YC = 10~6 umMeeT MeHbLLYIO BE/IMUMHY, HO NMokasbiBaeT 60sibllee obecneyeHne CTepusb-
HocTu. yem YC = 10*3,

[ISO/TS 11139:2006]
3.39 cTtepunusaumns (sterilization): BanuanpoBaHHbIli npoLecc 0CBO60XAEHNSA NPOAYKLUMN OT XU3HEeCno-
COGHbIX MUKPOOPraHN3MOB.

MpumeuyaHune — B npouecce cTepunnsaluy MMKpobronornyeckas MHaKTMBaL s NOAYNHAETCA SKCNOHEHLUM-
a/IbHOMY 3aKOHY, MO3TOMY BbDKMBAEMOCTb MUKPOOPraHu3ma Ha WHAVBUAYSIbLHOM W3AENMM MOXHO Bbipa3uTb Yepes
BEPOSAITHOCTb. XOTS 3Ta BEPOSATHOCTb MOXET ObITb CHUXEHA 40 O4eHb Masoro 3Ha4YeHusi, OHa HUKOTAa He MOXET CHU-
3UTbCA A0 Hynsa (cm. 3.38).

[ISO/TS 11139:2006]

3.40 ctepunusytowan gosa (sterilization dose): MuHumanbHas go3a NS [OCTUXKEHUS YCTAHOB/IEHHbIX
TpeboBaHuii K CTEPUSTBHOCTH.

3.41 npouecc ctepunusauynm (sterilization process): MocnegosaTenbLHOCTL AeliCTBUI UK onepayuii, He-
06XOANMBIX LN151 AOCTUXEHNSA YCTAHOB/IEHHbIX TPE6OBAHUIA KCTEPUNBHOCTH.

MpumeyaHune — MNocnefoBatenbHOCTbL AENCTBUIA BKIHOUAET B ce6S NpeBapuTesibHyo 06paboTKy NpoayKLum
(Npy HEO6XOAMMOCTM), BbIAEPXKY B CTEPUIM3YIOLLEM areHTe Npu onpeseneHHbIX YCI0BUAX U Nobyto Heo6xoaMMyLo noc-
nepytoLlyo 06paboTky. Mpouecc cTepuansaunm He BKIKOYAET B ceba Nobble onepauym O4UCTKM, Ae3nHekunm nnm
yNakoBbIBaHUS, MPeALLEeCTBYOLME CTEPUM3ALMN.

[ISO/TS 11139:2006]

3.42 ctepunusytowmnii areHT (sterilizing agent): ®usnyeckas nam xmmmyeckas CywHOCTb, MU cOYeTaHne
CYLLHOCTE, nMetoLas npy onpeaeneHHbIX yCN0BUAX MAKPOOULMAHYIO0 aKTUBHOCTb, OCTATOUYHYIO 418 fOCTVXKE-
HWA CTEPUBHOCTHU.

[ISO/TS 11139:2006]

3.43 ucnblTaHne Ha cTepuabHOCTb (testfor sterility): MpoBogMmas Ha npoayKuMM TeEXHUYEcKas onepa-
uusa. onpegeneHHas B ohuumanbHoOn hapmakonee, cnegyrowas 3a BblAEPXKOW B npoLecce cTepuimnsanuu.

[ISO/TS 11139:2006]

3.44 ucnblTaHHO cTOpUNbHOCTY (test of sterility): TexHnueckaa onepauns, NpoBogMMan kak 4yacTb paspa-
60TKM NpoLecca cTepunnsaunm, Banngauuy uam NoBTOPHONM aTTecTalum ¢ Lefblo onpegeseHns NpUcyTCTBUSA XN3-
HECnoCco6HbIX MMKPOOPraHN3MOB Ha NPOAYKLUW NN ee YacTu.

[ISO/TS 11139:2006]

3.45 nepexopHasn posa (transit dose): [lo3a, nornouweHHass BO BpeMsi NnepeMeLleHns npoaykunum unu
MNCTOYHMKA U3 HEO06ly4aeMoro NooXeHust B 061yyaeMoe unm Hao6opoT.

3.46 HeonpefeneHHOCTb n3MepeHnsa (uncertainty of measurement): MapameTp, CBA3aHHbIN € pe3ynbTa-
TOM M3MEepEeHUsi, XapaKTepusywLwuii AUcNnepcuto 3HauYeHns, KOTOPY MOXHO OTMECTU K M3MepsieMoli BennunHe.

[VIM:1993]
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3.47 Banugaumsa (valuation): JokyMeHTMpoBaHHas Npoueaypa noayyeHns, peructTpaunmu u uHTepnpeTawuum
pe3ynbTaToB, Heo6xoAnumas 415 NOATBEPXAEHNSA TOTO, YTO Ha BbiXxo4e npouecca 6yaeT BOCNPOWU3BOAMMO NOSY-
uaTbCs NPOAYKLMS, COOTBETCTBYIOLAsA 3apaHee onpeae/ieHHbIM TEXHUUECKUM Tpe6boBaHUAM.

[ISO.TS 11139:2006]

4 271eMeHTbl CUCTEMBI ynpaB/1eHNA Ka4eCTBOM

4.1 JokymMmeHTaumna

4.1.1 NMpoueaypsl pa3paboTkn, BanmgaLmumn, TeKyLwero KOHTPOIA U Bbinycka NPOAYKUUM Nocne cTepunmnsa-
LN JOMKHbI ObITb YCTAHOB/IEHbI.

4.1.2 Tpebytowmnecs cornacHo HacTosilLeMy cTaHAapTy [OKYMeHTbl U MPOTOKOJIbl AO/HKHbI aHa/IM3npoBaTh-
CA U YyTBEPXAATbCA Ha3HAYeHHbIM NepcoHasiom (M. 4.2.1). JokyMeHTbI U MPOTOKO/1bl 4O/KHbI KOHTPO/IMPOBATLCA
B COOTBETCTBMM C NPUMEHMMbIMU pa3genamu |S 0 13485.

4.2 OTBETCTBEHHOCTb ynpaB/ieHusA

4.2.1 [onxHbl 6bITb YCTAHOB/IEHbI OTBETCTBEHHOCTL M NEPCOHANNN 38 COOTBETCTBME TPEOGOBAHMAM HACTOA-
Lero cTaHgapTa v ux npuMmeHeHmne. OTBETCTBEHHbIM A0/IXKEH Ha3HAaYaTbCA KOMNETEeHTHbI NepcoHan B COOTBET-
CTBUM C NpUMeHnMbIMK pasgenamu SO 13485.

4.2.2 Ecnu geiicTBnS No Tpe6oBaHMAM HACTOSALWEro cTaH4apTa NnpeanpuHUMarTCa opraHmsanmsamu ¢ cob-
CTBEHHbIMUW CUCTEMaMM YNpaB/ieHNss KA4eCTBOM, TO OTBETCTBEHHOCTb M NEPCOHANNN KaX A0 N3 CTOPOH AO/DKHbI
6bITb YyCTAHOB/IEHbI.

4.3 Peanusauusa npoaykumu

4.3.1 NMpoueaypbl NpMo6peTeHNs A0MKHbI BbITb yCTAHOB/IEHBI 1 COOTBETCTBOBATL MPUMEHUMbIM pa3jenam
ISO 13485.

4.3.2 Mpoueaypbl AEHTUUKALUM NPOAYKLUN 1 NPOC/IEXNBAEMOCTN €€ NPOMU3BOACTBA A0/KHbI ObIThb yCTa-
HOBJIEHbI U COOTBETCTBOBATb NPMMEHUMbIM pa3genam 1S 013485.

4.3.3 Cuctema, cooTBeTCTBYOLWAA NPpMMeHMMbIM pasgenam 1ISO 13485 nau ISO 10012-1, gomkHa 6bITh
yCTaHOB/IeHa AN KanMbpoBKKN BCero 060pyAoBaHus, B TOM Yucne Nnpubopos A8 UcnbiTaHWii cornacHo Tpebosa-
HUSIM HacToALLero cTaHgapTa.

4.3.4 flo3umeTpus, npumeHsaemas npu paspaboTtke, BanmgaLlum u TekyLiem KOHTpose npotecca ctepunansa-
Luun. fo/mkHa obecneynBaTb €4MHCTBO N3MEPEHUIA, BN/IOTb 10 HALMOHAIbHOTO UM MEXAYHAaPOAHOro 3Tas/IOHO0B, 1
MMeTb U3BECTHbIi ypOBEHb HEONPEAeIEHHOCTU U3MEPEHUA.

4.4 V3MOpOHUe, aHan13 1 UcnpassieHre. YNpaB/ieHe HeCOOTBETCTBYOW el NpoayKumneit

Mpouenypbl KOHTPONSA NPOAYKLMW, NPU3HAHHOW HECOOTBETCTBYIOLLEN, a TaKXe npoLeypbl KOppekuuu, Kop-
pexkTupytoLero n npegynpexaaroLLero 4eicTeusa 4OMKHbI 6blTb YCTAHOB/IEHBI M COOTBETCTBOBATH NPUMEHUMBIM
pasgenam IS 013485.

5 CocTaB/ieHMe TEXHUUYECKUX TpeBGoBaHWii Ha CTEPUNU3YIOWMIA areHT

5.1 CTepunsyrLmnii areHT

5.1.1 lofxeH 6bITb yCTAHOBJIEH TUM pagnaLmnmn Ans NPUMEHeHNa B CTEpUIN3aLoHHoi o6paboTke.

5.1.2 [1ns 3N1eKTPOHOB UM PEHTTEHOBCKUX lyyeil [o/KeH 6biTb yCTAHOB/IEH YPOBEHb 3HEPTUMN 3/IEKTPOH-
HOro ny4ka. Ecnu ypoBeHb sHeprum 3fieKTpoHoB npesbiwaeT 10 MaB nnn yposeHb 3/1€KTPOHOB A/19 reHepupoBsa-
HUS PEHTITeHOBCKUX Nlyyeli npesbiwaeT 5 MaB. gonxHa 6biTb NpoBeeHa oLeHKa BO3HUKHOBEHWNA HaBeAEeHHO
pajnoakTMBHOCTM NPOAYKLMUW. Pe3ynbTaT OLeHKU 1 060CHOBaHVE NPUHSATLIX PELEeHNiA JO/MKHbI 6bITb JOKYMEHTH-
poBaHbI.

5.2 MukpobouyngHasa achpeKTMBHOCTb

PapunauunoHHasn nHakTMBaunsa MMKPOOPraHM3mMoB M NPUMEHEeHne paanalmm B npoueccax ctepunnsayum sce-
CTOPOHHE OCBeLLeHbI B inTepatype. 13 nutepaTypbl MOXHO NOYEPMHYTb 3HAHWA TOTO, KaKMM 06pa3om nepemeH-
Hble BE/IMYMHbI NpoLecca BAUSAIOT HA MMKPOGMOIOTMYeCKY0 NHaKTUBauuilo. Hactoawmii cTaHAapT He COAepXUT
Tpe6oBaHUii cCbiNOK Ha Takne obLne nccnefoBaHns MUKPOBMONOrMYECKON MHaKTUBaLUN.
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5.3 BnnaHne matepmanos

BavsHne pagvauun Ha LLMPOKWIA CNeKTp MaTepuasos, NPUMEHSeMbIX A1 U3TOTOBAEHUSA MeAULUHCKNX W3-
fenuii. BCeCTOPOHHEe U3y4YeHo, N UTOoroBast AOKyMeHTaLus Heob6xoArma TeM, KTo 3aHMMaeTcst NPOeKTPOBaHUEM 1
pa3paboTKoil MeANLMHCKUX U3AENNA, CTEPUNN3YEMbIX PagnalMoHHbIM cocobom. HacToswuii cTaHAapT He Tpe-
6yeT npoBeAeHNsA uccnefoBaHnil No BUSHWIO HA MaTepuasbl, HO TpebyeT NpoBefeHne nccnefoBaHunii No BAns-
HUIO pagmauumn Ha npoaykuuto (cm. 8.1).

5.4 Bonpocbkl oXpaHbl OKpyXatoLei cpefbl

[lonxHa 6bITb NpOBeAeHa OLleHKa NOTEHLMaNbHOTO BANSHUS pab0Thbl yCTAHOBKU paAnaLuoHHoi cTepunmnsa-
LUK Ha OKpYXaloLLylo cpefy, a Takke nepeynciieHbl Mepbl Mo ee 3awute. Takas oueHka, Bkaovatowas noTeHun-
anbHoe yaapHoe Bo3aeicTBue (eC/iM OHO BO3MOXHO), fl0/IXHA BbITb 4OKYMEHTUPOBAHA, @ Mepbl NpeAoTBpaLle-
HKA (ECNWN OHM onNpeaeneHbl) AO/MKHbI GbiTb YCTAHOB/EHbI M BBE€Hbl B AeiCTBME.

6 CocTaB/ieHMe TexHMYyeckux Tpe6oBaHuii Ha npouecc U o6opyaoBaHue

6.1 Npouecc

[0MmKHBI 6bITb NEpeYncneHbl NepeMeHHbIe BEMYUHBI NPOLLEcca U yCTaHOBNEHbI CPELCTBA TEKYLLETO KOHT-
pons u ynpasneHus UMu.

6.2 O6opypoBaHue

6.2.1 lonxHbl 6bITb YyCTAHOBEHBI 06/1y4aTenb U MeTof ero paboTbl. TexHnyeckne TpeboBaHus Ha 061yya-
Tefb. NP HEO6XOAUMOCTU, [O/MKHbI aHanu3uposaTbes (CM. 12.5.1) n xpaHUTbLCS B TeYEHNe BCEro cpoka ero
cywectsoBaHmsa (cMm. 4.1.2).

6.2.2 icnonb3yemoe ANs ynpasBneHna n/unu Tekylero KOHTPos npouecca nporpaMmmHoe obecneyexmne
[0/KHO 6bITb NOATOTOB/IEHO B COOTBETCTBUYM C CUCTEMOI YyNpaBneHna ka4ecTBOM, NpeAocTaBsowein OKyMeH-
TUPOBaHHOE NOoATBEPXAEHMWE TOTO, YTO NporpaMmMHoe o6ecneyeHre oTBevaeT MPOEKTHbIM 3ajadam.

6.2.3 TexHnyeckne TpeboBaHua ANA ramma-obnyyateneii JO/DKHbI BKAOYaTb, MO MeHblIehd Mepe,
cnegyiwouiee:

a) HavMeHoBaHve 061yyaTens u ero XxapakTepucTuku;

b) TN pagnoHYyKNMAa, ero akTMBHOCTb M TEOMETPUI0 raMMa-NCTOYHMKA,;

C) nnaH NoOMeLLeHns, BKIoYas pacnonoxeHne obnyvarens;

d) mepbl, NnpeanpuHUMaemMble AN pa3geneHna Heo6y4eHHoW 1 06nydeHHon npoaykuum (cm. 10.3 n 10.4);

€) KOHCTPYKLMIO M onucaHue paboTbl BCex AeNCTBYIOLNX COBMECTHO C 06/1yYaTeieM KOHBEeiepHbIX CUCTEM;

f) onncaHve KoHBeiepHO NMHUKN (NNHWIA) 1 fnana3oH ee (MX) CKOPOCTeW;

[l) pasMepbl, MaTtepuasibl 1 0CO6EHHOCTU KOHCTPYKLMU KOHTEHEPOB ANA 061yYeHus.

h) cnoco6 ynpasneHnsa obnyyatenem n Bcemu 4eiiCTBYHOLLMMU COBMECTHO C HUM KOHBEWepHbIMU cuctema-
MU. a TaKke NX 06CnyXnBaHUs:

i) cpefcTBa MHAMKAL MW NOMTOXEHUA FTAMMa-UCTOUHNKA,;

j) cpefcTBa BOo3BpaTa raMMa-MCcTOYHMKA B MOJIOXKEHNE XPaHEHUS 1 aBTOMaTUYeCKOro NpekpaLleHus gBnxe-
HKA KOHBeliepa nNpu oTkase TaliMepa ynpas/ieHUs NpOoLEeccoM Un KOHBeepHoii cucTemol;

k) cpeficTBa BO3BpaTa raMma-ncTo4YHMKA B MOIOXEHNE XPaHEeHNS 1 aBTOMAaTUYeCKOro npekpaLleHns gBuxe-
HVSA KOHBEliepa U cpeacTBa MaeHTUdUKaLMM NoABepriieiics paguanyumn NnpoayKLnm, ecam raMMa-ncTouHNK Ha-
XOAMUTCH He B NpefHa3HayeHHOM MecTe.

6.2.4 TexHuyeckune TpeboBaHNa ANa obyyateneil C 3N1€KTPOHHBIM MyYKOM JO/DKHbI BKOYATb, N0 MeHbLUel
mMepe, cneaytouee:

a) HauMeHoBaHue 061yyaTens n ero xapakTepucTuku;

b) XapaKTepuCTUKN 3/IEKTPOHHOTO Nyyka (3HEepPruto 3/1EKTPOHOB W, €C/IM 3TO NPUMEHNMO, CPEHUI TOK NyyKa,
LUMPUHY 1 pABHOMEPHOCTb CKAHMPOBaHUSA);

C) N1aH NoOMeLLeHns, BK/IOYas pacrnosioxeHne obnyyarens;

d) mepbl, NnpeanpuHMMaeMble 4NN pasgenieHnss HeobnyyeHHol 1 o6nyyeHHOW npoaykuum (cm. 10.3 n 10.4);

€) KOHCTPYKLMIO 1 onncaHue paboTbl BCeX AeliCTBYIOLNX COBMECTHO C 06/1y4aTeieM KOHBEMEepHbIX CUCTEM;

f) onucaHwe KOHBeepHOWN NUHUK (NUHWIA) M Anana3oH ee (MX) CKOPOCTel;

[l) pa3Mepbl, MaTtepuasibl 1 0CO6EHHOCTU KOHCTPYKL UM KOHTeiHepPOB AN 061yYeHus;

h) cnoco6 ynpaBneHus obnyyarenem n BCEMU AeNCTBYOLWMMMN COBMECTHO C HUM KOHBEWEPHbLIMU cUCTEMa-
MU. a Takxe X 06CnyxmBaHus;
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i) cpeacTBa MHAMKaUMKM paboThbl Nyyka U KOHBeepa:

j) cpeAcTBa aBTOMATUYECKOTO NpekpalyeHns 06ydyeHuns npu Ni060om oTkase KoHBelepa, BAUSIOLEM Ha
Aosy;

k) cpeacTBa npekpalleHna ABUXEHNA KOHBeepa v cpefcTea nageHtudmkaym nogseprueiica pagnauum
NPOAYKLMUN NMPU BO3HUKHOBEHNW /1I060r0 0TKasa B Myyke.

6.2.5 TexHuyeckne Tpe6oBaHUSA ANA PEHTTEHOBCKNX 061yyaTenei fJoMKHbI BKOYATb, N0 MeHbLIER Mepe,
cnegywoluee:

a) HauMmeHoBaHVe o61y4aTens u ero xapakTepucTukuy;

b)XapaKkTepuCTKN 3/TEKTPOHHOTO Nyyka (IHEPrui0 3N1eKTPOHOB UM PEHTTEHOBCKUX Nyyeil n. ecnu 3To npu-
MEHWMO. CPpeAHNIA TOK Myyka, WMPUHY U PAaBHOMEPHOCTb CKaHUPOBaHWA);

C) pa3mepbl, MaTepuasbl U 0COGEHHOCTU KOHCTPYKLUM PEHTTEHOBCKOro KOHBEpTOpa:

d) nnaH nomMelleHuns, BKIOYaa pacnonoxeHune obnyyarens;

e) Mepsbl, NpegnpuHMMaemMble 415 pasfesieHns Heobay4YeHHoW n 061ydeHHoN npoaykyum (cM. 10.3 n 10.4);

f) KOHCTPYKLMIO M onNncaHme paboTbl BCEXAENCTBYIOLWMX COBMECTHO C 06/1y4aTeneM KOHBEMEPHbIX CUCTEM;

[) onucaHune KOHBEepHOo NUHUK (IMHWIA) N Anana3oH ee (MX) CKopocTeld;

h) pasmepbl, maTepranbl 1 0CO6€HHOCTN KOHCTPYKL MU KOHTENHepoB AN 061yveHus;

i) cnocob ynpaBneHus o6nyyaTenem n BCEMU AEACTBYOWMUMN COBMECTHO C HAM KOHBEiepHbIMU cuctema-
MU, a TaKxe ux 06CnyXunuBaHus:

j) cpeacTBa MHAMKaUUM paboTbl Nyyka u KOHBelepa:

k) cpefcTBa aBTOMaTM4eCcKOro npekpalwieHns 06ny4eHns npu N1060mM oTkase KoHBeliepa, BAMSAIOLWEM Ha
fosy:

T) cpeAcTBa nNpekpalleHnsa ABUXEHUSI KOHBeliepa nnm cpeacTsa uaeHTudmkauny nogseprieiica pagua-
LUn NpoAYyKL MM NPU BO3HMKHOBEHMM N060ro oTkasa B Myuyke.

