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Mpeoncnosune

Lienn, OCHOBHbIE NMPUHLUUMBI M NOPAAOK NPOBeeHNsA paboT No MexrocyfapcTBeHHON cTaHAapTmM3anmum ycra-
HoBneHbl NTOCT 1.0 — 92 «MexrocygapcrtseHHasa cucrtema crtaHgaptusaunn. OCHOBHbIE MONOXEHUA» U
FOCT 1.2 — 2009 «MexrocygapcTBeHHas cucrema ctaHgaptnsaumn. CtaHgapTbl MeXrocygapcTBeHHble, npaBu-
na v pekomeHzaumm no MexrocyfapcTBeHHOl ctaHgapTusauumn. MNpasuna pa3padboTku, NPUHATUSA, NPUMEHEHUS,
OBGHOBJIEHNSA N OTMEHbI»

CBepfeHna o ctaHgapTe

1NOATOTOBJIEH denepanbHbiM rocyfapCTBEHHbIM YHUTAPHbIM NpeanpuaTMeM «Bcepoccuiickuii Hayu-
HO-UCCMefoBaTeNbCKUA MHCTUTYT CTaHAapTuU3aunum n ceptudurkaymm B mawmHoctpoeHnn» (BHUMHMALL)

2 BHECEH ®epepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perynmpoBaHuto u metposiornn (PocctaHgapTt)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTusauuun, MeTponorun u ceptudukaymmn (npoTo-
Kon Ne 40 o1 29 HosA6psa 2011 r.)

3a npuHsTe cTaHgapTa NporosiocoBasu:

KpaTkoe HaviMeHOBaHVe CTpaHbl Kopg ctpaHbl no MK CokpallleHHoe HavMeHOBaHVie

no MK (CO 3166) 004—97 (UCO 3166) 004—97 HaLMOHa/IbHOTO OpraHa Mo cTaHAapT3aummn
Benapycb BY locctaHgapt Pecny6nvkn Benapycb
KasaxcraH Kz lFocctaHgapTt Pecny6nvkn KasaxctaH
Kbiprbi3ctaH KG KbipreisctaHgapT
Poccuiickas depepauus RU PocctaHgapt
Y3b6ekucraH uz Y3cTtaHpapt
TagxukucTaH TJ TagxukctaHgapT

4 Mpukazom degepanbHOro areHTCcTBa NO TEXHUYECKOMY pPerympoBaHuio 1 MeTposiorum ot 13 nekabps
2011 r. Ne 1381-cT MexrocygapcTBeHHblli ctaHgapT FOCT ISO 11137-1—2011 BBedeH B AeCTBME B KayecTBe
HauuoHanbHOro ctaHgapTa Poccuiickoii ®epepaunn ¢ 1 aHBaps 2013 r.

5 HacTtoswmii cTaHgapT NAeHTUYEH MexayHapoaHomy ctaHgapTty I1ISO 11137-1:2006 Sterilization of health
care products — Radiation — Part 1: Requirements for development, validation and routine control of a sterilization
process for medical devices (CTepunmsaunsa MeguLUHCKOW npoaykumm. PagnaunoHHas ctepunnsayms. Yacts 1
TpeboBaHuA K pa3paboTke, Banmaaunun 1 TekyLLemMy KOHTPO/II0 Npouecca ctepuansaymm).

CteneHb cOOTBETCTBUA — naeHtnyHasa (FOT).

CraHfapTt NnoArotoBneH Ha ocHoBe npumeHeHna FOCT P ICO 11137-1—2008.

CBefieHns 0 COOTBETCTBUN MEXIOCYyAapCTBEHHbIX CTaHAAPTOB CCbINOYHbIM MEXAYHapOoAHbIM CTaHfapTam
npusefeHbl B 4ONOMHUTENIbHOM Npunoxexuun O.A

6 BBEJEH BIEPBbIE

WHpopmaLus o BBeeHWM B filelic TBUE (NpeKkpaLeHny AeiicTBIsA) HACTOosWEero cTadaapTa ny6aukyeT-
CSl B @XXeMecsYHO n3aBaemMoM MH(OPMAaLMOHHOM yKasaTene «HaunoHanbHble cTaHgapThbi».