7 OnpegeneHve NpoayKuuu

7.1 MpoayKkuma, npefHasHavyeHHas ANa cTepuansannm, Bkayas ynakosoyHble matepuasl, fO/KHa 6bITb
yCTaHoB/EHA.

7.2 loNMXHbI 6bITb YCTAHOBNEHbI U3MEHEHNA B NPOAYKLMUN, €€ yNnakoBKe UK B NONOXEHUN NMPOAYKLUN BHYT-
pu ynakosku (cm. 12.5.2).

7.3 lonxHa 6bITb yCTaHOB/IEHA W BBEeHa B AelicTBMe cnuctema, obecneynsarllas KOHTPOb COCTOAHUA
npoAyKuun, NpefoCcTaBNeHHON N5 cTepuansauuy, B TOM Yucne ee 6noHarpysku, Ytoosl achheKkTMBHOCTL NpoLec-
ca cTepuamsaunm He Morna 6biTb yxyaweHa. 3 (PekTUBHOCTb CUCTEMbI AO/DKHA ObITh NOKa3aHa, ¥ 40/KHA BKO-
yaTb onpepeneHne 6uoHarpyskm B cootsetcteumc 1SO 11737-1.

7.4 Ecnn TpebyeTcst yCTaHOBUTb CTEPUAN3YIOLLYIO [03Y A1 CeMelicTBa NPOAYKLNUW, TO JOKHbI BbINO-
HATbCSA TpeboBaHMA K CeMecTBY NPoAyKLUN, npuBefeHHble B ISO 11137-2. pasgene 4.

7.5 Ecnnans uenein Tekywein o06paboTkm HE06X04MMO NPUMEHUTL KaTeroputo 06paboTku, To f0/KHA ObITb
npoBefieHa oLleHKa NPOAYKLMN HAa COOTBETCTBUE JOKYMEHTUPOBAHHbLIM KPUTEPUSIM U NPUHATO peLleHne, [o/mKHa
NN NpoAaykums 6bITh BKIKOYEHa B KaTeroputo 06paboTkn. OLeHka foMKHa BKIoYaTb PACCMOTPEHNE NepeMeHHbIX
napameTpoB, CBA3aHHbIX C MPOAYyKUMel N BANSAIOWUX HA HEOGXOANMYI0 [03Y U Ha TEXHUYEeCKne TpeboBaHus
06paboTkn. BbiBOALI NPOBEAEHHON OLeHKN J0/MKHbI 6bITh JOKYMEHTUPOBaHbI (CM. 4.1.2).

7.6 Tepuogunyeckn oMKEH NPOBOAUTLCA aHa/IM3 KpUTEPUEB OLLEHKM NPOAYKLMM AN BKIOYEHNSA ee B KaTe-
ropuio 06paboTKuN 1 KpUTEPUEB OLLEeHKM TPYNMbI NPOAYKLMM, COCTaBNAIOLW el KaTeropuio 06paboTku. BbiBoAbl Tako-
ro aHanusa fAo/KHbl O6blTb JOKYMEHTUPOBaHbI (CM. 4.1.2).

8 OnpepeneHne npouecca

8.1 OnpeaeneHne MakCMMasibHO [ONYCTUMOI A03bl

8.1.1 ina npoAyKumMmn 4O/HKHA ObITb ONpefesieHa MakcuMmanbHas gonyctuMmas gosa. lNocne o6paboTkm Mak-
CUManbHO AONYCTUMOW [030M, NPOAYKLMA AO0/KHA COOTBETCTBOBATbL YCTAHOBMEHHbLIM (PYHKLNOHAIbHLIM Tpe6o-
BaHUSIM Ha NPOTSHXKEHWUN BCETO ONpPeAeeHHOro CpoKa Cryx6bil.

8.1.2 Mpwv onpefeneHnn MakcumasbHO J0onycTUMOl f,03bl HEO6XOAMMO 06eCneynTb:

a) npuBfeYeHue yupexpeHus, cCrnocoGHOro MNPOM3BECTW OLEHKY NPOAYKUWM C TOUYKM 3peHus ee
Ha3HayeHus:

b) penpe3eHTaTUBHOCTb NPOAYKUNN — ee COOTBETCTBYME TOl. KoTopas 6yaeT obpabaTsiBaTbCs B TEKYLLEM
npowecce:
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c) COOTBETCTBYIOL W MCTOYHWUK pagmaumnm, CnocoGHbIi reoMeTpUYeckn 1 KONMYeCcTBEHHO TOYHO obecne-
4nTb Tpebyemyio o3y {cm. 8.4.1).

8.2 OnNpoao/eHnNo cTepnnmnsytoLein Ao3bl

8.2.1 ina npoaykuuu go/mkHa 6biTb onpegeneHa ctepuaunsyollas gosa.

8.2.2 ina onpefeneHns cTepunnsyoweii 403bl NPUMEHAETCA OAUH U3 ABYX NOAXOL0B:

a) nonyvalT faHHble N0 KOMYEeCTBY GMOHArpy3Kku n/mnu ee ycToliuMBOCTU K paguaunm n NCNonb3yT uUx
ANA onpefeneHnsa ctepunusytoein fo3bl.

MpumeuaHune — MeToabl onpeaeneHns CTepunmsytoweli 403bl U YCN0BUSA, NPU KOTOPbIX OHWU MPUMEHUMbI,
npueegeHsl B nyHkTe 6.1 ISO 11137-2;

b)cTepnnusyloLwyo 403y BbIGUpaT 13 3HaveHunii 25 nnm 15 kF'p n 060cHoBbLIBaIOT BbIGOP. Mpn 060CcHOBA-
HWW BbIGPaHHO [,03bl NEPBUYHbIV NPOU3BOANTENbL AO/MKEH UMETb floKa3aTeNbCTBa TOro, YTO OHa cnocobHa obec-
neynTb AOCTUXEHMNE YCTAHOB/IEHHbIX TPe60BaHNiA K cTepunbHoCcTH (cM. 1.2.2).

MpumeyaHune — Metogpl VD *151 VOmax15060CHOBaHUS CTEPUNM3YIOLLEN [03bl U YC/IO0BUS, NPU KOTOPbIX
OHM MPUMEHUMbI, MpuBeAeHbl B nogpasgesne 6.2 ISO 11137-2. 3TM MeToAbl HanpasfieHbl Ha OOCTUXEHWE YPOBHSA
cTepunbHocT 10'B.

8.2.3 Mpu onpegeneHnmn cTepunmnayoLeil 03bl He06XoANMO o6ecneynTb:

a) npuBaievYeHne KOMNEeTEHTHON MUKPO6MOoornyeckoin nabopatopum 4N NpoBeAeHNs U3MepeHnii buoHar-
py3ku BcooTBeTCcTBUU C I1SO 11737-1 v ucnbiTaHWIi CTEPUIBHOCTM B COOTBETCTBUM ¢ ISO 11737-2:

b)penpeseHTaTMBHOCTb NPOAYKLUN — ee COOTBETCTBME TOl. koTopas 6yaeT 06pabaTbiBaTbCs B TEKYLLEM
npouecce:

C) COOTBETCTBYIOLL M NCTOYHNK paguaLmm, Cnoco6HbIVi reoMeTpuyecKn 1 KOMYeCcTBEHHO TOYHO obecneynTb
Tpebyemyto fo3y (cm. 8.4.2).

MpumeyaHune — PykoBOACTBO NO AO3MMETPUYECKMM BOMNpPOCaM pajyaLMoHHON CTEPUAN3aLUM MOXHO HakTh
B 1SO 11137-3.

8.3 YcTaHOB/IeHME MaKCMManbHO AOMNYCTUMOM A03bl U CTEPUNN3YIOLLEN [03bI

MakcumasnibHO fonycTuMas 403a U CTepUn3youLas 403a 415 NPoAYKLWUM LO/KHbI GblTb YCTAHOB/EHbI B
[OKYMeHTauun.

8.4 MNMepeHOC 3HAYEeHU MakCMMasibHO AONYCTUMOM, MPOBEPOYHON U CTEPUNN3YIOLW el A03bI
C 0JHOTO NCTOYHUKA 06/TyHEHUS HA APYTOi

8.4.1 MNMepeHOC 3HAYEeHUN MakCMMasibHO [0NYCTUMOI A03bl

Mpu nepeHoce 3HAYEeHNSI MakCMMasabHO A0NYCTUMOW A03bl HA UCTOUYHMK, OTINYalLWKIACSA OT TOrO, Ha KOTO-
pom fo3a 6bln1a onpefeneHa nepBoHavanbHoO, AO/HKHA ObITb MPOBEAEHa OLeHKa pasinynii napameTpoB 061yye-
HUS 3TUX ABYX UCTOYHWKOB, NOKa3blBalLWwas, 4To 3TW pa3NMuns He BINAKT HA 060CHOBAHHOCTb 403bl. OLEeHKa 1
BbIBOAbI fO/IKHbI ObITb 4OKYMEHTUPOBaHbI (CM. 4.1.2).

8.4.2 MepeHOC 3Ha4YeHN i NPOBEPOYHON A03bl UM CTEPUNN3YIOLLEN [,03bl

8.4.2.1 MepeHOC 3HaYeHN i NPOBEPOYHON A03bl /TN CTEPUNU3YIOLLEN A03bl HA UCTOYHWK, OTMYalOLWMACA OT
TOro, Ha KOTOPOM A03a 6bln1a onpejeneHa NepsoHavyasbHO, A0NyCKaeTCa TO/bKO B Cayyasx, Korga:

a) NonyyeHbl AaHHble, NokasbiBawL e, YTO pa3nuna B paboynx napameTpax gByX UICTOYHNKOB 06/1yHeHns
He BAUAIOT Ha MUKPOBULMAHYI0 3D (heKTUBHOCTD;

b)npumeHumbl ycnosusa 8.4.2.2 unn 8.4.2.3.

8.4.2.2 ina npoAyKuuun, He cogepxalyeii BOAY B XUAKOM COCTOSSHUU, MEepPeHOC 3HA4YeHU NPOBEPOYHOI
[03bl AV CTEPUIN3YIOLLEN A03bl AOMYCKAETCS:

a) c oHOro ramma-o6syyarens Ha Apyroii;

b)c 04HOro reHepaTopa 3/1eKTPOHHOTO 1yya Ha ApYroi,

C) CoHOro reHepaTopa peHTreHOBCKUX Nlyyeil Ha Apyroii.

8.4.2.3 lnsa npoAyKuun, cogepxallei Bogy BXUAKOM COCTOSHUN, MEePeHOoC 3Ha4YeHN i NPOBEPOYHO A03bI
UNN cTepUNU3yloLL el 03bl ONyCKaeTCa:

a) COoAHOroramma-obnyyartens Ha Apyroi;
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b) c ogHoro reHepartopa 3/1eKTPOHHOrO Slyya Ha A4pYyroii Npu ycioBnm, YTO OHW paboTalT Npu 0J4UHAKOBbIX
napameTpax:

C) coAHOro reHepaTopa peHTreHOBCKUX /lyvyell Ha Apyroi Npu ycnoBun, 4To oHn paboTalT npu oguHaKko-
BbIX NapameTpax.

9 Banupgauund

9.1 ATTecTaymnsa yctaHOB/IEHHOro obopyaoBaHus

9.1.1 ina o6nyvyatensa n CBA3aHHOI C HUM KOHBENepHOW cucTemMbl AO/MKHbI 6bITh YCTAHOBJIEHbI paboyne
npoueaypsbl.

9.1.2 O6opypoBaHue A9 06paboTku 1 BCoMmoraresibHoe 060pyAoBaHne, BKIoYas Heobxogmumee nporpamm-
Hoe o6ecneyeHune, 0/MKHbI 6bITb UCMbITAHBI C Le1bl0 NOATBEPXAEHNA UX Pab0Tbl B COOTBETCTBMM C MPOEKTHLIMU
xapaktepuctukamu. MeTofbl UCNbITAHUA U pe3ybTaTbl 0/XKHbI OblTh J,OKYMEHTUPOBaHbI (CM. 4.1.2).

9.1.3 /lto6ble U3MEHEHUSA, BHECEHHbIE B 06/1yyaTe/lb BO BpEMSA MOHTaXa, [0/IKHbI ObITb JOKYMEHTUPOBAHbI
(cm. 6.2.1).

9.1.4 insa ramma-o6ydaTens f,o/KHbI 6bITb JOKYMEHTUPOBAHbI aKTUBHOCTb UCTOYHMKA 1 ONMUCaHKe pacno-
NOXEHNA OTAENIbHbIX KOMNOHEHTOB UCTOYHMKA (CM. 4.1.2).

9.1.5 1N 3aNeKTpoHHOro obnyyarens AO/KHbI 6biITb LOKYMEHTUPOBAaHbI XapakTepucTuku nyyka (aHep-
TSt 3M1EKTPOHOB, CPpeAHWi TOK Nydyka, a Takke LMPUHA U OAHOPOLHOCTb CKAHMPOBAHUSA, TAe 3TO MPUMEHUMO,
cM. 4.1.2).

9.1.6 lnA peHTreHoBCKOro 06yyaTens 4oMKHbl 6bITb 4OKYMEHTUPOBAHbI XapakTepuCcTUKN Nyyka (3Heprus
3/1eKTPOHOB WM PEHTTEHOBCKUX /TyYeil, cpefHNiA TOK Myyka, a Takke WUPpWUHa 1 OJHOPOLHOCTbL CKAHWPOBAaHWSA, rae
370 NPUMEHNMO, CM. 4.1.2).

9.2 ATTecTauusa gericTBytouiero obopynoBaHus

9.2.1 Mepep npoBeAeHEM aTTecTauun geiicTeytowero obopygosanuns (ALO) fomkHa 6bITh NOATBEPXKAEHA
Kanmbposka Bcex NpnbopoBs, B TOM ynucse NpubopoB AN UCNbITAHUA, NPUMEHAEMbIX AN TEKYLLEero KOHTPoNs,
ynpaB/ieHUsl, UHgMKauum n peructpauum (cm. 4.3.3).

9.2.2 A1O f0/MKHA BbINOJIHATLCA NyTeM 06/1ly4eHNsA TOMOreHHOro MaTepuana, penpe3eHTaTMBHOIO Mo OTHO-
LWEeHWNI0 KCTepPUIN3yemMoin NpoayKunn, ¢ Lienblo nokasatb, 4To 060opyAoBaHne obecneynsaeT Tpebyemblil guana-
30H 103bl 419 NPOBEEHNA YCTAHOBNIEHHOTO Npouecca ctepunusayum (cM. pasgen 8). A4O fonxHa nokasarb, 4To
o6nyyaTenb Nocne 3aBepLlleHnsa MoHTaxa cnocobeH paboTartb 1 06ecneymBaTb COOTBETCTBYHOLLME A03bI B peje-
nax yCTaHOB/IEHHbIX KPUTEPUEB NPUEMIEMOCTH.

9.2.3 ins onucaHns o6nyyatens ¢ TOYKM 3peHNs NPOCTPAHCTBEHHOrO pacnpeaenenns 4o3bl (cM. 9.2.4) nee
HepaBHOMEpPHOCTM (CM. 9.2.5) 4O/KXHO BbINOHATLCA TONorpadpoBaHne f03bl.

MpumeyaHune — PykoBoAcTBO No Tonorpacupoeakunio fo3bl npueegeHo B 1ISO 11137-3.

9.2.4 TonorpadupoBaHune 103bl O/HKHO BbINONHATHCA C UCNONb30BAHWEM KOHTelHepa AN 06nyyeHns, 3a-
MOJTHEHHOTO OAHOPOAHBLIM MO NJIOTHOCTU MaTeprasom 40 BEPXHETO Npejesia CornacHo NPoeKTHOW AOKYMeHTaLun.
B KkoHTeliHepe ANns onpegeneHnsa A03bl B TOYKaX HA pas/IMYHbIX onpeaeneHHblX rnybuHax BHyTpuM matepunana
[O/KHbI NPUMEHATLCA AO3UMETPbI.

TonorpadupoBaHmne [03bl J,0/HKHO BbINOAHATLCSA NPY 3 PEeKTUBHON MMUTALUN NOSTHOCTbLIO 3arpy)XeHHOro
obnyuyartens, 4n5 3TOro B 06/1yyatese yctaHaB/IMBaOT 4OCTATOYHOE KOIMYECTBO KOHTENHEepOoB, 3aN0/IHEHHbIX 4,0
BEPXHEro npejenaTeM Xe MatepuasioM, YTO U KOHTeNHep ¢ Ao3umMeTpamMu.

9.2.5 KonmyecTBO KOHTEIHEPOB, NPUMEHSIEMbIX A4/151 TO10rpaddMpoBaHnNs A03bl, O/THKHO ObITb ,0CTATOUYHLIM
ONA BbIBEHUA pacnpefeneHns u HepaBHOMEPHOCTM [,03bl MeXAYy KOHTeliHepamu.

9.2.6 Ecnn gnsa 06paboTkv NpoAyKLMn NpuMeHsoT 601ee 04HOro KOHBEiepHOro MapLpyTa, To Tonorpadgu-
poBaHue A03bl LO/HKHO 6biTh BbIMOIHEHO AN KAXA0ro MapLuipyTa.

9.2.7 BnusiHne npepbiBaHns npolecca Ha 403y A0/DKHO 6biTb onpeAeneHo n 4oKyMeHTUpoBaHo (cMm. 4.1.2).

9.2.8 [lokymeHTaLus no ronorpadrpoBaHuio A03bl f0/KHA BK/IOYaTb B CE651 onMcaHne KOHTeliHepoB AN1a
061yyeHns, pabounx napamMmeTpoB ob6ayyaTens, UCNOb30BaHHbIX MaTeEPUanoB, U3MepPeHUii [,03bl U CAeNaHHbIX
BbIBOAOB (CM. 4.1.2).

9.2.9 AnA ramma-o6yyaTeneil Ao/kHa ObITb onpejesieHa B3aMMOCBA3b MeXAY YCTaHOBKON Talimepa,
CKOpOCTbIO KOHBeliepa 1 4030/A.

9.2.10 4N 3NeKTPOHHO-NTyYeBbIX U PEHTTEHOBCKMX 061yyaTeneii OTKNOHEHUS XxapakTepucTuk ayda (cm. 9.1.5
nnn 9.1.6) Bo Bpems TonorpadunposaHunsa 403bl 40/DKHbI 6bITb B pefenax fonyCcKoB TEXHUYECKUX XapaKTepucTumk
obnyyatens (cm. 6.2.4 unn 6.2.5).
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9.2.11 [lNs 3NeKTPOHHO-NTyYeBbIX U PEHTIEHOBCKMX 061yyaTeneli 4o/kHa 6bITb ONpejeneHa B3auMoCBA3b
Mexay xapaktepuctukamm nyda (cm. 9.1.5 1 9.1.6), CKOpoCTbIO KOHBeliepa 1 f030iA.

9.3 ATTecTaumns akcnayatmpyemoro o6opygosaHus

9.3.1 TonorpadmMpoBaHyve f03bl J0/HKHO 6bITh BbIMOJTHEHO C MCNO/Ib30BAHNEM NPOAYKL MW, 3arpPy>XEHHOW B
KOHTeHep Ansa 06/1y4eHnst B COOTBETCTBUM C YCTAHOBJIEHHOI CXeMOA 3arpy3ku, 4Tobbl:

a) onpeAennTb 3HAYEHUA MaKCHMaibHOW N MUHUMaNnbHOM A03bl U MecTa X PacnosioXeHus;

b) onpeAennTb B3aMMOCBA3b MeXAY MakCumManbHON/MUHUManbHOI f030W 1 40301 (fo3aMu) B MecTe (Mec-
Tax) TeKyLLero KOHTpoA.

9.3.2 Mpu atTecTayum akcnayatTmpyemoro o6opyaosaHusa (A20) gomkeH 6bITb OnrcaH cnocob npegocTaB-
NeHns NpoayKUMK Ha cTepuansaumnio. B Hero fo/mkHbI BXOAUT;

a) pasMepbl U MJIOTHOCTb YyNakoBaHHOM NPoAYyKLUN;

b) OpueHTauns NpoAyKLUN BHYTPU YNaKoBKK;

C) onucaHune KoHTeliHepa gnsa 06yvyeHns (ecnu BHyTpU obayyaTens MCnofb3yTCA KOHTENHepPbl pasinyHbIX
TUNOB);

d) onncaHue KOHBeepHOro MapLipyTa (ecnm BHYTpPU obnyyartens Ucnonb3yrTca pasHble KOHBeWepHble
MapLpyTbl).

9.3.3 TonorpachupoBaHue 403bl A0/HKHO ObITb BbINO/THEHO A/19 KaX 0 kKateropun o6paboTku (cMm. 7.5).

9.3.4 Ecnu npu TekyLliein o6paboTke HEOH6X0AMMO UCNONb30BATb HACTUYHO 3aM0IHEHHbIE KOHTEeWHepbl ANS
06/1y4eHNs, TO JO/KHO OblTb YCTAHOB/IEHO U OKYMEHTUPOBAHO (CM. 4.1.2) BANSAHME YACTUYHOIO 3an0/IHEHUSA Ha:

a) pacnpegesieHne 403bl BHYTPU KOHTEHEPOB A/151 061yYeHus;

b)A03y v ee pacnpefeneHne B 4pyrux KOHTeHepax, Haxogsawmxca B obnyyartene.

9.3.5 TonorpacupoBaHue f03bl LOMKHO ObITb BbIMO/THEHO C UCNO/b30BaHNEM penpe3eHTaTUBHbIX KOHTelHe-
poB 4151 06/1y4eHNS B 4OCTATOYHOM WX KONIMYECTBE, YTOObI ONpeAennTb OTKNIOHEeHNe 403bl MeXAy KOHTeliHepamu.

9.3.6 TonorpadupoBaHmne A03bl 4O/HKHO 6biTb BINOHEHO /151 K&X,0r0 KOHBEepHOro MapLipyTa, UCMo/b-
3yemoro gnsa o6paboTku onpefeneHHol NpoayKLmm.

9.3.7 lna ramma- n peHTreHoOBCKUX obnyyatenei TonorpauposaHue Ao3bl JO/KHO O6bITb BbINOMHEHO C
Lefblo onpeaenieHns NpoAyKLun v kateropuit 06paboTkmn (eCM OHW NPUMEHSIOTCS), KOTOPbIE MOTYT 6bITh 06pa-
60TaHbl BMecCTe C NpoAyKUUENi, C KOTOPOI NPoBOAMIOCHL ToNorpadupoBaHmne. [LoNXHO 6bITb ONpeaeneHo pacnpe-
AeneHune [03bl B NPOAYKLMW pa3MYHO NNOTHOCTU, HaxoAaswenca B obnyyarene, € Lenbio onpegeneHns npoayk-
LMK, KOTOPYI0 MOXHO 06pabaTbiBaTb BMECTe.

9.3.8 lokymeHTaL s no ronorpacMpoBaHunio 403bl 40/KHA BKIOYATb B Ce65: onncaHne KOHTeliHepoB AN
0671yyeHuns, cxeMbl 3arpy3kn, KOHBeepHOro MmapLpyra, paboynx napameTpos ob6nyyaTens, UsmepeHunin 403bl 1
caenaHHbIX BbIBOAOB (CM. 4.1.2).

9.4 AHanuns n yteepxjeHue sBannpaynu

9.4.1 Nnpopmaumsa, NnosyyeHHas BO BpeMs BCex BUAOB aTTecTauynm (yCTaHOB/IEHHOTO, AeiCTBYIOLIEro 1
akcnayaTupyemoro o6opyAoBaHus), 4o/mkHa 6biTb NpoOaHann3nposaHa. BbeiBog no pesynbTaTtaMm aHannsa gomkeH
6bITb OKYMEHTUPOBAH (CM. 4.1.2).

9.4.2 Ha 0CHOBaHUKN pacCMOTPEHUS HdhOPMaL MK 1 €0 aHa/IU3a [AO/KHbI 6bITb MOATOTOB/IEHBLI TEXHUYECKMNE
XapakTepucTuku npouecca (cm. 4.1.2).

9.4.3 ns ramma-o6/1y4eHuns TeXHNYeCcKue xapakTepucTuku npoLecca Jo/MKHbl cogepxaTtb:

a) onucaHue ynakoBaHHoM NpoAyKumMm, BKItoYas pasmepsbl, N10THOCTb U OpUeHTaLuio NPoAYKLMN B ynakos-
ke (cm. pasgen 7. 9.3.2), nUX 4ONYyCTUMbI€ OTK/IOHEHUS;

b) cxemy yknagku npoAyKLumn BHYTPU KOHTeliHepa Ansa obnyyeHns (cm. 9.3.1);

C) ncnonb3yemMble KOHBeepHble mapwpyTbl (cM. 9.3.6).

d) makcumanbHO fonycTumyto Ao3y (cm. 8.1);

e) cTepunusyrouyo gosy (cm. 8.2):

f) ans npoaykumu, nogaepxusatoleil pocT MUKPOOPraHM3MOB. — MakCUMaslbHbI UHTEepBas BpeMeHn Mex-
[y NpOn3BOACTBOM NPOAYKLUMN 1 3aBepLIEHNEM 06/1yHeHUs;

L) TOUKY (TOYKM) TEKYLLero fo3MMeTPUYECcKOro KOHTPONSA (KOHTPO/IbHbIE TOYKN);

h) B3anmocBa3b Mexay 4030l B KOHTPONbHON TOUKe (TOYKax) ¥ MUHUMaIbHON N MakCcUMasnbHOl fo3aMu
(cm. 9.3.1);

i) 4Ns npoAyKuMmn, KOTopas Ao/HKHa NOABEPraTbCst MHOTOKpaTHbIM 3KCMO3MLUAM B pagMaLuoHHOM none. —
BCE HEOBXONMblE U3MEHEHUS ee OpUEeHTaL MmN MeXay 3KCNo3NLUAMN.
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9.4.4 [Nna 3NeKTPOHHO-NYy4eBOr0 U PEHTITEHOBCKOro 06/1y4eHNA TeEXHNYECKMe XapakTepucTKM npouecca
[OJIKHBI cofiepxaTb:

a) onucaHue ynakoBaHHO NpoAyKLMK, BKAOYAA pasmepsbl, MI0THOCTb M OpMeHTaL Mo NpoAyKLUUN e ynakoB-
Ke (cm. pasgen 7.9.3.2). n UX 4ONYCTUMbIE OTK/IOHEHUS;

b)CcXeMy yknafku NpoayKunu BHYTPU KOHTEHepa ans 06yyeHus (cm. 9.3.1):

C) ucnosb3yemble KOHBelepHble MapLpyTbl (CM. 9.3.6);

d) makcumanbHoO gonycTumyto o3y (cm. 8.1);

e) cTepununsytoLLyo gosy (cm. 8.2);

f) ans npogykumun, nogaepxusatoLleii pocT MUKPOOPraHN3MOB. — MakcUMasbHblli IHTEPBaT BPEMEHN MeX-
[y Npon3BOACTBOM NPOAYKLMUMN 1 3aBepLIeHneM 06/1y4eHuns:

[) TOYKY (TOYKM) TEKYLLEero 4O3MMETPMUYECKOTO KOHTPOSA (KOHTPO/IbHbIE TOUKN);

h) B3anmocBs3b Mexay 03011 B KOHTPOJIbHON TOUKe (TOYKaX) U MUHUMAsIbHOW 1 MakcMMasbHOWM fo3amu
(cm. 9.3.1);

i) paboune napameTpbl obnyyatens u uUx [ONYCKM (Hanpumep, XapakTepucTuKW yvya U CKOPOCTb
KoHBeliepa);

j) &N npoAykuun, kKotTopas Ao/XHA NoABepraTbCA MHOrOKpPaTHbIM 3KCNO3ULUAM B pajnaunoHHOM none. —
BCE HEO6XOAUMbIE N3MEHEHUSA ee OpPUEHTaLUN MEeXAY IKCNO3ULUAMN.

10 Tekywuit KOHTPO/b N ynpaBrieHne

10.1 Mpoueaypbl o6palweHnsa ¢ NPOAYKLMENA N COXpPaHEHNA ee LLe/IOCTHOCTU nepej, BO BpeMs 1 nocne
061y4eHNs f0/KHbI 6bITh YCTAHOB/EHbI.

10.2 CucTeMbl cyeTa NPoOAYKLMM N MPOBEPKMN ee KoNnyecTsa AO/DKHbI ObiTb BCTPOEHbI B LLeNOYKy nonyye-
HUSA. 3arpysKku, BbIrpy3kun, obpaleHns v Bbinycka NpoAykuuu. Bce pacxoxAeHusa B KOIMYecTBe fO/KHbI 6bITh
yCTpaHeHbl nepes 06paboTKOW N/MNN BbINYCKOM.

10.3 Heo6ny4yeHHas n 061yyeHHas NPoAYKLMA 4OMKHBI ObITb pasaeneHsbl.

10.4 YyscTBUTE/IbHbIE K 06/TyYEHWIO BU3YasIbHbIE UHANKATOPbI HE A0J/IKHbI UCNOMb30BaTbLCA B KayecTse
[okasaTenbcTBa 4OCTATOYHON pagnaLoHHON 06paboTkmn UK B KaYecTBe eJUHCTBEHHOro cpeacTBa pasnniuns
Mexay 061y4eHHOW 1 HeobNyYeHHON NpoAYKLUNENA.

10.5 MpoAyKuns AO/MKHA 3arpyxaTtbCcsl B KOHTeiHep AN 06/1y4eHUss B COOTBETCTBUN C TEXHUYECKUMM Xa-
pakTepucTukamu npouecca (cm. 9.4.3 nnu 9.4.4).

10.6 Ao3umeTp(bl) 4OMKEH(HbI) ObITb NOMELLEH(HbI) B KOHTPOJIbHYIO TOUKY (TOYKM) A1 TEKYLLLET0 KOHTPONS.
Mocne 0651yvyeHns nokasaHnsa foanmeTpa(os) f0/KHbI 6bITb U3MEPEHbI, a pe3ynbTaT AOKYMEHTUPOBaH (CM. 4.1.2)
1 NpoaHasiM3npoBaH.

10.7 YacToTa MCNONb30BaHUA AO3UMETPOB f0/KHA 6bITb OCTATOYHON ANA TOTO, YTOObI 6bITb YBEPEHHbIM,
4YTO NPOLECC HaXO4UTCA NOJ KOHTPOsIEM. DTa YacToTa u ee 060CHOBaAHWE [0/KHbI ObITb YCTAHOB/EHDI.

10.8 Ana ramma - obnyyarteneii:

a) ycTaHOBKa Taiimepa n/mnm ckopocTb KOHBelepa A0/KHbI 6bITb OTPEryIMPOBaHbI C Y4eTOM pajuoHyKInga-
HOro pacnaja B COOTBETCTBUY C JOKYMEHTUPOBAHHOI NpoLeaypoii:

b)A,0/KHbI KOHTPOIMPOBATLCA U AOKYMEHTUpoBaTbes (CM. 4.1.2) Nof0XeHNe NCTOYHUKA, YCTaHOBKa Talime-
pa n/unu ckopocTu KoOHBeliepa u iBUXEHNE KOHTEeHepoB AN 061ydYeHuns.

10.9 i 3NEKTPOHHO-/TyYEeBbIX U PEHTFEHOBCKUX 06/1yHaTenei Ao/MKHbI KOHTPOMPOBATLCA U JOKYMEHTUPOo-
BaTbCA (CM. 4.1.2) xapakTepuCTUNKN 3NEeKTPOHHOro nyya (cM. 9.1.5 1 9.1.6) 1 cKopocTb KOHBelepa.

10.10 Mpwv BO3HNKHOBEHWW NPEPbIBAHNA U/MAN HECOOTBETCTBUSA NPOLECCa OHU A0/KHbI 6bITb JOKYMEHTUPO-
BaHbl BMECTE C /106bIMU NPEANPUHATBIMY feicTBUAMU (CM. 4.1.2).

10.11 flokymeHTaumnsa o pagnaumnoHHoli 06paboTke A0MKHA coaepxaTb AaTy 06/1y4eHUsa N UMeTb CBA3b C
OOKyMeHTauuel o naptum (cm. 4.3.2).

11 BbinycK nNpoAaykuuu nocne crepuansaunm

11.1 Mpexae 4eM BbINYyCTUTb NPOAYKLMIO NOCNe cTepununsaunm, Heo6xoAnMO BbINONHUTL BCE CNelnanbHble
nepuoguyeckne ucnbiTaHus, KanbpoBkuU, MEPONPUATUA NO 06CNYXNBAHUIO N HEOOXOAMMYIO MOBTOPHYIO aTTecTa-
LMI0. a Takxe [JOKYMeHTUpoBaTb BbIBOAbI (CM. 4.1.2).

11.2 Heo6x0AUMO yCTaHOBUTL NpOLeAypbl aHaNM3a oOKyMeHTaLumn 1 Bbinycka NpoAyKLMm nocne cTepunm-
3auum (cMm. 4.1.2). 3Tn npoueaypbl 4OMKHbI cogepxaTtb TpeboBaHus (Hanpumep, 9.4.3 1 9.4.4). no3sonsawLwne
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npusHaTb NPOLECC CTEPUIN3aL MM COOTBETCTBYIOL MM, C YYETOM HEONpPeaeNneHHOCT N3MEepPUTENIbHON CUCTEMBbI
(cuctem). Ecnv 3T Tpe6oBaHUsl He co6/104EHbI, MPOAYKUUS A0/MKHA 6bITb NPU3HAHA HECOOTBETCTBYOLWEN, U C
Heli Heo6xoaMMO o6palaTbcsa cornacHo 4.4.

YT06bl NpOAyKUMA 6biNa BbiNylleHa Kak CTepuibHas U nocTynuna B o6palleHne, MoXeT noTpe6oBaTbes
LOMOSTHUTENIbHAS OKYMEeHTaL /sl 0 NPOU3BOACTBE U MHCTEKLUS MTPOAYKLMM COTNIACHO CUCTEME YNpaBieHus Kaye-
cTBOM (cM. 1S 013485).

12  MoppepxaHne adPEeKTUBHOCTU NpoLecca

12.1 leMOHCTpauma coxpaHeHmsa achdeKTMBHOCTHN
12.1.1 O6wume ceBegeHUs

CoxpaHsatowascsa atpheKTUBHOCTb yCTAHOB/IEHHOW CTepUAn3ytoLLei A03bl 0/KHA 6blITb NOKa3aHa nyTem
nposegeHuns:

a) onpefeneHns GUoHarpysku c Liefiblo KOHTPOAA KonYecTBa MUKPOOPraHn3mMoB, MPUCYTCTBYIOLWMX Ha NPO-
AYKLWUW. B CPABHEHWW C 3a4aHHbIM KO/IMHECTBOM COT/1aCHO TEXHUYECKUM XapakTepucTukam.

b) ayauta cTtepunusytoweii A03bl C Lenblo KOHTPONS pajuaunoHHON YCTOWUYMBOCTU 6GMOHArpy3kum Ha
npPoAYyKUMIO.

MpumeuaHune — MeToguka NpoBefeHNs ayauTa CTepunusylollein Aosbl, npueegeHHas B 1SO 11137-2,
BK/IIO4AET PyKOBOACTBO MO OMpeAesieHnto GrnoHarpysku.

12.1.2 YacToTa onpeneneHna 6uoHarpysku

12.1.2.1 AnA npoAyKLuMmn co cpegHein 6uoHarpyskoin He meHee 1,5 MakcMManbHblii UHTEPBA BPEMEHW MeX-
Ay ee onpefeneHnammn fo/KeH 6bITb TPU Mecaua.

12.1.2.2 ina npogyKummn co cpeaHeli 6uoHarpyskoii MeHee 1.5 MakcuMasbHbli MHTEPBaAA MexXAy ee onpe-
AeNneHns MU fOo/KEH BbITb TPU Mecsua, ecnu:

a) cTepunusytouiasn gosa 6bina yctaHoBneHa no metoay 2 (cm. 1S 011137-2);

b) 6bina BbiGpaHa ctepunusytowas gosa 25 kl'p (cm. 8.2.2).

12.1.2.3 4nsA npoAyKuum co cpeiHein bnoHarpyskoii MmeHee 1.5 MakcumManbHbIi UHTEPBaN Mexay ee onpe-
AeNneHns MU fOoKeH BblTb 0ANH MecsL, ecnu:

a) cTepunusytowas gosa 6bi1a yctaHosneHa no metogy 1 (cm. ISO 11137-2);

b)6blna BbiGpaHa cTepunusyowasn gosa 15krp (cm. 8.2.2).

12.1.2.4 Ecnu nHTepBas BpeMeHN Mexay NPoM3BOACTBOM NapTuii NpoAYyKUUN NpeBbIWaeT TPU AN OAUH
Mecsil, COOTBETCTBEHHO (cM. 12.1.2.1 — 12.1.2.3). onpefeneHune 6MoHarpy3km fO/XHO NPOBOANTLCS Ha Kax 4o
NpPon3BOACTBEHHOW NapTuun.

12.1.2.5 Ecnu pe3ynbTat onpegeneHns 6MoHarpysku npesbillaeT HOPMUPOBAHHbINM Npeaen, Heob6xoaAnmMo
npoBecTu nccneposaHne B cooTBeTcTBMN ¢ ISO 11737-1. Ecnu B pe3ynbTare UccnefoBaHnsa BbISCHUTCA, YTO
onpegeneHne 6MoHarpy3ky 4ano npaBubHbIA pe3ynbTaTt, L0/HKHbI 6bITb NPeANnPUHATLI AeCTBUS B COOTBETCTBUMN
€ 4.4. a TakKe HemMe[IeHHO NpoBejeH ayauT cTepunusytowei fo3bl. B 3aBMcMMOCTM OT pesynbTaTa ayguTa
cTepunusytouleii 403bl HEO6X0AMMO BbINONMHUTL Cefylollee:

a) ecnv pesynbTaT ayguTa ABNSETCSH HEeYA0BNEeTBOPUTE IbHbIM, HEO6X04MMO NPeaNpPUHATL AeNCTBMA CO-
rnacHo 12.1.3.5;

b)ecnu pesynbtaT ayguTa ABASETCA YA0B/ETBOPUTE bHLIM, & GOHarpy3sKka npofosxaeT npesbiwaTb HOP-
MWpPOBaHHbLI Npefen, cTepunusauuio cnegyet NpoBOAUTb, MCMNOMb3ys [03Y, NMPUMEHSBLUYOCA A0 ayAuTa.
Kpome aToro:

1) ecnu cTepunnsytowas gosa 6oina ycraHosneHa no metogy 1(cm. IS 011137-2). To 4O/HKEH NPUMEHATLCSA
TpexMecsUHblii MHTepBan AN ayanTa cTepunusyloliein Ao3bl 4o Tex nop. noka 6uoHarpyska He BepHeTcs K
HOPMWUPOBaHHOMY Npegeny, NM60 He byaeT NnepeycTaHoBNeHa CTepuUan3yloLLas [03a;

2) ecnu cTepunusytowas gosa 6bis1a yctaHosneHa no metogy 2 (cMm. 1S 011137-2). To 4O/KEH NPUMEHSATLCA
TpexMecsiUHblii MHTepBan ANA ayauTa cTepuansyowei 4o3bl 0 TeX Nop. Noka He 6yAeT 4OCTUTHYTO COOTBET-
ctene 12.1.3.2;

3) ecnu 6bina BbibpaHa Ao3a 25 kI'p c o6ocHoBaHMeM no metody VDmex25, a cpeHas 6uomarpyaka coctaB-
nset meHee 1000, To cnefyeT NPOAO/IKNTL ayAUT A03bl C MPEXHel YacToTOl;

4) ecnu 6bina BoibpaHa fo3a 25 k'p c o6ocHoBaHmeM no metoay VDmex25, a cpeHaa 6uoHarpyska coctas-
nsaet 6onee 1000, TO CTEPUN3YIOLLYIO [,03Y HEO6XO4MMO YCTAHOBUTH C MUCNONb30BAHWEM APYroro MeToaa;
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5) ecnu 6bin1a BbibpaHa go3a 15 k'p c o6ocHoBaHMeM no meTogy YOTax15. a cpeHsAs 6noHarpyska coctaB-
nset meHee 1,5. To criefyeT NPOAO/IKNTL ayAUT [03bl C MPEXHEeR YyacToTol:

6) ecnu 6bina BbiGpaHa fo3a 15 kMp c o6ocHoBaHeM no metogy VDmMM b, a cpegHsis 6uoHarpyska coctas-
nsaet 6onee 1,5, To CTepuMAn3yoLyo 03y HE06X04MMO YCTaHOBUTL C UCMOIb30BaAHWEM APYroro Metoja.