NHopmaums 06 n3MEHEHUAX K HACT OsILLEMY CTaHAap Ty Ny6/MKye TCA B €XerogHo u3gaBaeMom nHdop-
MaLMOHHOM yKasaTene «HalunmoHabHble CTaHAapThi», a TEKCT W3MeHeHW! 1 NonpaBok — B eXEeMeCsUHO
n3faBaembIX MHOPMALMOHHbBIX YKaszaTenax «HauuoHanbHble cTaHgapTbi». B cnyyae nepecmoTpa WUamn
OTMEHbl HAaCTOSLWEro cTaHAapTa cooTBeTCTBYyLWas uHpopmauus 6yaeT ony6/nKoBaHa B XXKeMECAYHO
“3gaBaeMoM UHOPMAaLMOHHOM yKaszaTene «HaunoHanbHble cTaHgapTbi»

© CraHgapTtuHdopm, 2013

B Poccuiickoii ®egepaynmn HacTOSAWMIA cTaHgapT He MOXeT 6biTb NMOJTHOCTLIO WM YACTUYHO BOCMpPOU3Be-
[leH, TUPAXNPOBAH U pacnpocTpaHeH B kauecTBe 0(hrLManbHOro u3faHus 6e3 paspellerHus ®efepasbHoOro areHT-
CTBa MO TEXHUYECKOMY PETY/IMPOBAHWI0 U METPOJIOTUN
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BeepneHune

CTepuibHOE MeAuLMHCKOe n3genve — ato nsgenve, cBo60a4HOE OT XU3HECNOCO6HbIX MUKPOOPTraHN3MOB.
Mpu nocTaBKax CTEPUIbHBIX MEANLVHCKUX U3LENNA MeXAyHapo4Hble cTaHA4apThl, ONucbiBatowme TpeboBaHns K
BasiMaaLun N TeKyLLeMY KOHTPO/II0 MPOLECCOB CTepunsannn, TpedytoT, YTOObI criyyaiHass Mukpobuonornyeckas
KOHTaMuWHauma MeanLMHCKOro U3fenvs nepeg ctepunmisaunein boi1a MMHAMM3MpoBaHa. Ho gaxe B 3TOM cnyyae
MeaULUMHCKUE U34e/ns, N3roTOBMIEHHbIE B CTaHAAPTHbLIX NPON3BOACTBEHHbIX YC/IOBUAX B COOTBETCTBUN C Tpebo-
BaHWSAMU CUCTEM ynpaB/ieHus kayecTsoM (Hanpumep, 1ISO 13485) moryT nepej, ctepunnsaymein cogepxarb MUK-
poopraHnsmbl, NycTb U B HEOONbLIMNX KONMyecTBax. Takne mMeguUUHCKNE M3gennsa aBastoTCs HECTEPUbHBIMU.
Llenbio cTepmnusaunmn SBaseTCsS MHaKTUBaLMAa MUKPOOBMOTOTMYECKNX 3arpsasHeHunii u, Takum obpasom, nepesos
HECTEPUNbHbIX MEANLMHCKNX U3AENNIA B CTEPUSIbHBIE.

KuHeTuka nHakTnBauum YNcTol KynbTypbl MUKPOOPraHN3MOB (PU3NYECKUMUN /NN XUMUYECKUMU areHTamu,
NPUMEHSAEMbIMW ANA CTEPUNM3ALUN MEANLMNHCKUX U3aennii, B 06LLeM crlyyae ToUHee BCEero onMcbiBaeTcs aKcno-
HEHLMaNbHON 3aBUCUMOCTbIO MeXAY KONIMYECTBOM BbDKMBLUMX MUKPOOPraHM3MOB 1 CTENEHbLIO BO34ECTBUA CTe-
punusytouiero areHta. M3 aToro Hem3bexHo cnegyeT, YTO BCerga cylwecTByeT HeKOTopas BEPOATHOCTb TOrO, 4YTO
MMWKPOOPraHn3M MOXET BbDKUTb, HE3aBMCUMO OT CTEMEHMN NPUMEHEHHOIO BO34elicTBMA. NS onpeaeseHHol obpa-
6OTKN BEPOSATHOCTb BbIXMBLUMX ONpeaensaeTcs UCXOA4HbIM KOJIMYECTBOM M YCTONUYMBOCTbH) MUKPOOPraHU3MoB 1
OKpYXalLWwmm yCoBUSAMM, B KOTOPbIX OPraHnM3mMbl npebbiBaloT BO Bpems 06paboTku. CnegoBarenbHO, CTEPUSb-
HOCTb /1106070 OTAE/IbHOT0 MeAMULMHCKOIo U3Lenna B3ATOro U3 rpynnbl N3Aenunii, npoweswmnx cCTepunan3agnoHHy
06paboTKy, He MOXeT 6bITb rapaHTUpoOBaHa, a CTepUIbHOCTb 06paboTaHHON rpynnbl BblpaXaeTcs BEPOATHOCTLIO
Ha/IMYNA XXN3HECNOCOBHbLIX MUKPOOPraHU3MOB Ha MeANLUHCKOM U3aenuu.