12.1.3 YacToTa ayaAMTOB CTEPU/IN3YIOLLO A03bI

12.1.3.1 MNpw nepBOoHavya/ibHOM onpefesnieHu MHTepBasia BpeMeHN Mexay nposBeeHnemM ayanuTos cTepunu-
3ytouweli 03bl HEO6X04MMO UCNONb30BaTb OA4WNH U3 HUXKENEPEUYNCIEHHbIX MOAX0A0B:

a) BbIbupaeTca TpexXMecsaYHbI MHTEpPBaN BPEMEHN MeXay ayautaMmu 403bl;

b) Npu BbIGOPE NEPBOHAYaILHOTO UHTEPBAIA BPEMEHN MEXAY ayAnTaMu 403bl TOTOBUTCA U JOKYMEHTUPYET-
cs ero obocHosaHue. Npun NoArotoske 060CHOBaHNA HEO6XOANMO YHeCTb U JOKYMEHTUPOBATbL aHa/In3 crieayto-
LMX BONPOCOB 1 CAEeNaHHbIX U3 HEFO BbIBOAOB:

1) ycTaHOBNEHHbIV Npegen 6uoHarpysku;

2) umetoLmecs faHHble No onpegeneHnto 6MoHarpy3ku, BpeMs, B TeHeHMe KOTOPOro 3Tu AaHHble 6binn
NolyyYeHbl, M ONMCaHne MUKPOOPraHM3MOB, COCTaBNAIOLLLNX 3Ty GUOHArpy3Ky.

n punmevyaHune — OnwvcaHve r1oxeT 6bITb OCHOBaHO, Hanpumep, Ha MOpCbOI'IOFVIVI KOIOHWI UM KNETOK, CBOCTB
lwiTaMmmMa nUnn CenekTuBHOro KysibTMBUPOBaHUA.

3) MeloLmMecs gaHHble N0 YyCTOWYMBOCTN MUKPOOPTraHM3MOB, COCTaBASALWMNX BUOHArpysky;

4) meTof, UCNONb30BaHHbIN ANA yCTAHOBNEHUA CTepUNn3ytoLeli A03bl, Y CBA3AHHbIE C HUM OFPaHNYeHuns;

5) pasnnune mexay A030i, NpUMeHsseMOi Npu Tekyuieli o06paboTke, U CTepunnsytoLLein 4030, co BCemMun
orpaHuYyeHnssMmn, CBA3aHHbIMW C 3TUM passinymem;

6) maTepuansl, BXxogslme B coctaB NpoaykLum, oco6eHHO MaTtepunanbl NPUPOAHOTO MPOUCXOXAEHUSA, U
KOHTPO/Ib MUKPOBMOOrMYECKOTO KayecTBa MaTepranos;

7) Npon3BOLCTBEHHbIE NPOLECChl, 0COBEHHO NPOU3BOACTBEHHbIE CTAAUN, BANAOLUE HA BUOHATPY3KY UK
ee yCTOWYMBOCTb;

8) npouefypbl KOHTPONA U CNEXEeHMA 3a NPOU3BOACTBEHHbBIM NPOLECCOM;

9) MHTepBas BpeMeHU Mexay NponM3BOACTBOM NapTuii npoAyKuuu;

10) npon3BoACTBEHHAA OKpYyXaloLiasa cpefia, 0CO6EHHO CTENeHb MUKPOOBUONOTMYECKOT0o KOHTPO/IA U Cexe-
HUS. M UMeloLMecs faHHble 0 CTabunbHOCTY NPOU3BOACTBEHHON OKpyXatLeli cpefbl BO BpEMEHU;

11) cpefcTBa KOHTPONSA 340POBbSA, YACTOThI Y OAEXAbl NepcoHana B NPOM3BOACTBEHHOW 30HE:

12) umetowwmecs gaHHble N0 MMKPOBGUONOTMYECKOMY KayecTBy ApYyroli NpoAyKLuM 13 TOro Xe cemeiicTaa.

12.1.3.2 YBenn4yeHne UHTepBana Mexay npoBeAeHnsaMy ayanta cTepununsyoLeli 4,03bl BO3MOXHO TO/IbKO B
cnyvasx, ecnu:

a) He MeHee yeTblipex nocsefoBaTe bHbIX ayAnTOB A03bl ObIV NPOBEEHBI NPY paHee BbiIGpaHHOM NHTEpBa-
ne Mexay HUMMN 1 nx pesynbTaTbl He NoTpeb6oBav HYU YBENYEHUA 403bl, HN HOBOTO ONpeAesieHnsa CTepPUIn3yto-
el oo3bl:

b)MMeloTCa laHHble, noATBEpPXAaoLW e cTabunbHOCTL 6MoHarpy3kn B npegenax TeXHUYecknx TpebosaHuni
B TEYEHWE TaKOro Xe rnepuoga BpemMeHu, kak B nepeyncriedve a). 3Tu aHHble BK10YaIOT B cebs:

1) pesynbTathbl onpegeneHna 6noHarpysku, BbINOIHEHHONM He peXxe 04HOro pasa B Tpu mecsaua:

2) onucaHue 6uoHarpysku (HanpuMmep, MopdosI0rnK KOJTOHWIA UNN KNETOK, CBOWCTB WTaMMa WU CeNeKTUB-
HOTO KY/IbTUBMPOBAHUSA):

c) 6MoHarpyska npv NnponM3BOACTBE NPOAYKLUMN KOHTPONMpYyeTCH, N 3 HEKTUBHOCTb TAKOro KOHTPONS NOA-
TBEPXAAeTCA NPUMEHEHVEM 3/1IEMEHTOB CUCTEMbI YNpaBNeHUsA KauyeCcTBOM ANA CTEPUNbHBIX MeAULNHCKNX n3ae-
nuii no 1ISO 13485.

12.1.3.3 Ecnn He npuMeHseTcs Tpe6oBaHue 12.1.3.4, MakCcMMasibHbI MHTEPBA MEXAy ayAnTaMu CTepPUIn-
3yloLLleil 403bl JO/KEH COCTaBNATbL 12 mec.

12.1.3.4 Ecnu nHTEpBan BpeMeHn Mexay Npon3BoACTBOM MapTuili NpoAyKunmn 60blue MHTepBana, ycTaHoB-
neHHoro B 12.1.3.1 u/vunun 12.1.3.2. ayanT CTEPUN3YHOLLLEN A03bl AO/HKEH BbINOMTHATLCA A1 KaXA0 NPON3BOA-
CTBEHHO napTuu.

12.1.3.5 Ecnu pesynbTaT ayauta cTepnnnsyioleli 403bl HeyL0BNeTBOPUTENEH, A0/XKHbI OblTb NPEANPUHATDI
feicTBms B cooTBeTCTBUM € pasgenom 101S 011137-2. Mpu 3TOM YacToTa ayauTa CTePUNU3YoLLEN A03bl f0/KHA
ObITb HE pexe O4HOro pasa B TpU MecsLla 4,0 Tex Nop. noka He 6yayT:

a) BbIAICHEHA NpUYMHa HeyA0BNETBOPUTENLHOrO pe3ynbraTa ayanta ctepunusytoLweli 4o3sl nan ysenuye-
HUS BUOHArpyskn 1 NpeanpuHATLI KOPPEKUNa NN KOppekTupyouine aeicTeus;
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b) nepecMoTpeHo o60cHoBaHue (cM. 12.1.3.1) HTepBana mexay npoBeAeHNeM ayauToB CTepunmnsyioLleni
[,03bl U. NP HEOO6XOAMMOCTH, YCTAHOB/IEH HOBBIN UHTEPBAT;

C) BbINOJ/IHEHbI KPUTEPUMN YBEIMYEHUA UHTEPBANA MeX Ay NpoBeAeHNeM ayAnToB CTepPUNU3yoLLeii f03bI
cornacHo 12.1.3.2.

12.2 NMoBTOpHasa kannbpoeka

CpefacTBa u3MepeHust, NpUMeHsieMble A5 ynpasieHus, MHAUKaLUM uam 4oKyMeHTUpOBaHuUs npouecca cre-
pyUAn3aumun. 4OMKHbI NEPUOANYECKN NOBEPSITLCS B COOTBETCTBUM C 4.3.3.

12.3 06¢cnyxnBaHne o6opyaoBaHuns

12.3.1 MpodhrnakTmueckoe 06CNyKMBaHNE [OKHO NIAHNPOBATLCS W BbINOTHATHCS COMNACHO fOKYMEHTU-
poBaHHbIM Npoueaypam. MPOTOKO/bI 06CNYXNBAHUSA [OMKHbI XPAHUTLCA B COOTBETCTBUM C 4.1.2.

12.3.2 'padhvk, npoueaypsl v NPOTOKOSbI 06CNYXMBAHUS AO/DKHBI C YCTAHOB/IEHHON NEPUOAUUYHOCTbLIO aHa-
/IM3MPOBATLCA OTBETCTBEHHBLIM JIULOM, & Pe3yNbTaTbl aHan3a AO/HKHbI JOKYMEHTUPOBaTbCS.

12.4 MNoBTOopHas aTTecTauna obopynoBaHus

12.4.1 MoBTOpHasa aTTecTauuns npowecca cTepuansanmmn 4oxHa BbINOMHATLCA C onpeAeneHHol NpoayKLmn-
eii n c 3aaHHbIM 060pyA0BaHNEM; OHA A0/KHA MPOBOANTLCA C ONpeAesieHHON NepUoAMUYHOCTbIO M NOCE OLEHKN
N 6bIX U3MeHeHU (cM. 12.5). O6beM NOBTOPHOI aTTecTaunm Ao/KeH 6biTb 060CHOBAH.

12.4.2 Npoueanypbl NOBTOPHOW aTtTecTaunm AO/MKHbI 6GbiTb YCTAHOB/EHbI, @ NPOTOKO/bl O HEl XpaHNUTbCA
(cm. 4.1.2).

12.4.3 laHHble MOBTOPHOW aTTecTalyn Heo6X0ANMO CPaBHUTL C YCTAHOBIEHHBIMU KPUTEPUSIMU MPUEMIEMO-
CTW NO fLOKYMEHTMPOBaHHbIM Npoueaypam. MpoTOKObl CPABHEHUS [OMKHbI XpaHUTbLCS (CM. 4.1.2). Tak Xe Kak 1
BbIMO/THEHHbIE KOPPEKUUN N NpenpUHATbLIE KOPPEKTUPYOLLNe AeNCTBUA B CNyYae, ecin yCTaHOBNEHHbIe KpuTe-
pUn NPUEMNEMOCTU HE JOCTUTHYTbI.

12.5 OueHkKa n3meHeHui

12.5.1 NTto60e n3meHeHve B 061yyaTesie, KOTOpPOe MOXeT NOBMNATL Ha 03y UK ee pacnpejeneHve, 40/X-
HO cTaTb NpeaMeTOM oLeHkn. Ecnv oueHka BbISBUT Takoe BMAHWE, TO HEO6X0AUMO BbIMOMHUTL YACTUYHO UK
NONTHOCTbIO BCe BMAbl aTtTecTauum o60pyAoBaHUA — yCTaHOB/IEHHOMO, AENCTBYIOLLErO U 3KCNAyaTupyemoro
(cm. 9.1.9.2 nnu 9.3). Pe3ynbTat oueHKu, BKIYasa 060CHOBaHMNE NPUHATLIX PeLleHNiA, O/KEH JOKYMEHTUPO-
BaTbCA BCOOTBETCTBUM C 4.1.2.

12.5.2 N3meHeHMe B NPOAYKLUK, ee ynakoBKe uin cnocobe ee npefocTaB/ieHns Ana cTepunmsanmm Heob-
XOAMMO OLL,eHUTb C TOYKM 3PEHNA X COOTBETCTBUA Npoueccy ctepunnsaymn. Ha oCHoBaHUN CyLWHOCTN N3MEHe-
HWIA He06X0AMMO oNpeAennTb Te YacTu oNucaHus npoLecca Un aTrecTaunmn akcnayaTMpyemoro o6opyaosaHus,
KOTOpble HEO6XOANMO BbINONHUTL. Pe3ynbTaT oueHkW, BKNtoYas 060CHOBaHNE NPUHATLIX PeLeHnid, LO/KEH AO0KY-
MeHTuposaTtbcs (cM. 4.1.2).
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MpunoxeHue A
(pekomeHgyemoe)

PykoBopacTteo

MpumevaHunsn

1 MNpuBefjeHHOe B HACTOSALLEM MPUIOXEHUN PYKOBOACTBO HE AB/ISIETCA TEXHOIOMMYECKO KapToli Mo OLeHKe cooT-
BETCTBWS HacTosLeMy cTaHfapTy PyKoBOACTBO npefHasHa4YeHo A/18 MOMOLL B AOCTUXKEHUU eAMHO06PAa3HOro noHMma-
HUS U MPUMEHEHUS HACTOALLEro cTaHjapTa nyTemM NpefocTaB/ieHUs NOSICHEHWIA U NpuemIeMbIX METOZ0B [OCTUXEHNS
COOTBETCTBUS YCTAHOB/EHHbIM Tpe6oBaHMAM. MOryT NPUMEHATLCS U ApYrMe MeToAbl, OT/IMYHble OT NPUBEAEHHbIX B
HacTosiLLeM PyKOBO/CTBE, OAHAKO MX 3EKTUBHOCTbL B JOCTMKEHUN COOTBETCTBUA HaCTOsLLEMY CTaHAapTy [o/hkHa
6bITb NOATBEPXAEHA.

2 [Infa o6neryeHrst YTEHWS CCbIIOK HYMepaLMs B HACTOSLLLEM NMPUIOKEHUI COOTBETCTBYET HymMepaLyn B HOPMaTuB-
HOIA yacTu cTaHgapTa.

A.1 O6nacTb NpUMEHeHns

A.1.1 PyKoBOACTBO OTCYTCTByeT

A.1.2 PykoBOACTBO OTCYTCTBYET

A.1.2.1 PykoBOACTBO OTCYTCTBYET

A.1.2.2 ins pa3paboTkv, Ba/MAALMM W TEKYLLEro KOHTPOAs npouecca CTepuvsaumm MeavLMHCKUX M3genuii
Heo6xoAMMo 3hhekTMBHOE NPUMEHEHNE OnpeaeneHHbIX U AOKYMEHTUPOBaHHbIX npoLleayp. Takue npoueaypbl 06bIYHO
CYMTAIOTCA 3/1EMEHTaMMN CUCTEMbI YNPaB/IEHNS KauecTBOM. HacTOAWMIA cTaHgapT nepeuncnsieT 1 yTouyHseT Takue ane-
MEHTbI CUCTEMbI YNPaB/EHNA KAYeCTBOM, CyLLECTBEHHble ANa 3(W(EKTUBHOIO KOHTPONSA CTepunusaumm, Yepes ob6s3a-
TeflbHblE CCbIIKM Ha cTaHAapT 1SO 13485 cucteMbl ynpaBieHWs KauyecTBOM A1 MEAMLMHCKMX u3genuii. Hactosawmia
CcTaHAapT He TpebyeT HY NOSTHOTO NPUMEHEHUSI CUCTEMbI YNpaBneHust kavyecTBoM no 1ISO 13485, HU OLEHKM 3TUX YCTaHOB-
JIEHHbIX 3/1EMEHTOB CUCTEMbI YMpaB/ieHUst kKa4ecTBOM TpeTbeli CTOpoHoi. ObpallaeTcsl BHUMaHUe Ha CyLiecTBOBaHMeE
HaLUMOHaNbHbIX U PErMOHasIbHLIX HOPMAaTWBHbIX TPEOGOBaHW K cucTeMaM ynpas/ieHWs KayecTBOM Npu Npov3BOACTBE
MeAVLIMHCKUX N34ENNIA 1 K OLEHKE TakuX CUCTEM TpeTbei CTOPOHOIA.

A.1.2.3 Vicnonb3oBaTb 6MOMOrMYECcKMe NHAMKATOPLI ANA BaMaaumMnm 1 KOHTPONA npouecca pajnaunoHHoN cTe-
puansauum He pekoMeHAyeTCsl, NOCKO/IbKY B3aWMOCBA3b MeXAY MUKPOOGULMAHON akTUBHOCTbIO M [0301 061yyYeHus
XOpOLLO onpejeneHa.

A.12 A PyKoBOACTBO OTCYTCTBYET

A.1.2.5 PykoBOACTBO OTCYTCTBYET

A.2 HopmaTuBHbIE CCbIJIKU

TpeboBaHus, NpUBEAEHHbIE B HOPMATUBHBIX CCblIKax, SABNSAIOTCA TPEGOBaHMAMU HACTOSILLEro cTaHAapTa TO/bKO
B TOV CTEMNEHW, YTO OHU LIMTUPYIOTCA B 06513aTE/bHOI YaCTH 3TOT0 JOKYMEHTA; LUTUPOBATLCS MOXET Lie/blii CTaHaapT um
OoTAeNbHbIe pasferbl.

A.3 Onpepenexus

PyKkoBOACTBO OTCYTCTBYET

A.4 DnemeHTbl CUCTEMbI yNpaBieHNs Ka4ecTBOM

MpumevaHne — Cm. A12.2.

A.4.1 lokymeHTauua

TpeboBaHUs K KOHTPO/IO JOKYMEHTOB M NPOTOKO/I0B YCTAHOB/IEHbI B NyHKTax 4.2.3 n 4.2.4 1SO 13485 cooTBeT-
CTBEHHO.

B ISO 13485 TpeboBaHusa K JOKYMEHTaL MM KacalTcs pa3paboTkm U KOHTPOISA AOKYMEHTaUMn (B TOM YMCe TEXHN-
yecknx TpeboBaHW 1 npoLeayp) ¥ NPOTOKO/OB.

A.4.2 OTBETCTBEHHOCTb yNpaB/ieHus

TpeboBaHWA K OTBETCTBEHHOCTV W PYKOBOACTBY yCTaHOB/EHbl B nogpasgene 5.5 1SO 13485. a TpeboBaHus K
coTpyAHuKam B nogpasgerne 6.2 1ISO 13485.

Tpe6oBaHWst K OTBETCTBEHHOCTW YNpaB/iEHNs OMUCLIBAIOT HadeneHWe MOMHOMOUMSMU  yrpaBeHus, 3alunTy
noTpebutens, MOMUTUKY KayecTBa, MNaHMpOBaHME, OTBETCTBEHHOCTb, MOSIHOMOYUSA U CBA3b, @ Takxe nepecMoTp
yrnpasneHus.

B paspaboTky, Bamaumio 1 TeKyLMiA KOHTPONb Npouecca CTepunn3aumn MoryT ObiTb BOB/IEYEHbI HECKOJSIbKO
OTAENbHbIX YYaCTHWUKOB, KaXAbIA U3 KOTOPbIX HECET OTBETCTBEHHOCTb 3a OnpefesieHHble 3n1eMeHTbl. HacToawuii
CTaHAapT TpebyeT, uToObl YYaCTHWK, MPUHUMAIOLWMIA YaCTUYHYIO OTBETCTBEHHOCTb, Gbin onpefeneH, a cdepa ero
OTBETCTBEHHOCTU 6blna [OKYMEHTUpOBaHa. Takoe onpefeneHne MnoSIHOMOYMIA 1 OTBETCTBEHHOCTU [LOKYMEHTUpyeTcs
B CUCTEMAX YNpaB/ieHNs KAYECTBOM yKa3aHHbIX y4aCTHUKOB. OT yYacTHMKa, NMPYHUMAIOLLLEro OTBETCTBEHHOCTDL 3a onpeje-
JNIeHHble 371eMeHTbl, TpebyeTca NOpyYUTb 3TW 3NIEMEHTbI KOMNETEHTHOMY NepCcoHasy, Ybs KOMNETEHTHOCTb NOATBEPXAE-
Ha COOTBETCTBYIOLLMM 06y4eHnem U kBanmdmkalyen.

B pagvavoHHoli cTepunmsaumm MoryT 6biTh iBa OCHOBHbIX BOB/IEYEHHbIX YHACTHUKA; NEPBUYHLIA NPOn3BoAnTE b
1 onepaTtop o6nyyatens. OnepaTopoMm O06syyaTenst MOXET ObiTb CMELMaIM3NPOBAHHbIA KOHTPareHT, NpeocTaBsio-
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LKA yCyrn no cTepuamsaummn, 6o YacTb hUpMbl NEPBUYHOTO MPOM3BOAMTENS. B 3aTuX cryyasx nepBUYHbIA Mpous-
BOAUTENb U onepaTop obnyyatens UMeT COOCTBEHHble CUCTEMbl YNpaBfieHWs Ka4yecTBOM, a MOSIHOMOYMS U OTBET-
CTBEHHOCTb OnpefenieHbl B KOHTPAKTe WM TEXHUYECKOM cornalleHun. Huxe npusefeHbl HeKOTopble rNaBHble BUAbl
OTBETCTBEHHOCTU, KOTOPblE MOTYT ObITb HA/IOXKEHbI Ha MEPBUYHOTO NPOU3BOAUTENS U OnepaTopa obnyyarens:

a) Jns nepBMYHOTO NPOU3BOAUTENS:

- onpefeneHve CTepunusyoLei fosbl;

- paspaboTka cemelicTB NpoayKumu;

- onpejesieHne MakcMMaslbHO AO0MYCTUMON [03bl;

- arTecTaums akcnayatnpyeMmoro o6opyaoBaHus;

- ynpas/ieHue Npou3BOACTBEHHbIMU NpoLeccamu, BK/IYas COOTBETCTBME NPOAYKLUMM, NpefocTaBisemoli onepa-
Topy 0b6nyyaTens, TEXHUYECKM TpeboBaHMAM, HanpuMep, No MIOTHOCTU NPOAYKUMW, ee OpueHTauuu, pasMepam;

- NpoBepKa TeXHUYecknx TpeboBaHuii, NpeAocTaBNeHHbIX OnepaTopy obyyarens;

- KOHTPO/1b 38 UMEHEHVAMM B NPOAYKLIMK 1 UX BK/IKOYEHWE B OTYET O NapaMeTpax NpoayKuuun, KOTopble BANUSIOT Ha
Kateropum o6paboTku;

- KOHTPO/Ib MPOAYKLMU C MapKMpoBKOi «CTepunbHO» nepej npoBefeHneM CcTepunnsaumu;

- BbINYCK NPOAYKLMN.

b) Ana onepaTtopa obnyyaTens:

- aTTecTayua ycTaHOB/IEHHOTO 060pyf0BaHNS:

- arTectaums paboratoLiero o6opyfoBaHus.

- KOHTPO/b Npouecca 061yYeHuns;

- KOHTPONb M3MEHeHWii B 0bnyyaTene;

- cepTudmrkaums [o3bl 061yyeHus;

- paspaboTka KaTeropuini 06paboTku.

A.4.3 Peanmsaumnsa npoaykumm

MpumeyaHne — B ISO 13485 TpeboBaHus K peasim3auum NpoayKuumM pacCMaTpmBatoTCs NMPUMEHUTENBHO KO
BCEMY XW3HEHHOMY LMKy MPOAYKUMW, BKIKOYAA onpefeneHne TpeboBaHuii NOTpebutens, KOHCTpynpoBaHWe U paspa-
60TKy. MOKYMKY, KOHTPO/b NPOAYKLMW, KannbpOoBKY CPeACTB U3MEPEHUS.

A.4.3.1 TpeboBaHus K MOKyMKe npuBeeHbl B nogpasgene 7.4 1SO 13485. B yacTHOCTU, HEOOXOAMMO OTMETUTb, YTO
Tpe6oBaHua B NyHkTe 7.4.3 1SO 13485 k npoBepke NPUOBPETEHHOI NPOAYKLUM MPUMEHUMbI KO BCE NpPOAyKUMU K
ycnyram, nosly4eHHbIM OT CTOPOHHWX OpraHn3aLyii.

A.4.3.2 TpeboBaHus K naeHTUMKaLMN 1 UCTOPUM NPOM3BOACTBA NPOAYKLMN NprBeAeHbl B NyHKTe 7.5.3 SO 13485.

A.4.3.3 TpeboBaHusa K kaiMbpoBKe CPefCTB U3MEPeHUs npuBeeHsbl B nogpasgene 7.6 ISO 13485.

A.4.3.4 PyKoBOACTBO NO BONpocam A03MMETPUM B pafnauyoHHO cTepunmnsaumn npusegeHo B 1SO 11137-3.

A.4.4 I3mepeHune, aHanNun3 1 ucnpas/ieHne. Ynpas/eHne HecooTBETCTBYOLLel NpoayKuneit

Mpouenypbl yNpaBneHys HECOOTBETCTBYHOLLE/ NPOAYKUMEA 1 KOppeKTUpyLoLLMe AeliCTBUSI NpUBEAEHbI B MyHKTaxX
8.3 1 8.5.2 ISO 13485 coOTBETCTBEHHO.

B ISO 13485 TpeboBaHus K U3MEPEHMWI0, aHaIn3y 1 UCMPaB/IEHNI0 paccMaTpuBaloTCA NPUMEHUTENBHO K TekyLle-
My KOHTPOJIIO npoLiecca, ynpaBieHio HECOOTBETCTBYIOLLEl NPoAyKUuMeli, aHanusy AaHHbIX U UClpasieHuto (BkIovas
KOppekTupyoLye v npegynpeautenbHble AencTauns).

A.5 CocTaBneHve TeXHUYeCcknx Tpe6oBaHuii Ha CTEPUIN3YIOLL NI areHT

A.5.1 CTepununsytowuii areHT

OueHKa BO3MOXHOCTN 3/1EKTPOHOB WM PEHTTEHOBCKMX flyyeli C YPOBHEM 3HEPrum Bbllle ykasaHHOro 06pa3oBbi-
BaTb B 06/ly4eHHOI NPOAyKUMKN [paanoakTuBHbIE] paavoHyKNnAb! [OMKHA OblTb OCHOBaHa Ha UMeloLLeica nuTepaType,
N3MEepPeHUN HaBefEeHHON PafnoakTMBHOCTU U/UIM MOAENMPOBaHUM HaBeAEHHON pafyoakTUBHOCTU.

MpyMep OLEHKM C UCMOMb30BAHWEM KaK 3KCMEPUMEHTaIbHOTO, Tak U TeopeTuyeckoro nogxoga cMm. [21]. B gaH-
HOli paboTe npviBefeHbl U3MEPEHHbIE U paCYeTHblE BE/IMUYMHbI HAaBEAEHHON PaanoakTMBHOCTU BO MHOTMX MaTtepuanax,
UCMOMb3yeMbIX B MEAULMHCKUX M34eNNsAX N 06NYyUYEHHbIX PEHTTEHOBCKMMW flydamu, reHepUpOBaHHbIMU 3N1EKTPOHHbLIM
Ny4YKOM C 3Heprueli aNekTpoHoB 7.5 MaB. ¢ gosamn 061yyeHuns go 50 kIp. Takumy maTepuaiamy SBIAKOTCA:

a) MaTepuasibl C KpaiiHe Masioli CNOCOBGHOCTHLI0 CTAHOBUTLCSA PaAMOaKkTMBHLIMU [(HEMeTanimueckme) matepuasbl
Ha OCHOBE Yr/1eBOJ0POA0B, HanpumMep, NONSTUIEH W NOIMCTUPOI];

b) maTtepuanbl C 3aMeTHbIM, XOTH W MasibiM, BO3MOXHbIM YPOBHEM HaBeLEHHOW pajvoakTUBHOCTM (Hanpuwmep,
HepxaselLas cTasib U 6poH3a);

C) Matepuanbl CO CPaBHUTENBHO BbICOKUM BO3MOXHbIM YPOBHEM HaBefEeHHOl pafvoakTUBHOCTM, TpebytoLme
AeTaslbHOl OLeHKW (Hanpvumep, TaHTaul).

Matepuansl, He UccnefoBaHHbIE B ykasaHHOW paboTe peropa, MoryT notpeboBaTb AeTa/lbHOr0 U3yYeHns Hase-
[EeHHOI paanoaKkTUBHOCTK (Hanpvmep, cepebpo 1 30/10T0).

A.5.2 MukpoboumnaHas adhekTuBHOCTb

PyKOBOZCTBO OTCYTCTBYET.

A.5.3 BnvaHue matepuasnios

PyKOBOZCTBO OTCYTCTBYET.
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A.5.4 Bonpocbl 0XxpaHbl OKpyxatoLein cpeapl

MpUHLMNBI CUCTEMbI YIPaBAEHUST OXPaHOI OKpYyXatoLLei cpefibl MOXHO NPUMEHNATb 1 K NpoLeccy pajuauyoHHON
cTepunmsauun. TexHuyeckne TpeboBaHMA K cMcTeMe yrnpaB/eHVs OXpaHo okpyxatoweli cpegbl npuBegeHs! B ISO 14001.
PykoBoACTBO No pa3paboTke OLEHKM XWU3HEHHOro uukia udgenvsa npuvsegeHo B ISO 14040. OueHka Jo/mkHa ObiTb
BbINO/IHEHA C YYETOM BCEX B3PbIBOOMACHbLIX 1 FOPIOYMX CBOMCTB 061y4aeMbIX MaTepuasios.

A.6 CocTaBneHue TexHn4yeckux TpeboBaHuil Hanpouecc n o6opygoBaHme

MpumMmedaHune — Llenblo HaCTosLLErO pasaena sBAseTcs onpeaesneHne NpUMEHSeMoro B NpoLecce cTepusiu-
3auum 060pyA0BaHUA 1 ero paGoThbl.

A.6.1 PyKoBOACTBO OTCYTCTBYET.
A.6.2 PyKoBOACTBO OTCYTCTBYET.
A.7 OnpegeneHve npoaykunn

MpumeuaHue — Lienblo HACTOALLErO pasaena sBSETCA OnpeaesieHne CTepuM3yemMoit npoaykuum u ee
MUKPOBUOMOMMUECKNX CBOICTB A0 CTEPUN3ALMY.

A.7.1 PyKOBO/CTBO OTCYTCTBYET.

A.7.2 PykoBOACTBO OTCYTCTBYET.

A.7.3 Llenblo sBASeTCA AeMOHCTpaLns TOro, YTO ypOBEeHb GMOHArpyskum HWU3OK U CTabuieH, C y4eTOM CBOWCTB
CbIpbs, YNakoBKW NPOAYKUMM ¥ NpeAcTepun3auyoHHbIX npoueayp. Kak npaswno, aTo focTuraeTcsi NPUMeEHeHWeM cuc-
TeMbl ynpasfieHnss kauectsoM No ISO 13485 Ha NpoTsXeHUW BCEro Lukia nponssoACcTBa MeAULMHCKOro n3genus.

A.7.4 Cm. I1SO 11137-2. pa3gen 4.

A 7.5 B pafnaunoHHO CTepunmn3aLmmn KputTepum oLeHK NpoayKumn, Ans ee BKIOYEHUs B KaTeropumn o6paboTku,
MMEIT CBOM OCOBGEHHOCTY M He BCerfa NpuMeHUMbl B ApYrnx Metofax crepuamsaumm (Hanpumep, OKCMAOM aTUAeHa uim
B/TQXKHbLIM TEMN/IOM).

[amMa- 1 peHTreHoBCKMe 0bnyvaTeny Ans Tekyleil 06paboTkM NPOAYKLMM 06bIYHO NpeanonaraiT Hanmune 60nb-
LLIOTO KO/IYeCcTBa KOHTeliHepoB A/15 06/1y4eHus. BausHne npogykumy, Haxogsuelica B cCoceHUX KOHTeliHepax, Ha f03y
onpefenseTcs BO BpeMsi TornoTpadupoBaHus A03bl Npy aTTecTauun gelicTeyiollero o6opyfosaHns U npegocrasniset
MHpopMaLmio 0 BMAax NPoAyKumn, KOTOpble MOXHO obpabatbiBaTb 0AHOBPEMEHHO. O6bIMHO MHAOPMALMS, MOyYeH-
Has BO BpeMmsi TornorpacrpoBaHis A03bl, MPUMEHAETCA TakkKe /15 OLEHKM NPOAYKLMM C LIeSIbI0 ee BKIIOYEHNS B KaTero-
pvto 06paboTkn NpU NAaHMPOBaHMM 06pPabOTKM MNPOAYKLMM OonepaTopoM 06yyatens.

[ns raMmMa- U peHTreHOBCKUX 06ydaTeneii 4ByMSA rNaBHbIMY KPUTEPUSIMW NPV OLIEHKE NPOAYKUUM A5 ee BKIIoYe-
HUS B KaTeropuio 06paboTkn ABNAAKTCA AONYCTUMOCTb OAMHAKOBON [03bl (CTEPUIN3YIOLLEN A03bl 1 MaKCMasIbHO A0onY-
CTVMOIA A,03bl) 1 XapakTEPUCTUKM NOTIOLWEeHNs [03bl (Hanpymep, NJOTHOCTb U Cxema 3arpysku). B oblem ciyyae, npo-
OyKUMA BKIOYAETCS B KaTeropuio o6paboTkn, ecnv Bo3MOXHa ee 06paboTka Npu OHON U TOI xe ycTaHOBKe Talimepa,
1 NpyY 3TOM He HapyLlalTCsA YCTaHOB/IEHHbIE NMpeenbl 403bl BHYTPU kateropun obpaboTku. HeobxoAumMo npoBecTtu
TonorpachmpoBaHue f03bl 4119 1060 NPoAyKUMKW, Npeanonaraemoii K BKIIOUYEHWI0 B kKaTeropuio 06paboTkun, ecnm Takoe
TonorpacupoBaH/e He NPOBOAMIOCH NPU aTTecTauuy AeicTeyroLero 060pya0BaHus.

[N anekTpoHHO-yYeBbIX 06/yyaTesieli BO BpeMs aTTecTauuy akcnayatnpyemoro ob6opyoBaHNs BbIMOSHAETCS
6onbLuUe nccnefoBaHuin No ronorpadupoBaHnio Ao3bl 418 UHAMBUAYAUTbHLIX BUAOB NPOAYKLMKW, YEM AN1A PEHTrTEHOBCKUX
Wn rammMa-obsnyvartenein. OgHako, A8 yMeHbLUeHUs Heo6X0AMMOro obbema TonorpadvpoBaHus [03bl NPOAYKLMIO
MOXHO CrpynnupoBaTh B kaTeropuv o6paboTku. pynnupoBaHue NpoAyKUMM B KaTeropMm BO3MOXHO TOSIbKO B TOM CAy-
yae. ecnv MPoAyKUMS, ee ynakoBKa 1 Cxema 3arpy3kvi B KOHTeliHepbl 415 06/1y4eHnst No3BoNA0T o6pabaTbiBaTb MPOAYK-
LMo NpY OAMHAKOBbIX NapameTpax npolecca, 6e3 npesbilleHns npeesos A03bl, yCTAHOBNEHHbIX A8 onpeaeneHHol
KaTeropum 06paboTkn. HeobxoauMO yunTbIBaTL KOMIMYECTBO, pacnpefeneHne N OpueHTaumio NPoayKUyn B KOHTellHepe
ans obnyyeHns, a Taikke ee NJ0THOCTb U pacnpejesieHne Macchbl.

Vi3MeHeHne nepeMeHHbIX NapaMeTpoB, CBA3aHHbIX C NPOAYKLMENA N BANSIOLMX Ha A03Y, NOSTyYEHHYIO NPOAYKLUMEN,
1 Ha TeXHUYecKkne xapakTepucTukv MpoLecca, MOXeT U3MEHWUTb OCHOBaHWE A/1A BKAYEHUS NPOAYKUMM B TY WM UHYIO
KaTeroputo 06paboTku: ecnu 3To CayyaeTcs, He06XOANMMO YCTaHOBUTL HOBYIO KaTeropuio o6paboTku. MprMepaMmu Takux
nepeMeHHbIX NapameTpoB, CBA3aHHbIX C MPOAYKUMEN, MOTYT CITyXUTb:

a) pasmepbl KOpPOOKM:

b) BEC KOPOOKV C NpoayKuymeii:

C) opveHTauus NpoAyKLun B KOPOOKe;

d) KONMYEeCTBO eAVHNL, NPOAYKUMM B KOPOOKeE:

e) cTepunusyiollas fosa:

f) makcumanbHO gonyctumas fosa.

A.7.6 lepuognyeckas akcnepTnsa Kateropuii 06paboTkn 06bIYHO MPOBOAWUTCS EXErofHo.

A.8 OnpepgeneHuve npouecca

MpumeyaHue — Lienbio onpesenerns npoLecca SBASETCs YCTaHOB/IEHNE MaKCUMasIbHO [OMYCTUMON [03bl
U CTEPUNM3YIOLLeli [03bl NpoLecca CTepUIN3anmm, HeobxoaMmoro 41s onpeaenieHHon Npoaykumn (CM. pasgen 7).
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A.8.1 OnpegeneHne makcumanbHO AONYCTUMOW A03bl

A.8.1.1 ObecneuyeHne ka4yecTBa, 6€30NacHOCTM 1 PaboTOCNOCOGHOCTY NPOAYKLMI HA NPOTSXXKEHUN ONpPeaeneHHo-
ro cpoka cnyo6bl O/HKHO HauMHaTbCS € Bblibopa Nogxoaswmx Matepuanos (cM. [16]). O6bluHO, Npu pa3paboTke npo-
rpaMmbl UCMbITAHWIA HEO6XOAMMO OLEHUTL Crefytolne nepemeHHble hakTopbl:

- CbIpbe;

- NPOW3BOACTBEHHbIE MPOLECCHI;

- Ajo3a pagpauuu;

- TUN paguauuu;

- YCNOBUSA XpaHeHns nocne obyyeHus.

Mporpamma fo/mxHa BKIHOYaTb OLEHKY OYHKLMOHAIbHOCTU 1 6€30MacHOCTM, B TOM yucnie 6monornyeckoii 6e3o-
nacHoctu (cM. [3]). C NpUMEHEHNEM COOTBETCTBYIOLLMX UCMbITAHUI CO cneuyanbHbIMU KpUTEPUAMU NPUEMKM.

[lo3a, onpefeneHHas B pesy/nbTare NporpamMbl UCMbITAHWIA, UCMNONb3YeTCsA A8 onpefesieHnss MakCuMasbHO
BO3MOXHOI [03bl AN NPOAYKLUN.