B HacTosAwWweM cTaHgapTe cogepxartca TpeboBaHUs, BbINOSIHEHUE KOTOPbIX 06ecneynBaeT HeobXo4UMYHO
MUKPOOMUNAHYO aKTUBHOCTb NpoLecca pagnmalnuoHHoi cTepuansaynm, npefHasHauyeHHoro 4N crepuansannm
MeauLUHCKUX n3nennin. bBonee Toro, cootTBeTcTBUe TpeboBaHUAM obecrneynBaeT HaLEXHOCTb U BOCMIPOU3BOAU-
MOCTb 3TOI aKTUBHOCTM, TaK YTO MOXHO C OCTATOYHOW YBEPEHHOCTbLIO NPeAcKa3aTb HU3KNA yPOBEHb BEPOATHOC-
TU COXPaHEHNS XN3HECMOCOBOHbLIX MUKPOOPraHM3MOB B NPOAYKLMM Nocne cTepunmiayum. KonmyecTBeHHble Xxapak-
TEPUCTUKUN 3TON BEPOATHOCTM yCTaHaBNMBAKTCA perfaMeHTUPYLWUMN OpraHaMmn BfiacTu 1 B pasHbiX CTpaHax
MOTyT 6bITb pa3nnyHbiMu (Hanpumep, EN 556-1 n ANSI/AAMI ST67).

O6wume TpeboBaHMA CUCTEMbI yNpaB/IEHNA KA4eCTBOM Mpu NPOeKTMpoBaHun 1 paspaboTke, Npou3BoACTBe,
MOHTaxe n obcnyxmsaHuy npusegeHsl B ISO 9001, a yacTHble Tpe60BaHMNA CUCTEMbI YNPAaBIEHNS KA4eCTBOM MNpu
npov3BOACTBE MEAUUUHCKUX n3genunii npueegeHbl B ISO 13485. CTtaHAapThl CUCTEMbI YNIPaB/EHWS KAYECTBOM
NU3HAIT, YTO IPPEKTUBHOCTb HEKOTOPLIX MPOLECCOB, MPUMEHAEMbIX B MPON3BOACTBE, HE MOXET ObITb NOSTHOCTbIO
JoKazaHa nocnefywmnuMn NHCNekUnen u ncneiTaHmem npogykuuun. Ctepmunusaynsa aBnsetcs NnpuMepom Takoro
npouecca. Mo aToil npuynHe npouecchl cTepuansaymy nepes npyuMeHeHrem nognexar Banngauum, nx xapakre-
PUCTUKN — TeKyLLeMy KOHTPO0, a obopynoBaHne — 06CNyXMBaHNUIO.

Hapnexauwm o6pa3om Ba/iMAMpPOBaHHbIN, TOYHO KOHTPOSIMPYEMbIA NPOLECC CTEpPUIN3ALNN ABISIETCA He
€AVHCTBEHHbIM (hakTOPOM BAMAKLWMM Ha HALEXHOCTb TOr0, YTO NPOAYKLUUSA SABNAETCA CTEPWU/IbHOM, N B 3TOM
OTHOLIEHUN NPUrogHa ANA npefHasHa4YeHHOro npuMeHeHns. Heo6xoanmo o6paTuTe BHUMAHME Ha psag opyrux
BOMNPOCOB, CpeAmn KOTOPbIX:

a) MUKPOBMOOrMyeckoe COCTOSIHME BXOASLWENO Cbipbs U/MNN KOMNOHEHTOB;

b) Banngauuns n TeKyLniA KOHTPOb 060N NCNOAb3YEMON METOANKN OUNCTKM U Ae3NHMDEKL NN,

C) KOHTPO/Ib OKpY>XXalLleli cpelbl, B KOTOPOW NpoAyKLMs NPOM3BOAUTCS, COBMpaeTcs 1 ynakoBbIBAETCS;

d) KOHTpO/Ib 060pPYAOBAHNSA N MPOLECCOB;

€) KOHTPO/Ib NepcoHana v ero rmrueHsbl;

f) cnoco6 n matepunansl, B KOTOPble YNakoBbIBAETCA NPOAYKLNS;

[) yCNOBUA XpaHeHns NpoLyKLun.