CnepytowyiMm HeO6X0AMMbIM LLIArOM NPOrpamMMbl UCTbITaAHUI ABASIETCA NOJTyYeHVe JOCTaTOYHOrO NOATBEPXKAEHUS
TOro, YTO NpoAyKuMsA ByfeT oTBevaTb KpUTEPUSM MPUEMKU Ha NPOTSXEHWW ONpeAeneHHOro cpoka ee cnyx6bl. OanH
MeToA, pa3paboTaHHbIii C Lenblo 60n1ee 6bICTPOrO NOMyYeHUs 3TOM MHopMauuM, Yem Npu OfbiTe aKcnyaTauun B
peasbHOM BpeMeHY, 3aKkioyaeTcs B NPUMEHEHUN NporpaMmbl YCKOPEHHOTo cTapeHns. He6naronpusaTtHble adhdhekTbl B
NpoAyKLMM Nog BO3feliCTBUEM pajuaumn pa3srBatoTCs bbiCTpee Npu NOBbILLEHHbLIX TemnepaTtypax, U nmelTcs paboTbl,
CBA3bIBAIOLME M3MEHEHMS NP NOBbIWEHHbIX TeMnepaTypax C U3MEHEHUAMMW, BO3HUKAIOLWMMY B peasibHOM BpeMeHun
(Cwm. [16]). Tem He MeHee, YCKOPEHHOE CTapeHue He ABMSETCA 3aMEHOW CTapeHuio B peaslbHOM BPEMEHM.

JlononHuTenbHoe pyKoBOACTBO MO A03VMETPUN MOXHO nonyynTtb B ISO 11137-3. pasgen 6.

A.8.1.2 PykoBOACTBO NO A03MMETPUYECKUM BOMNpoca»/ pafuaLyoHHOl cTepunmsaummn npusegeHo B 1SO 11137-3.

A.8.2 OnpepgeneHune ctepuansytoLleli f03bl

A.8.2.1 Cm. ISO 11137-2.

A.8.2.2 YTo KacaeTcs 8.2.2 nepeuncneHue a), ANa onpefeneHns ctepunusytowein Ao3bl B COOTBETCTBUM C 3TUM
NnoAxoA0M KEOXHO NMPUMEHUTL crepylolee:

1) ons onpefeneHus ctepunnsyioweli o3bl NPOAYKLUMN CO CPeAHUM 3HayeHnem 6uoHarpysku He meHee 0.1
r/OXHO WCMOMb30BaTh 3HAHWE KO/IMYecTBa UM YCTOWYMBOCTM  MUKPOOPraHuM3Me,  COCTaBASOWMX  GuoHarpysky
(cm. ISO 11137-2. pasgen 7);

2) ana onpejeneHns ctepunusytolleii Ao3bl NPOAYKLUN C MtoBObI»/ cpefHU»/ 3HaYeHneM GUOHAarpysku »/0XHO
MCNONb30BaTh 3HAHWE YCTONUMBOCTU »/MKPOOPraHW3»/oB, cocTaBnsAoWwumx 6uoHarpysky (crv. ISO 11137-2. pasgen 8).

Uto kacaeTcs 8.2.2 nepeuncrieHne b). To B pasgene 9 ISO 11137-2 npmBefeHbl COOTBETCTBYIOLWME MeToAbl 060-
CHOBaHus [03bl 25 KI'p AN NpoayKumun co cpegHeli GuoHarpyskoli He 6onee 1000 nnu go3bl 15 kMp Ana npoaykuum co
cpepHeli 6uoHarpyskoii He 6onee 1.5.

A.8.2.3 PyKoBO/CTBO OTCYTCTBYET.

A.8.3 YcTaHOBNEHMEe MaKCUMaibHO AOMYCTUMOW A03bl U CTEPUAN3YIOLLEN [03bl

PyKoBOACTBO OTCYTCTBYET.

A.8.4 MepeHoC 3HaYeHN i MakcuMasibHO f,0NYCTUMON, NPOBEPOYHON U CTEPUNN3YIOLWEN [,03bl C OLHOIO UCTOY-
HVKa 06/1yYeHns Haapyroi

A.8.4.1 MNepeHOC 3HAYEHNIN MAKCUKOTbHO A0MNYyCTUMOM 403bI

OueHKka 060CHOBaHHOCTN MaKCW»/asibHO AONYCTUMOW [03bl A1 MHOMO MCTOYHMKA U3/yYEHUs], YeM TOT. Ha KOTO-
powi OHa Bblna onpejesieHa nepBoHavasibHO, A0/HKHA MPUHUMATL BO BHU»/aHWB MOLLHOCTb [03bl U3/ly4eHUs U Temne-
paTypy npoayKuuu Bo BpeMsi 061y4eHus. Hanpu»/ep. 4em Bbillie MOLHOCTb A03bl U3/NyHEHNS, TEM MEHbLUIE Hexenaresib-
Hoe BO3felcTBMe Ha NpoAyKumio. MpoayKums, aTTecTtoBaHHasA NPW HU3KON MOLLHOCTY A03bl (ram»/a- UM peHTreHOBCKoe
n3/1yyYeHne) 06bIYHO TPebyeT »/MHWU»/anbHOWM aTTecTaumy A8 NOATBEPXAEHNS COBMECTUMOCTU MaTtepuana npu 6onee
BbICOKOW »/OLLHOCTM A03bl (3NEKTPOHHBINA Ny4ok). 1 Hao6opoT, MaTepuan, aTTecToBaHHbIN NPU BbICOKO MOLLHOCTY A03bl
N3/yYeHns], IOKeT noTpe6oBaTb 60/ee 06CTOATENbHOM aTTecTauun Npyu Npu»/eHeHUn H3KoW fowHOCTY J03bl.

Ecnn MOLHOCTY A03bl U3/1yYeHUss U TeMnepaTypbl NPOAYKLMN B UCTOUHMKAX U3NYHEHUS OAUHAKOBbIX TUMOB 3KBU-
Ba/IEHTHbI. TO MEPEHOC 3HAUEHUIA »/aKCU»/auIbHON [OMYCrU»/0li [03bl »EXIY HU»/M SBNSETCA YMECTHbIM.

A.8.4.2 MNepeHoC 3HaYeHNi NPOBEPOYHOI NN CTepPUIn3yioLLeli 403bl

A.8.4.2.1 CnoxHbl»/ BONPOCOM SIBMISIETCA NEPEHOC MEXAY WCTOYHUKA»/»» U3/TyHYEHUA pasHbIX TUMOB C CU/IbHO pas-
JIMYAOLLMMUCSH MOLLHOCTAMM A03bl U3/yYEHNs], pesynbTaTo»/ Yero r/oxeT cTaTb HeoAyHakoBas MUKpobuumuaHas addek-
TUBHOCTb. UTO6bI NepeHoc 6bls1 060CHOBAH, HEOBXOAVMbI»/ YCNOBMEM ABNAETCA A0Ka3aTeNbCTBO TOTO, YTO U3MEHeHne
floLHOCTM [03bl U3MYYEHNS HE BAMSET Ha MUKPOBULMAHYIO 3PEKTUBHOCTb.

A.8.4.2.2 SKCNepUMEHTa/IbHbIN OMbIT NOKa3bIBAET, YTO €C/IM 06yYEHNE MPOBOAUTCS B «CYXUX» YCOBUSX. »/MKpPO-
6rLmaHas aheKTUBHOCTb He 3aBUCUT OT pabounx NapaMeTpOB UCTOYHMKOB, MO3TOMY NMEPEHOC BO3MOXEH.

YTto kacaeTca nyHkTa 8.4.2.2 nepeuncneHve b). To Npu nepeHoce Mexay WCTOYHWMKaMU pasHbIX TUMOB pasnnune
B MOLIHOCTU [03bl W3/ly4eHUs umeeT 60/bLUOe 3HAYeHWe — MOLLYHOCTb [03bl MOXET U3MEHUTb MUKPOGULAHYIO
3(hPeKTUBHOCTb. Takoe CpaBHEeHWe [/OWHOCTBI [03bl WU3/lyYeHUs C LeNblo nokasaTb, YTO NEpPeHOC He BAMSIET Ha
»MKPOBULMAHYIO 3(PPEKTUBHOCTL, AO/MKHO ObiTb [OMOJIHEHO NPOBEfEHVE»/ YCMELIHOro 3KCnepu»/eHTa ¢ NpoBepoY-
Holi fo30i (cMm. ISO 11137-2) Ha UCTOYHUKE M3MyYeHUs, 419 KOTOPOro pacc»/aTpuBaeTcsl NepeHoc.
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A.8.4.2.3 YT06bI NepeHoc 6bl1 060CHOBaH, HEOOXOAMMbBIM YC/IOBMEM SIBASETCS A0oKa3aTesibCTBO TOro, YTO U3Me-
HEHMEe MOLLHOCTM A03bl U3NYYEHUA HE BMSIET HA MUKPOOBMLMAHYIO 3hheKTUBHOCTb. VIMetowpmiica akcnepuMeHTab-
HbIli ONbIT NOKa3bIBAET, YTO €C/IN 06/1lyYeHne NPOBOAUTCS B NPUCYTCTBUM XMUAKOW BOAbI, HA MUKPOBULMAHYIO adhdhekTms-
HOCTb MOryT B/MATbL paboune XapakTepuUCTUKM WCTOYHWKOB W3/yYEHUS, MO3TOMY BO3MOXHbl OrpaHWYyeHus Ha
nepeHoc. YKaszaHHOe [Aoka3aTeflbCTBO HeobX04MMO AOMONHUTL NMPOBEAEHWEM YCNELUHOIO 3KCMepUMeHTa ¢ NpoBepouy-
HOIA 03011 Ha NCTOYHMKE WU3NYYeHNs, A1 KOTOPOro paccMartpuBaeTcsa nepeHoc (cm. 1ISO 11137-2).

A.9 Banngauus

MpumevaHunsn

1 MpuMEHUTENBHO K HAacTosLeMY CTaHfapTy, Banuvjaums BKIYaeT B Cebs He MeHee Tpex OCHOBHbIX
3/1EMEHTOB — aTTecTauun yCTaHOBIEHHOrO, AENCTBYIOLLENO 1 3KCMIyaTNpPyeMOro 060pyL0BaHus.

2 B cnyuvae, ecnm yctaHoBka 060pyj0BaHNA UIN BBELEHNE HOBbIX eVHUL, 060PYA0BaHNA SABMAIOTCA CYLLECTBEH-
HbIMU. CHavasa onpefensioT U AOKYMEHTUPYIOT TpeboBaHus nosb3oBatens. Mocne onpegeneHns NoTeHUMas bHbIX no-
CTaBLLVKOB 060PYA0BaHNSA €ro TEXHUYECKME XapaKTEPUCTUKKN 1 CXema pacnofioXeHus ohuLmanbHO aHaTM3NPYHTCS Ha
COOTBETCTBUE TPeboBaHUAM MoNb3oBaTeNeil n Hanmue N6bIX BbISBNEHHbIX NPOTUBOPEYniA. ITOT NpoLecc 06bIYHO
HasblBalOT aTTecTauveii npoekta (Ar). HacToAwwmi cTaHAapT HE COAEPXUT TpeGoBaHuii K All.

A.9.1 ATTecTaumsa ycTaHOB/EHHOro 060pyaoBaHus

ATTecTaumsa ycTaHOB/IEHHOTO 06opyaosaHus (AYO) BbINOMHAETCA A8 AEMOHCTPaUMnU Toro, YTo CTePUIN3aLMoH-
Hoe 060pyAoBaHMe 1 Nobble BCnoMoraTtesbHble N34eNns NoCTaBNeHbl U yCTaHOB/IEHbI B COOTBETCTBUMN C UX TEXHUYECKN-
MU TpeboBaHUAMM.

AYO HaumHaeTcs ¢ pa3paboTkn AOKYMeHTaL MK, onucbiBatoLLein NpoekT 1 TpeboBaHWsA No MOHTaxy (CM. Takke A.9,
npuMeyaxue 2). AYO [0/mKHA OCHOBbLIBATHCS Ha MUCbMEHHbIX TpeboBaHUAX. KOHCTPYKUMS U MOHTaX AO/MKHbI ObiTb
OLleHeHbl Ha COOTBETCTBME 3TUM TpeboBaHuAM. B gokymeHTaumio AYO [OMKHbI ObITb BKIOYEHBI YEPTEXM U AETaIMPOB-
K& BCEX KOHCTPYKLMOHHBIX MaTepuasioB, pasMepoB 1 AOMYyCKOB Ha 060pyfoBaHne, KOMMYHUKALWA 1 3NeKTPONUTaHUs.

AYO ponxHa 6bITb 3aBepLUeHa A0 Havana NpoBeAeHWs aTTecTaummn AencTeyoLero 060pyaoBaHus.

PagpaumnoHHble 3aBogpl, KOTopble paboTanin fo ny6avkauuy 1ISO 11137, MOryT He UMETbL NPOTOKOIOB 3MEHEHWUI
B 0byyatene, caenaHHbIX BO BPeMsi MOHTaxa. PeTpocnekTvBHas paspaboTka Takux MpOTOKO/IOB He TpebyeTcs.

A.9.2 ATTecTauusa feiicTeyrowero o6opynoBaHus

Mo go3vmMeTpuyeckuM Bonpocam pagualMoHHOW cTepunusauum cMm. ISO 11137-3.

A.9.3 ATTecTauus akcnayatmpyemoro o6opyaoBaHus

AS0 sBnseTca cTaguneil Banuaauun, MCNoMb3ylolieli onpefeneHHyl NPoAyKUMIo ANA NOATBEPXAEHUS TOro,
4yTO obopyaoBaHMe NOCTOAHHO paboTaeT COracHO 3apaHee 3afaHHbIM Kputepuam, obecneunsaeT ob6nyyYeHne fo3amm
a yCTaHOB/IEHHOM Avana3oHe A03 1 MO3TOMY BblAaeT NpoAyKLMio, OTBeYaloLLy0 YCTaHOBEHHbIM TpeboBaHNAM K CTe-
PUNBHOCTW.

Mo po3vmMeTpuyeckuM Bonpocam pagualMoHHOW cTepunu3aumm cm. ISO 11137-3.

Yto kacaeTca 9.3.2 nepeuncnenne b). To opveHTaumsa NpPoAyKUUWM BHYTPU YNakoBKW SABMSETCA KPUTUYHON Npuw
3N1EKTPOHHO-Ny4eBOW 06paboTke. Bonee TOro, opreHTaumsa MOXET BbiTb KPUTUYHON TakxKe Npu ramma- ¥ peHTreHOBCKO
06paboTke, ecnu NNOTHOCTb MOXET BAMATL Ha pacnpefeneHve Ao3bl (Hanpumep, KOHTENHepbl C XUAKOCTAMU UK
MeTa/lIMyeckne UMMNIaHTaHTbl 6eApPeHHON KOCTK).

YTto kacaeTca 9.3.2 nepeyncnieHne c), ecim cuctema nNpUMeHseTcs Ana dukcaumn npoaykumMmn B KOHTenHepe
Ona o6nyyeHnsi, B TeXHUYeckne TpeboBaHWA HEOOXOAVMMO BK/IOUUTL ONMCaHME WCMOJIb3yeMbIX MaTepuasioB 1 MeToga
dmkcaumn.

A.9.4 AHanus nyTBepxaeHve sanngauuu

[laHHaa cTagma BkoyaeT B ceba aHann3 AaHHbIX Basmjaumy u ero JOKYMEHTUPOBaHUE C Liefbio NOATBEPXAEHUS
nprvemMaemMocTy npolecca CTepunmnsaLmmn 1 paspaboTk 1 yTBEPXKAEHUS TeXHUYeckux TpebosaHuii npolecca.

A. 10 Tekywnii KOHTPONb U ynpaBieHne

MpumeyaHue — Lienbio TEKYLLEro KOHTPOS 1 yNpaBneHns SBNSETCS AeMOHCTPaUus TOro, YTO Ha NPOAYKLMIO
oKasasl BO3[eliCTBME Ba/IMAMPOBaHHbIV U YCTAHOB/IEHHBI NPOLECC CTepunm3aLlum.

A.10.1 PyKoBOACTBO OTCYTCTBYET.

A.10.2 I1SO 13485 coaepxuT Tpe6oBaHNsA K COXPaHHOCTM NPOAYKLMN U 0GPaLLEHNIO C HElA.

A.10.3 MNpu pa3geneHnn NpoayKuuu MOXHO NpeaycMoTpeThb:

a) dhmsnyeckoe pasgeneHve npomyKuuu;

b) NPUMMEHeHne HafeXHON MHBEHTapPM3aLMOHHON KOHTPOIbHOW cucTeMbl. YacTbio 3TOM npoueaypbl MOXET 6biTb
1CMo/Ib30BaHNEe 3TUKETOK W'U/IN LUTaMIOB.

A. 10.4 PyKoBOACTBO OTCYTCTBYET.

A.10.5 Ecnv npoaykuusa Bo BpeMsi 06paboTkn MOXET HenpeaHamMepeHHO nepeMeLlaTbCs BHYTPY KOHTelHepa Ans
061yyeHVst 1 Takum 06pasoM BAVSATb Ha pacnpefeneHne [o3bl, TO 415 ero npefoTBpalleHns NpoayKUms Ao/mkHa 6biTb
3ahukcmpoBaHa C NpPUMEHEHVEM YNakoBOYHOro matepuana.

A.10.6 AHann3 pesynbTaToB TeKyLLero KOHTPOs napaMeTpoB MpoLecca 1 Tekyllei 03MMeTpUn UCNonb3yeTcst
NS NOATBEPX/AEHWUA TOro, Y4TO MPOAYyKUMA Gblna obpaboTaHa B COOTBETCTBUM C TeXHUYECKMMU TpeboBaHusmu. Ecnu
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pesynbTaTbl U3MEePEHWIA BbILLM 38 YCTAHOB/IEHHbIE Npejerbl, TO B aHan3 JO/MKHbI ObiTb BK/IOYEHbI AECTBUS, KOTOPbIE
HeobXo4UMO MpeAnpPUHATS.

[ns pe3ynbTaToB M3MEPEHWiA, BbILIEALIMX 3@ YCTaHOB/IEHHbIE NpeAesibl, A0/MKHbI ObiTb 4OKYMEHTUPOBAHbI U Bbl-
NosHEHbI MpoLeaypbl, ONUCbIBalOLLME HEOBXoAMMbIE B TakMxX Crlyvasx AeicTBus (Hanpumep, NOBTOpHas 06paboTka,
npoBepka HafeXHOCTU HeyAO0BNETBOPUTE/NbHBIX MOKa3aHWi, Bbirpy3ka MpoayKuuu, Heo6X0AMMOCTb AOMOMHUTENbHOM
06paboTkn).

O6nyyateny ¢ 3NeKTPOHHLIM NMYYKOM Pas/IMyaroTCcs Mo CBOUM XapaKkTepucTkam 1 No cnocobam TeKyLero KOHTpo-
na. OTHOCUTENbHLIA BKIaL KOHTPONA paboynx napaMeTpoB 1 BbINOIHEHWA TeKyLLel f03MMeTpun B obecneveHne cTa-
6UNBHOCTW BO3AENCTBUA CTepUIn3ytoLLeii 403bl HAa NPOAYKLMIO pa3/inyeH Ans pasHbix obnyyarteneii. Onepatop o6nyya-
Tensa fo/keH paspaboTaTb NpoLeaypy TeKyLero KOHTPO/IS, BKIOYAIOLLYIO TeKyLUMA KOHTPOb pabounx napameTpos u
BbINOSTHEHWE TekyLUeli [03VMeTpUU, KOTOPbI 06ecneynt HeobxoayMoe NoATBePXAeH e TOro, YTO npolecc cTepunvsa-
LMK BbINOMHAETCS A,0/KHbIM 06pa3oMm.

A.10.7 Mo fO3MMETPUYECKM BOMPOCaM pajnauvoHHON cTtepunmnsaumum cm. 1SO 11137-3.

A.10.8 PykoBOACTBO OTCYTCTBYET.

A.10.9 PykoBOACTBO OTCYTCTBYET.

A.10.10 AHanu3 pe3ynbTaToB TEKYLLEro KOHTPONA napaMeTpoB npouecca v Tekyluel A03MMeTpuM 1Mcnosb3yeTcs
ANA NOATBEPXAEHMS TOro, YTo NPoAyKums 6blna obpaboTaHa B COOTBETCTBUM C TEXHWUYECKMMU TpebosaHuamu. Ecnu
npouecc 6b11 NpepsaH, TO B aHaNnM3 AO/MKHbI OblTb BK/OYEHbI AENCTBUS, KOTOPble HEOOGXOAMMO NPEeANPUHATD.

OTK/IOHEHMA OT HOPMaJIbHbIX PaboyMx YCMoBUIA (Takme, Kak OTK/IHOUYEHWE 3HEPTU UM HenpaBW/IbHOE ABUXKEHWE
KOHBelepa) A0/MKHbI NPUBOAUTL K HEME/IEHHOMY NpepbiBaHMI0 NpoLiecca 1 aBToMaTU4eCcKOMy NepeBoay UCTOYHMKA B
pexum 6e30nacHoro xpaHeHus. [o/mkHbl 6biTb AOKYMEHTUPOBaHbI MPUYUHBI MPepbIBaHWA Mpolecca u ero AauTesnb-
HOCTb. @ TaKxe [OKYMEHTUPOBaHbI 1 BbINOMHEHbI NpoLeAypbl NOBTOPHOTO Mycka.

B cnyyaB oTkasa o6yyaTens UM KOHBeepHOI cUCTEMbl HEOOXOAVMO CefoBaTh AOKYMEHTVPOBAHHON NpoLeay-
pe. 4Tobbl pe3ynbTaTtom NocnenyLmx AeNCcTBUi cTana nNpoayKumMs, NonyyuvBLIasS CTEPUIN3YIOLLYIO [03Y, U YTOGLI NpW
3TOM MakCUMMasibHO AonycTumas fo3a He 6blnia npesblleHa.

Ecnn npepbiBaHWe npouecca NpoucxoauT ¢ npoaykumeld, He cnocobHoV noaaepXxuBaTb MUKPOOBUOIOrMyeckuii
pOCT, ¥ MpU 3TOM ABVKEeHMe NpoAykumy B obyyaTene npekpaiiaercsi, TO Takoe npepbiBaHWe 06blYHO He TpebyeT feit-
CTBWIA. TeM He MeHee, Takve NpepbiBaHUA NpoLecca AO/MKHbI OblTb 4OKYMEHTUPOBAHb!I M NpOaHan3npoBaHbl, YTOGbI
y6eanTbcs B JOCTOBEPHOCTY A03MMETPUYECKNX U3MEPEHWIA.

Ecnu npepbiBaHve npolecca NpoucXoauT ¢ NPoAyKumeld, Cnoco6Ho noaaepXxmnsaTb MUKPOOUONOrMYECKMIA PoCT,
TO B TEXHUYECKOI JOKYMEHTaLMM Ha NpoLecc ykasblBaoTCs:

- MakcuMasibHoe BpeMmsi, KOTOPOe MOXET NPONTU MeXAy 3aBepLUEeHNEeM WU3roTOB/IEHWS NPOAYKLUM U 3aBepLUeHU-
eM ee CTepUIn3aLMOHHON 06paboTKu:

- YCNOBUA XpaHEHUA 1 TPaHCNOPTUPOBAHKSA, KOTOPble HEO6XOAVMO NOAAEPXKMBATL B TEUEHNE 3TOrO0 BPEMEHU.

MakcumanbHoe BpeMsi 1 YC/I0BUA BblOMPAKOTCA TakMMu, 4TOObl MUKPOOMOIOTMYECKOE KayeCTBO NPOAYKUMM He
yXyALwano ee cTepunbHOCTb. ECan npepbiBaHMe npoLuecca nNpoucXoauT BO BPems CTEpUAnsauum 1 AAuMTca fofblue
YCTaHOB/IEHHOTO BPEMEHW, CliefyeT PacCMOTPETb €ro B/IMSAHNE Ha MUKPOOMOIOrMYeCcKoe KauecTBo NPOAyKUMM 1 BbINON-
HWUTb COOTBETCTBYIOLLME AENCTBUA. DTO MOXET NOTPebOoBaThb BbIrPY3KM NPOAYKLMN.

Ecnu oTkNoHEHNe B nMpoLecce NPMBOAMT K YMEHbLUEHUIO NOJy4YeHHOM A03bl MO CPaBHEHWIO C TPebyeMmoid, Npoayk-
Uma MOXET ObITb 06/1yHeHa AONOMNHUTENLHON [0301, ecnu:

a) 6blia NpUHSTa BO BHMMaHWe CMOCOGHOCTb NMPOAYKUMM NOAAEPXMBAaTb MUKPOGWOIOTMYECKUI POCT;

b) o6nyyeHne AOMNOMHUTENbHON [030/ BO3MOXHO TakMM 06pa3om, YTo6bl 06ecneunTb B CyMME AOCTUXKEHWE
MWHUMaSTIbHOM [03bl, HO MPW 3TOM He NPEBbLICUTb MaKCUMa/IbHO JOMYCTUMYHO [03Y.

[JlononHutensHoe pykosoactso cM. B ISO 11137-3.

o po3nmeTpuyecknm Bonpocam cm. ISO 11137-3.

A.10.11 PykoBOACTBO OTCYTCTBYET.

A.11 BbInycK npoayKumun nocsie ctepunmsauum

PyKoBO/ICTBO OTCYTCTBYET.

A.12 TMoapepxaHune achpeKTUBHOCTM npouecca

A.12.1 [lemoHCcTpaumsa coxpaHeHnsa ahheKTBHOCTH

A.12.1.1 O6wwe cBeaeHNs

UTobbl CTepmnu3ytoLlas fo3a ocTaBanach AeiCTBUTENbHON, NPOAYKUMSA AO/MKHA N3rOTaBIMBATLCA B KOHTPONMPY-
eMbIX YC/IOBUAX, AalOLWMX CTabUNbHYIO N0 KONMYECTBY U TUMaM MUKPOOPraHW3MOoB GuoHarpysky. s geMoHcTpauuu
NOCTOSIHHOW AeCTBUTENbHOCTM CTepUNM3ytoLLeli 103bl NPOBOAATCA ayAuTbl CTEPUIM3YIOLLER A03bl Yepe3 3apaHee or-
pefeneHHble NHTepBaslbl BPEMEHW.

YcTaHOBMEHHblE MaKCUMasibHble WHTEPBasbl BPEMEHU OCHOBaHbl Ha:

a) onbiTe, NPUOBPETEHHOM B 3KCNEpPUMEHTax Mo yCTaHOBKE A03bl;

b) HEob6XoAMMOCTU 06HapYXMBaTb U3MEHEHUS B NMPOM3BOACTBEHHbLIX MpoLleccax M matepuanax U Ha NpUHATUW
KOHCEHCyCa O CTEMeHW prCKa, CBSI3aHHOrO C YaCTOTOM MOMCKA TakUX U3MEHEHWIA.

C) BO3MOXHOCTW CE30HHbIX NN APYTUX U3MEHEHU I MUKPOBMOIOrMYECKOro KaiecTea MaTepuanos Uan Npov3Boa-
CTBEHHbIX YC/TOBWIA;

d) o6LenpuHATOl YyacToTe NOBTOPHOW Ba/upauuy npowecca crepunmnsauum.
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A.12.1.2 YacToTa onpegenieHnsa GuoHarpysku

A.12.1.2.1 PyKoBOACTBO OTCYTCTBYET.

A.12.1.2.2 PykoBOACTBO OTCYTCTBYET.

A.12.1.2.3 PyKoBOACTBO OTCYTCTBYET.

A.12.1.2.4 PykoBOACTBO OTCYTCTBYET.

A.12.1.2.5 lMpwn ycTaHOBNEHNN Npejena 6ruoHarpysku ¢ Liebio AeMOHCTPaLymn NOCTOAHHON adhthekTBHOCTH CTe-
punusytoLeit f03bl 3TOT NpeAen Ao/KeH 6blTb YCTAHOB/IEH HA OCHOBE CEPUM OMbITOB C NPEeBbILLEHNEeM npeaena buoHar-
PY3KU [0 LOCTMXEHNS YCTAHOBNEHHbIX TPeBoBaHWiA K cTepuibHOCTU. CM. Takke B I1ISO 11737-1 nHdropmaumio o ctabunu-
3auun npefenos 6GuoHarpyskv Ans Apyrux Lenei.

A.12.1.3YacToTa ayauToB CTEPUNN3YIOLLEN [03bl

A12.13.1

a) VIcToprYeckn CMoXnIoCh, YTO TPEXMECSUHBIN MHTEPBaUT CMNOMbL3YIOT /15 ONPeAeNIeHNs CE30HHbIX OTK/TOHEeHUI
B 6voHarpyske. Mpoaykums, nponssefeHHas B KOHTPOSIMPYEMbIX YCMIOBUSAX MOXET He NokasaTb Ce30HHbIX OTKIOHEHWIA
B GUOHarpyskB. EC/im KOHTPOb BUOHArpPY3KM NO KOIMYECTBY U TUMaM MUKPOOPTraHU3MOB MokasbiBaeT OTCYTCTBUE CE30H-
HbIX OTKIOHEHW, TO MOXHO PACCMOTPETb BOMPOC O CHUXEHWUM YacTOTbl ayAMTOB f03bl. Takol aHaM3 AO/MKEH BKIOYaTb
BOMPOCLI 06pabOTKM U TEKYLLEEro KOHTPOSIA, yCTaHoB/eHHble B 12.1.3. CnefyeT 0TMeTUTb, YTO HEO6X0AMMO PaccMOTpeTb
BCE OTMEYEHHble BOMPOCHI, XOTA He 0653aTeNlbHO BCE M3 HUX NOTPEeOYIT onpeAeneHHbIX AeNCcTBUIA i 6yayT umetb
OfIMHAKOBbIN BeC (T. e. 6yAyT OANHAKOBO BaXHbI).

b) PyKOBOACTBO OTCYTCTBYET.

A.12.1.3.2 Tlo Mepe HaKoMJEHNS OnbiTa PaboThbl C NPOAYKUMEN 1 ee N3rOTOBEHUSI MPOUCXOANT YBEIMYEHUE WH-
TepBasia BpEMEHU MeXAy NpoBeAeHneM ayanToB CTepunusytowein Ao3bl (CHaYana c MHTepBasiomM B Tpy Mecsaua, 3aTem
LIeCTb MecsILeB WU. HaKoHel, ABeHaauaTb MeCsLEB).

CnepfyeT NnoHMMaTb, YTO YMEHbLUEHWE YacTOTbl NPOBEAEHUS ayanTa CTepunsyioLLeid 403bl CO BpeMeHeM NpuBO-
OWT K YMEHbLUEHNIO BO3MOXHOCTU BbISIBIEHWSI U3MEHEHWI B MPOM3BOACTBEHHOM npouecce. CrnefoBatenibHO, Ha 3TOT
achhekT Bcerga HeobxoayMo obpallatb BHUMaHWe 4,0 TOro, Kak yMeHbLIUTb YacToTy ayauTa.

A.12.1.3.3 PyKOBOZACTBO OTCYTCTBYET.

A.12.1.3.4 PyKOBO[CTBO OTCYTCTBYET.

A.12.1.3.5 PyKOBOACTBO OTCYTCTBYET.

A.12.2 MoBTopHas Kanmbposka

PyKOBOZCTBO OTCYTCTBYET.

A.12.3 O6cnyxuBaHne o6opyfoBaHNa

Mpu aHanu3e NPOTOKOSIOB 06CNYXUBaHWS ero rpadivk 1 npoLesypbl JO/MKHBI NepecmMaTpyuBaTbCcs B TO Mepe,
4TOGbI NONyyYeHHass 06 060py0BaHUN MHDOPMALMS Obla NPUMEHEHA MO HA3HAYEHUIO.

A 12.4 MoBTopHas atTecTaymsa o60pyaoBaHus

NHTepBasibl Mexay NOBTOPHbIMKU aTTecTauuamu obsydaTens A0/KHbl BblGUpaTbCa TakuMu, YTo6bl obecneynTb
NOCTOAAHHYI0 paboTy obnyyatens B npefenax TeXHUYeckux TpebosaHuii. Ons ramma-obnyvaTenein noBtTopHas arrecTta-
LiMsi 06bIYHO MPOBOAWTCS BMECTE C MOMOSIHEHNEM UCTOUHUKOB. [11151 91€KTPOHHO-Ny4YeBbIX Y PEHTTEHOBCKUX 0bnyyaTtenei
NoBTOpHas aTTecTauust 06bIYHO NPOBOAUTCH €XErofHO, HO HEKOTOPbIE YacTW aTtTecTalumn NpoBoAATCA ¢ 6onee KOpoTKu-
MW MHTEpBaslaMn BPeMeHn B npejesax rofosoro uvkna. Ecnu namepenuns npu AYO n AO nokasasim, 4to COCTosHne
obnyyatens “3MeHUnocb, T0 MOXeT noTpeboBaTbca nosTopHas AS0.

A.12.5 OueHka nsmeHeHui

A.12.5.1 [inA ramma-o6nyyateneil npumepamm U3MeHeHWn, nocne KOTopbIX [O/xHa ObiTb BbinonHeHa ANO,
ABNAOTCA.

- MONOSIHEHUE WCTOYHUKA;

- U3MEHEHUs1 B TeOMETPUN N NOSTIOXEHUN UCTOUHUKA,

- U3MEHeHUs1 B KOHBeliepe;

- U3MEHeHVe MapLupyTa NPoAYKUWK;

- U3MEHEHVe B KOHTellHepe AN 06/1y4eHus.

CreneHb npoBefeHus AO 3aBUCUT OT TUNa U CTeNeHn n3MeHeHus (cM. Tabnuuy A.1).

[lnsi 3NeKTPOHHO-Ny4eBbIX 061yyYaTenein npuMepam USMeHeHuiA, Nocse KOToPbIX JO/MKHA 6biTb BbinoHeHa ALlO,
ABNAOTCA:

- U3MEHeHUs1 B KOHBeliepe;

- yBENIMYEeHNEe MaKCHMasIbHbIX NMPOEKTHbIX Pa3sMepoB KOHTelHepa 4718 06/1yveHus;

- PEMOHT MM 3aMeHa CKaHUpyloLero MarHuta {marHuta passepTku);

- PEMOHT WM 3aMeHa OTK/IOHSAIOLWEro MarHuTa:

- PEMOHT UM 3aMeHa MarHuTa, obecneymBaioLero napannenbHOCTb nyyka (hoKyCcupytoLLero);

- U3MEHEeHUs B 3/1leMeHTax 06nydyaTtens, cosgatoLmx adthekT paccesHus.

CreneHb nposefeHns AO 3aBUCUT OT Tuna v CTENeHW U3MeHeHusa (CMm. Tabnuuy A.2). Hanpumep, ysennyexue
MakcrMasbHbIX NPOEKTHbIX pasMepoB KOHTelHepa Ans 06nyyeHns noTpebyeT NOMHOW NOBTOPHON aTTecTauuu, B TO
BpPeMs kak Mocsie 3aMeHbl 4acTu KoHBellepa MoXeT NoTpeboBaTbCs TO/bKO NOATBEPXAEHVE Hadnexalleid paboTbl
KoHBeliepa.
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[LNs peHTTeHOBCKMX 06/ydaTtenieii npumepaMy 3MeHeH!i, Nocie KOTOPbIX Ao/DKHA 6bITb BbinonHeHa ALLO. sBNs-

HOTCA:
- USMEHEHUA B KOHBeVIepeI

- YBE/IMYEHNE MaKCHMaslbHbIX NMPOEKTHbIX Pa3MepoB KOHTellHepa A/1s 06/1yyYeHns;

- PEMOHT WM 3aMeHa CKaHUPYIOLEero mMarHuta [MarHuta passeprku];

- PEMOHT WM 3aMeHa OTK/IOHSIOLWEro MarHuTa;

- PEMOHT WM 3ameHa MarHuTa, obecrneuvBaroLLero napasinesibHoCTb nyyka:

- U3MEHEeHUs B 3/1eMeHTax obiyyaTens, co3gatomx adhdekT paccesaHus;

- U3MEHEHUS B MULLEHN PEHTFEHOBCKMX JTyyeil [B aHTVKaTOAe PEHTTEeHOBCKON TPpy6ku].

CreneHb nposefeHns AO 3aBMCUT OT TUNa K CTeneHn usmeHeHns (cm. Tabnuuy A.3). Hanpumep, ysenuuyexuve
MaKCMasIbHbIX MPOEKTHbIX Pa3sMepoB KOHTeliHepa AN1a 06/yYeHns noTpebyeT MOSIHON MOBTOPHON aTTecTauuu, B TO
BpPEMSA Kak Mocne 3aMeHbl YacTu KOHBeliepa MOXeT NoTpeboBaTbCs TONbKO MOATBEPXAEHWE Haanexalweli paboTbl

KOHBeliepa.
A.12.5.2 PykoBOACTBO OTCYTCTBYET.

Ta6nunya Al — PykoBoACTBO Mo aTTecTauum U3MeHeHuii B raMma-o6yyarene

AYO
Vi3meHeHvie MoHTaxKHbIe
a obnyvarene UCTIbITaHNS 1
[OKyMeHTaums
Ha obopyaoBsa-
H/e
[ob6aBneHune, ynaneHue \%
WM nepekoMnoHoBKa pa-
AVoHyKnnaa
M3MeHeHne KOHCTPYKLun v
HocuTensa/koHTelHepa ans
06ny4eHns
CHATMe unu nepemetle- >
HVe noABeCcHOro KoHeeliepa
BHYTPW Kamepbl 06/1y4eHnst
CHATMe unn nepemetle- v
HWe YCTPOIACTB OCTAaHOBKM Ha
KPpUTUYECKOM MapLLpyTe npo-
OyKumn
CHATWE Wan nepemelle- v
HMe YCTPOWCTB OCTaHOBKM BHE
KPUTMUYECKOro MapLlupyTa
npoayKumn
3ameHa Kabeneli B UCTOY- \Y,
HVKe
M3meHeHne npoekta cu- v
CTeMbl  [BUXEHUS  UCTOY-
HUka
Mi3meHeHne npoekTa, \%
B/IAIOLLIEE HA PACCTOSAHME OT
MCTOYHUKA A0 NPOAyKLMM
Vi3meHeHne npoekTa cu- v

CTEMbI LacCu UCTOYHUKa

VcnbitaHve
obopyaosa
H/A

ALO
KanmGposka ~ Tonorpacv-
o6opyzoBa poBaHue Tun TenerpagwposaHns
] A03bl 03bl
obnyyarens
y [oMoreHHbIli MaTepuasn Ao
NPOEKTHbIX Npeaesnos
v ['omoreHHbIii matepvan Ao
NMPOEKTHbLIX Npeaenos
v [oMoreHHbIVi MaTepuan Ao
NPOEKTHbIX Npeaenos
4 [OMOreHHbIVi MaTepuas Ao
NPOEKTHbIX NpeAenos
\Y, MepexogHan gosa
v FoMoreHHbIVi MaTepuan Ao
NPOEKTHbIX Npeaenos
MepexogHasa fo3a
4 [OMOreHHbIVi Matepuas Ao

NPOEeKTHbIX npeaenoBs
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OkoHuyaHne Tabnuubl A. 1

AYO
Vi3meHeHne MOHTaXHbIE VicnbTaHme
a obnyvarene UCTIbITaHNS 1 6
[noKkymeHTaums  000pyAoBa-
Ha 06opy/oBa- HAA
HVe
M3meHeHne Tuna Talime- \% Yy
pa uvkna B obnydyatene
M3meHeHne Tna npu6o- Yy y
POB TeKyLLEero KOHTpoNsa pa-
AnaumnoHHol 6e3onacHocTu
obnyyatens
M3meHeHne Tuna npubo- \% Yy

pPOB TeKyl,ero KOHTPO/s
BOJbI B pe3epByape 06/yya-
Tens

MpumevaHunsn

ALO
Kanm6poeka Tororpadu-
060pyf],osa poBaHue Tun TonorpagmpoBaHus
s [03bl A03bl
obnyyarens
y
y
y
(ecnn npu-
MEHUMO)

1 lo6aBneHne paguoHyknnaa 6e3 n3MeHeHsi reoMeTpuy UCTOUHUKA T/IOKET NOTPE60BaTh BbINOIHEHNS TOLKO
4acTy rOMOreHHOro ronorpadmpoBaHns 403bl C Lefblo NOATBEPXKAEHNS pe3y/bTatoB MaTremMaTuyeckoro Mojaenmpo-
BaHWSI UK Lefieli U3MEHEHWs, B TO BPeMs kak Jo6aBfieHne pagvoHyknuga C N3MEeHEHWEeM reoMeTpun UCTOYHMKA
MOXeT noTpe6oBaTh NO/IHOTO FOMOrEHHOro TonorpadupoBaHMs 403bl C NOBTOPEHMEM BCEX KapT [03bl, & TakKe HeKo-
TOPbIX BCMOMOraTe/lbHbIX NCCNe0BaHNiA, Takvx Kak 3arpy3ka Mo LIEHTPY WM YyacTUuHas 3arpyska.