HacToswumin ctaHgapT cogepxuT TpeboBaHus, obecneynBarwLe Haanexaluee BbiMOSIHEHNE AENCTBUA,
CBSI3@HHbIX C MPOLLECCOM paAualnoHHOli cTepuamnsaunn. Takue AeiicTBUSA ONMCaHbl B LOKYMEHTUPOBAaHHbIX MPO-
rpammax pabot, paspaboTaHHbIX 4NA AEMOHCTpaLumM TOro, YTO Ha BbIXOAe pagualMoHHON 06paboTkn go3amu,
nonajawwumy B 3apaHee onpegeneHHble npegensl, 6yaeT NOCTOAHHO NONy4YaTbCHA CTepUibHasa NpoayKUus.

TpeboBaHus COCTaBNAT 0653aTebHYI0 YacTb HACTOSALWEro cTaHAapTa, U COOTBETCTBME MM LOJ/DKHO AeKkna-
pupoBaTbCcs. PyKOBOACTBO, NpMBEAEHHOE B NPUIOXKEHUN A, He iBfiieTca 06a3aTesibHbIM U HE MMEET XxapakTepa
WHCTPYKUMN ONA ayAUTOpPOB. PYKOBOACTBO COAEPXUT NOSACHEHUA U METOAUKA, NPU3HAHHbIE NpUeMIeMbIMU A/14
noATBEPXAEHNSA COOTBETCTBUA TPEOOBAHMAM. MOXHO NPUMEHATbL U APYrne MeToAMKM, NOMUMO YKa3aHHbIX B py-
KOBOZCTBE, eC/iM OHW 3aDDEKTUBHO NOATBEPXKAAIT COOTBETCTBUE TPeOOBAHNAM HACTOALLEro cTaHjapTa.

v
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PaspaboTka, Banugauma v TekyLWwnin KOHTPO/Ib NpoLecca cTepunmsaumm BKIYaT B Ce65 Lenblin psag oT-
AeNbHbIX, HO B3aMMOCBS3aHHbIX AeCTBUI, HaNnpumMep KanubpoBKy, 06CyXuBaHue, onpejesneHne nNpoaykuun,
onpejerieHne npowecca, atrectaynio ycTaHOBIEHHOIo 060pyaoBaHns, aTTecTaunio gecTeytowero obopyaosa-
HUS 1 aTTecTauuio aKcnayaTnpyeMmoro obopyaosaHusa. Xota geicTeus, Tpebyloumecs cornacHo HactToswemy
cTaHgapTy, CrpynnupoBaHbl 1 NpefcTas/ieHbl B ONpeAeneHHoM nopsjke, ctaHaapTt He TpebyeT, 4To6bl OHWU BbINOA-
HAIMCb UMEHHO B TakoM nopsigke. Tpebyemble AelicTBUA He 06a3aTesibHO AO/IKHbI BbINO/IHATLCA Noc/efoBarteslb-
HO, MOCKOJIbKY NporpaMmmbl pa3paboTku v Banngaunn moryt 6biTb NOBTOPAKOLWMMNCA. BO3MOXHO, YTO BbiNO/IHE-
HVe pa3fINyHbIX AelicTBMIA NoTpebyeT NpuBAeYeHNs psaga oTAeNbHbIX UCNONHUTENER U/UIWN OpraHn3auuin, Kaxabli
M3 KOTOPbIX OTBEYaET 3a BbINO/IHEHWE OAHOr0 UM HECKONBKUX AeliCTBUA. HacToAwmnid cTaHgapT He COLepXuT
nepeyHs KOHKPETHbIX UCNOSTHUTENEeN an opraHnu3aunin An1s BbINOHEHUS 3TUX AEeNCTBUN.

Cepus ctaHgapTtoB ISO 11137 nog o6Wmm HazBaHnem «CTepunusaunsa meauumMHCcKon npoaykumm. Pagna-
LMOHHasa cTepunmsaunsa» CoOCToUT U3 CAeayoLinX CTaH4apTOB:

- Yactb 1. TpeboBaHuA K pa3paboTke, Banngaummn v TekywemMy KOHTPO/IIO npolecca ctepuansaumm megm-
LMHCKUX M3LeNuii.

- YacTb 2. YcTaHOBMEHME CTepuamn3yLeil 403bl.

- YacTtb 3. PykoBoACTBO Mo BOnpocam A03UMeETPUN.