2 [o nonyyeHus pesynbtatoB ALO (Hanpumep, NPOBEPKM MOMIOXEHUSI UCTOYHMKA), NOC/e 3aMeHbl Kabeneii
MCTOYHMKA MOXET notpebosatbecs ronorpauposaHvie [03bl 06/ydarens.

3 Pesynbrarbl TonorpadmpoBaHuna go3bl npu A4O MoryT npuBecTy k nosTopeHuio A30.

Ta6numuya A.2— PyKoBOACTBO MO aTTECTALMN U3MEHEHWIA B 3/1EKTPOHHO-/ly4eBOM obydaTene

AYO
M3meHeHve MoHTaxHbIe
a obnyvarene uCTbiTarus . VICTbITanme
ZoKkymenTaups B AevicTean
Ha obopyaoBa-
Hve
MexaHuueckas perynu- \Y;
poBka yckoputens
B cuctemax ynpasnsio- \Y;
LLMX U OOKYCUPYIOLLIMX Mar-
HUTOB
B cuctemax OTKIOHS- \Y;

HLWNX MarHnToB

24

A0

Tororpagm
Kanvposka Tun ronorpadwpoBaHmns

o6opygosa- ~ PoaaHne
s Ao N03bl
obnyyarens
w PaBHOMEPHOCTL CKaHMpOBa-
HUSI B HaNpaB/IeHNN CKaHWPO-
BaHMWA NyuKa 1 ry61Ha MPOHUK-
HOBEHWS [j03bl B HANpasieHn
nyuKka
w PaBHOMEPHOCTbL CKaHUpOBa-
HUSI B HaNpaB/IeHNN CKaHWPO-
BaHUs NMyyKa 1 ry61Ha NPOHUK-
HOBEHWS [j03bl B HANpaBIeHn
nyuka
Vv 4 PaBHOMEpPHOCTb CKaHMpoOBa-

HUS B HAnNpae/ieHNN CKaHMPO-
BaHWs nyyka v r1y6uHa NPOHIK-
HOBEHWS [103bl B HANpaB/eHUN
nyyka
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OkoHYaHve Tabnuubl A.2

AYO A0
V13meHeHvie MoHTaxHbIe
0 obnyyarene Venbmarns n onbrmanve - Kanbposka Tenerpay- T
o feiicTBM  06opyaoaa posaue un TororpagmpoaaHus
AOKyMeHTauma s J03bl [003bl
Ha o6opyaosa- obnyyarens
Hve
CucTema TeKyLLEero KoH- < \% PaBHOMepHOCTb CckaHVpoBa-
TpoNsA Toka nyuka HUA B HaNpaB/iEHUN BWKEHNS
npoAyKuumn

B cncteme marHuToB V V PaBHOMepHOCTb CckaHVpoBa-
CKaHMpOBaHUA HUA B HanpaB/eHUn CKaHupo-

BaHNA ny4dka

B CXEMOTEXHUKE TeKy- \% V PaBHOMepHOCTL cKkaHWpoBa-
LLLero KOHTPOAS UMAN ynpas- HUS B HANpaB/IEHUN ABUXEHUS
NEHNSI CKOPOCTbI KOHBEN- npoayKuuu.
epa McnblTaHne ¢ npepbiBaHWEM

npouecca

B guratensx, pPemMHsx V Vv
1 peyKTopax KoHBeliepHoi
CUCTEMBI

MpumeyaHune — PesynbTartsl ToorpaduposaHns 4o3bl npu A4O MoryT npusecTun K nosTopexunio A30.

Ta6nuuya A3 — PykoBoACTBO NO aTTecTtauuy U3MEHEHW! B PeHTTeHOBCKOM 06nyyartene

AYO ALO
Vi3meHeHve MoHTaxkHbIe
Vcrbiranne  Kanmpoeka  Torodadn
B 06/yuarene MCMbITaHNs 1 060py/aI0Ba-  06OPY/IOBA posaHve Tun TonorpachmpoaaHms
AOKymMeHTauus 03bl A03bl
Ha 060py/10Ba- HiA hia A
Hﬁé"q o6nyuatens
MexaHuyeckass perynm- ] C| PaBHOMeEpPHOCTb CKaHWpoOBa-
poBKa yckopuTens HVSi B HanpaB/ieHUW CKaHUpO-

BaHWs nyyka u rny6uHa npo-
HUKHOBEHWSI [03bl B Hanpas-
NIEHUN NydKa

B cucTeMax ynpassitoLLmx Vv \Y; PaBHOMEpPHOCTb CKaHWpoBa-
1 hOKYCUPYHOLLMX MArHUTOB HUS1 B HANPaB/IEHNUN CKAHUPO-
BaHWs nydka u ray6uHa npo-
HUKHOBEHMS [03bl B Hanpas-
NIEHUN NyuKa

B cuctemax OTK/IOHAOLLMX \% | » PaBHOMEpPHOCTL CKaHMpoBa-
MarH1ToB HUSA B Harnpas/ieHUN CKaHNpo-
BaHUA Myyka U rny6mHa npo-
HUKHOBEHVS1 [03bl B Hanpas-

NeHnn nydka

CucteMa TeKyLlero KoHT- \% \% \ PaBHOMEpHOCTbL CKaHupoBa-

ponsa Toka nyyka HVUS B HanpaBieHWUn ABUXe-
HUS NPOAYKLUMN

B cucteme marHutoB cka- \% PaBHOMEpHOCTbL CKaHMpoBa-

HUpOBaHNA HVSi B Hanpas/fieHUN CKaHupo-

BaHNA ny4dka
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OkoHuyaHue Tabnuubl A.3

AYO
V3meHeHve MOHTaXKHbIE
a obnyuarene UCTIbITaHNS 1
[OKyMeHTaLws
Ha obopyaoBsa-
Hvie
B cxemoTexHvKe Tekylle- v
ro KOHTPONSA uwnu ynpasene-
HWSI CKOPOCTbIO KOHBeliepa
B gBurarensax, pemHsax u v
peayKTopax KOHBenepHoli cu-
CTeMbI
Vi3mMeHeHne KOHCTPYKL N w
HocuTens/koHTeliHepa ANna
061yyeHns
CHsATHe un nepemette- v
HUe KoHBeliepa BHYTpU kame-
pbl 06/1y4eHns
MN3meHeHne npoekTa, v
B/IVSIIOLLLEE HA pacCTOsiHMe OT
MCTOYHUKA A0 NPOAYKLMK
M3meHeHune Tvna npubo- w
POB TeKyLLero KOHTPoS pagu-
aUMOHHOW 6e3onacHoCTU 06-
nyvarens
3ameHa. n3MeHeHune v

KOHCTPYKLMW WA peryinpoBs-
Ka PEeHTreHOBCKOW MWLLEHU
(aHTuKaTona)

VicnbitaHve
obopyaoBa-
HUS

Kanmbposka
obopyaosa-
HYst

AOO
Tenerpadwm-

poBaHue
[03bl
obnyyarens

Tvn TonorpadmpoBavmst
AO3bl

PaBHOMEPHOCTb CKaHMpoBa-
HUA B HanpaBneHWn ABuXe-
HUSI NPOAYKUMN.

WcnbiTaHne ¢ npepbiBaHem
npouecca

PaBHOMepHOCTb CkaHMpOBa-
HUSI B HampasfieHUn ABuxe-
HUA NPOAYKLUMN.
FnybvHa NPOHUKHOBEHUSA
[103bl B HaNpas/IeHNN [BIXe-
HMA NpoAyKLuu

PaBHOMEpHOCTb CKaHMpoBa-
HUA B HanpaBfieHUW ABUXe-
HUA NPOAYKLUN.
FnyévHa nNPOHMKHOBEHUSA
A03bl B Hanpas/ieHUn [ABuxXe-
HVSA NpoAyKunn

PaBHOMEpPHOCTb CKaHMpoBa-
HUA B Hanpas/eHUn ABuxe-
HUSA NPOAYKUMN.
PaBHOMEpHOCTb CKaHMpoBa-
HVSA B HAnpas/1EHNN CKaHMPO-
BaHVA ny4ka.

Fny6vHa nNPOHMKHOBEHUSA
A03bl B Hanpas/ieHUn ABuxXe-
HVSA NpoayKUnn

PaBHOMEpHOCTb CKaHMpoBa-
HUA B HanpaBfIEHNAX CKaHU-
pOBaHUA nyuyka U ABMKEHUA
nyuka.

PaBHOMEpHOCTb CKaHMpoBa-
HUA B Hanpas/ieHUn [BUXe-
HUA NPOAYKLUN.

FnyévHa NPOHUKHOBEHUSA
A03bl B Hanpas/ieHUn nyyka

MpumeyaHune — Pesynbtarbl TenerpadmposaHusa Ao3bl npy ALO MoryT npuBecTy K noBTopeHuio AS0.
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CBefleHMsi 0 COOTBETCTBUMN MEXIOCyAapCTBEHHbIX CTaHAAPTOB
CCbIJIOYHbIM MEeXAYHapoAHbIM cTaHgapTam

Ta6nuya OA1L

O603HaueHVe 1 VauieMoBaHme
MeXayHapoaHoro cTaHaapTa

1ISO 10012-1:1992 TpeboBaHusA obecneyeHns Ka-
yecTBa A9 U3MEPUTENbLHOTo 060pyAOBaHuUS.
Yactb 1. Cctema MeTpOsIorMyeckoro noareep-
XOEHUSA ANA U3MepuTesisHoro o6opyaoBaHns

ISO 11137-2:2006 Ctepunusaums MeauLmMHCKON
npoaykumn. PagvaunoHHas cTepunusauus.
YacTb 2. YcTaHoBMeHWe cTepunmsytoLLei fo3bl

ISO 11737-1:1995 Crepwimsaums  MeauumH-
CKUX u3genuii. Mukpobuonormyeckne MeTogbl.
Yactb 1. OueHka nonynsaumMm MUKpOOpraHn3MoB
B NpoAyKuun

ISO 11737-2:1998 Crepunusauma  MeguLmH-
CKnx usgenuii. Mukpobuosnornieckne MeTofpl.
YacTtb 2. McnbiTaHnsa Ha CTepunbHOCTb, NPOBO-
AVMble Npu BaMaaLMU NPOLLECCOB CTepunsa-
Luu

ISO 13485:2003 V3genua mMeguumHckue. Cuc-
TEMbl MeHeKMeHTa kayecTBa. CUCTEMHbIe Tpe-
60BaHVA ANA Lenein perynuposaHus

CreneHb

o1

1oT

o1

1oT

O603HaveHVie 1 HaMMeHoBaHMe
MEXrocyapCTBEHHOMO CTaHaapTa

FOCT ISO 11137-2—2011 Crepwnusauus megu-
LIMHCKO mpoAykuun. PagunaunoHHas cTepunu-
3aumsa. YacTb 2. YcTaHOB/EHWe CTepunusytoLlei
[03bl

[OCT I1SO 11737-1—2011 Crepunusauns meam-
LMHCKUX n3genuii. Mukpobruonormyeckne mMeto-
Apbl. Yactb 1. OueHka nonynauuM MUKpoOopraHus-
MOB B NpOAYKL 1N

FOCT ISO 11737-2—2011 Crepunusauus megu-
LIMHCKMX 13genuii. Mukpobuonormyeckme MeTto-
Abl. YacTtb 2. NcnbiTaHnsa Ha CTepusibHOCTb, Npo-
BOAMMbIE MPW BasIAaLMN NPOLECCOB CTEPUn-
3auuu

FOCT ISO 13485—2011 M3genusa meavumHcKue.
CucTeMbl MeHefKMeHTa kavecTBa. CUCTEMHble
TpeboBaHWs ANs Ueneli peryimpoBaHus

* COOTBETCTBYIOLLMIA MEXTOCYAaPCTBEHHbIN CTaHAAPT OTCYTCTBYET. [0 €ero yTBepXAeHUs pekoMeHayeTcs uc-
nosb30BaTb NepeBof, Ha PYCCKWii A3bIK JAHHOMO MEXAYHAapPOAHOro cTaHAapTa. MepeBof AaHHOTO MEeXAyHapOLHOro
cTaHaapTa Haxogutcs B ®efepasibHOM MHOPMALMOHHOM (hOHAE TEXHUYECKWX PErfiaMeHTOB U CTaH4apTOB.

MpumeyaHune — BHacTosAwWwem cTaHAapTe UCNOb30BaHO Criefylollee YyC/I0BHOe 0603HaYeHne cTeneHn

COOTBETCTBUA CTaHAapTa:
- OT — ngeHTnYHbIe CTaHA4aPThI.
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(1] 1SO 9000:2005
[2] 1SO 9001:2000
[3) 1SO 10993-1:2003

[4] 1SO 11137:1995

[B1 1SO 11137-3—2006

[6] ISO/TS 11139:2006

[7] 1SO 11607-1

[8) 1SO 11607-2

[91 ISO 14001:2004

[10] I1SO 14040:1997

i1y
[12J 1SO 22442-1
(He ony6mkoBaH)

[13) 1SO 22442-2
(He ony6nunkoBaH)

[14) ISO 22442-3
(He ony6nunkoBaH)

[151 EN 556-1:2001

[16) AAMI TIR17:1997

[17) ANSUAAMI ST67:2003

[18) ANSI/HGB N43.10—2001
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Buénuorpadgpusa

Quality management systems — Fundamentals and vocabulary (Cuctemsl ynpaBsne-
HUS ka4eCcTBOM. OCHOBHble MOHSATUSI 1 CNOBapb)

Quality management systems — Requirements (CucTembl  ynpaBnieHns ka4ecTBOM.
Tpeb6oBaHus)

Biological evaluation of medical devices — Part 1. Evaluation and testing (Bronoruuec-
Kas oueHka MeAuUMHCKUX n3genuii. Yactb 1. OueHKka W UCMbITaHus)

Sterilization of health care products. Requirements for validation and routine
control. Radiation sterilization (CTepunusauna MeauuMHCKol npoaykumn. Tpebosa-
HUS K Ba/IMAALMN 1 TeKyLLleMy KOHTPO/IO. PagnalnoHHas cTepunnsaums)
Sterilization of health care products — Radiation — Part 3: Guidance on dosimetric
aspects (Ctepunusaumsi mMeAuUMHCKON npoaykumu. Paguauyus. Yactb 3. Pykosopg-
CTBO MO A03UMETPUN)

Sterilization of health care products — Vocabulary (CTepunmsaums MeavuMHCKoi npo-
nykuun. Cnosapb)

Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems (YnakoBka gnsi oMHULLHOM
cTepunusaumm MeguuUMHCKUX msgenuin. YacTtb 1. TpeboBaHua K matepuanam, cucte-
MaM CTepwnbHOro 6apbepa 1 cucteMam ynakoBblBaHUs)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes (YnakoBka 4518 (OMHWULLHON CTepun3a-
LN MeguLMHCKUX n3genuii. YacTtb 2. TpeboBaHus K Bamgaumm npoueccos hopMmpo-
BaHWA. CKemBaHus N c60pKm)

Environmental management systems — Requirements with guidance for use (Cucre-
Mbl YripaB/ieHUs OXpaHoii oOkpyatoLLelt cpefbl. TpeboBaHNs 1 pyKOBOACTBO NO Npume-
HEHWto)

Environmental management — Life cycle assessment — Principles and framework
(YnpaBneHue oxpaHoii okpyxatoLleli cpefpl. OueHka cpoka cyXobl. MpUHLMMLI U CTPYK-
Typa)

International Vocabulary of Bsic and General Termsin Metrology (VIM). BIPM. IEC,
IFCC. ISO. IUPAC. IUPAP. OIML. 2nd ed.. 1993 Geneva (1993) (MexayHapoaHsblii cno-
Bapb OCHOBHbIX 1 06LLMX TepMUHOB B MeTponorun (VIM). 2-e u3g., 1993 XKeHeBsa)
Medical devices utilizing animal tissues and their derivatives — Part 1: Application of
risk management (MeguunHCKvMe U3genns, cofepxallye XMBOTHbIE TKaHW 1 UX Mpo-
n3BoAHble. Yactb 1. MNpuMeHeHne ynpasrieHns pUCKOM)

Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on
sourcing, collection and handling (MeguunHckMe nsgenusi, cogepxalume >XUBOTHble
TKaHW 1 UX Npou3BoAHble. YacTb 2. KOHTPOsb MCTOYHMKOB, c6opa 1 obpalleHus)
Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of
the elimination and/or inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents (MeguuuHckne nsgenus, cogepxaliye X1BOTHble Tka-
HW ¥ 1X Npon3BoAHble. YacTb 3. Banmpaums yganeHus u/nam nHaktvsaLum Bupycos u
areHToB TPaHCMMUCCUBHOI ry6yatol aHuedanonatum TSE)

Sterilization of medical devices — Requirements for medical devices to be designated
STERILE — Part 1: Requirements for terminally sterilized medical devices (Ctepunu-
3aunsa MeAUUMHCKMX n3gennii. TpeboBaHWs K MEeAVULMHCKUM  U3AeNnsaM,  KaTeropum
«CTepu/ibHO». YacTb 1. Tpe6oBaHWsi K MeAMLVHCKUM WU3AennsaM, nognexatium du-
HULLIHOW cTepunmsaumn)

Radiation sterilization — Material qualification (PagnaunoHHas ctepunusauus. Attec-
Tauua martepuasnos)

Sterilization of medical Devices — Requirements for products Labelled «Sterile»
(Ctepunusaums MeauuUMHCKMX u3fenuii. TpeboBaHuA K NPOAYKLMW C MapKMPOBKOL
«CTepuibHO»)

Safe Design and Use of Panoramic. Wet Source Storage Gamma Irradiators (Category
1V) and Dry Source Storage Gamma Irradiators (Category Il). Health Physics Society.
McLean. VA. 2001 (BesonacHoe NpPOEKTMPOBaHWE W NPUMEHEHVEe NaHOPaMHbIX ram-
Ma-06/yyaTeneil ¢ BNaxHbIM XpaHeHnem nctouHuka (Kateropum 1V) n ramma-o6ayya-
Tenei c Cyxum xpaHeHneMm ucTouHuka (Kateropum Il). O6wwecTBo husnkm 340pOBbS.
MaknvH. BaliomuHr. CLUA. 2001)
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IAEA Safety Series No. 107, Radiation Safety of Gamma and Electron Irradiation Facilities.
Vienna. 1992 (MATFAT3. Cepus be3onacHocTb. Ne 107. PaguaumoHHas 6e30nacHOCTb
npeanpuaTUiA raMma- 1 3/1IEKTPOHHOrO0 06/yYeHuns. BeHa). 1992

Global Harmonization Task Force (GHTF) — Study Group 1 (SG1), Document
NO029R16:2005 — Information Document concerning the definition of the term "Medical
Device" (Paboyasi rpynna no BcemupHoli rapmoHusaumu (GHTF). Mpynna n3yyexus
Ne 1 (SG1). AokymeHT NO29R16:2005 — VHthopMaLMOHHbI JOKYMEHT, paccMaTtpu-
BaloLWii onpefeneHne TepmmHa «MeguUvHCKOe n3genve»)

GREGOIRE. O.. CLELAND. M.R.. MITTENDOORFER. J.. VANDER DONCKT.M.. and
MEISSNER. J. Radiological safety of medical devices sterilized with X-rays at 7.5 MeV,
Radiation Physics and Chemistry 67. Issue 2. June 2003. pp. 149—167 (I'perop O.,
Knenaug M. P, Muttenaopdep .. BaH aep okkT M.. MeliccHep W. Paguonoruueckas
6e30MacHOCTb MEAULMHCKMX U3OeNNiA, CTePUIM30BaHHbIX PEHTTEHOBCKUMU NyYamm ¢
sHeprueli 7.5 M.aB. — PaguaumoHHasa dmsuka n xumus. 67. Bbinyck 2. nioHb 2003,
CTp. 149 —167)
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