MonpaBka k FOCT ISO 11137-1—2011 Crtepunusauymsa MeguLUHCKOW npoaykuun. PagnaunmoHHas
cTtepunusaumsa. Yacte 1. TpeboBaHusa K pa3paboTke, Bampauum u TeKylLiemMy KOHTPOJIO npouecca
cTepuansaunm MeauumuHCKNX n3genuni

B kakom mecte HanevaraHo [0mKHO 6bITb
Mpeaucnosue. Tabnuua ApMeHust AM 3A0 «HalmoHabHbI opraH
cornacoeaHus no ctaHgapTusauum n MeTponorum»

Pecny6nvkn ApmeHns

(NYC Ne 3 2024 1)
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M E X 'O CY O AP CTUBEHH bl # C T A HAOAPT

CTtepunusauns mMeguuUNHCKOU NpoayKumn
PAOVNAUNOHHAA CTEPUIN3ALNA
YacTtb 1

Tpe6GoBaHus K pa3paboTke, Baingauum u TeKyLEMY KOHTPOJIO
npouecca cTepuansaunm MeauLNHCKUX N3aennii

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

Jata BBegeHns — 2013—01—01

1 O6nacTb NpUMeHeHus

1.1 HacTtosiwuii cTaHAapT coaepXnT TpeboBaHUs kK pa3paboTke, Bannaunm 1 TeKyLLeMY KOHTPOO npouec-
ca paAvauuoHHOi CTepunn3aunm MeguLnHCKNX n3genuii.

MpumeyaHune — HecMOTpsA Ha TO, YTO 06/1aCTb NMPUMEHEHNS HACTOALLEro CTaHAapTa orpaHMyeHa mMeauLyH-
CKMMMW M3[enusamun, cogepxalypecs TpeboBaHus M PyKOBOACTBO MOTYT ObiTb MPUMEHEHbI W K APYTM BUAAM NPOAYKLMM
1 060py0BaHUIO.

HacToawwmin ctaHgapT oxBaTbiBaeT pagnaunoHHble npouecchl ¢ 06yyaTtesiiMyM Ha OCHOBE:

a) pagnoHyknupos 60Co unu 137Cs;

b) reHepaTopa nyyka 3/71EKTPOHOB;

C) PEHTIEeHOBCKOW YCTaHOBKMW.

1.2 HacTtosAwwii cTaHgapT He cogepxunT TpeboBaHusa K pa3paboTke, Banngaunm n TekyLemy KOHTPOSI0 Npo-
Llecca MHaKkTuBaLMn areHToB, Bbl3biBAKOLWMX CNOHIMAOPMHbIE aHLedanonaTun, Taknue Kak ckpenu, ryéyaras aHue-
thanonatns KpynHOro poraToro ckota v 6onesHb Kpeiydenbga-Adkoba. B oTaenbHbIX cTpaHax paspaboTaHbl 0Co-
6ble pekomeHgaunn no o6paboTke maTepuanos, NOTEHUNANBLHO 3aPaXKEHHBIX 3TUMU areHTamu.

MpumeyvyaHune — Hanpumep, ISO 22442-1, ISO 22442-2, ISO 22442-3.

1.2.1 HacTosiwuiAi cTaHpapT He coaepXuT Tpe6oBaHuii ANnsi 0603HAYEHUS CTEPUSIbHLIX MeAULUHCKUX
nsgenuii.

MpumeyaHune — CM pervoHasbHble WM HauMOHa/bHble TPEBGOBaHMSA MO 0603HAYEHWNID CTEPUSIBHBIX
MeguumMHCKux nagenuii. Hanpumep, EN 556-1, ANSI/AAMI ST67

1.2.2 HacToAwmii cTaHapT He YTOUHSIET CUCTEMY yNpaB/ieHNsi KaYeCTBOM Ha BCeX CTaAusix Npou3BoACcTBa
MeaNLUHCKNX n3genuii.

MpumeuyaHune — Pa3paboTka NOMHOM CUCTEMbI YNPaB/EHNA KayeCTBOM Mpy NPOM3BOACTBE He AB/SETCH
TpeboBaHMEM HACTOSILLEro CTaHAapTa, HO B TEKCTE B COOTBETCTBYIOLLMX MeCTax npuBefeHbl 06s3aTtesibHble TpeboBaHus
K TEM 3/IEMEHTaM CUCTEMbI YMpaB/ieHUss KayecTBOM, KOTOpble MPU3HaHbl MUHMMasIbHO HEOOXOAUMbIMU A1 KOHTPO/S
npowecca ctepunusaummn (B 4acTHOCTM, cM. pa3gen 4). Obpallaem BHUMaHVE Ha CTaHA4apTbl CUCTEM YNpPaBieHns Kade-
cTBOM (cM. ISO 13485), KOTOpbIE KOHTPOMPYIOT BCE CTaAMM NMPOM3BOACTBA MEAULMHCKNX U34ennii, B TOM Yuc/ie npouecc
cTepunmnsaumn. PernoHasibHble M HauMoHasbHble TPeGoBaHWUSA MO MEeOMLUHCKAM U34eNusM MOryT ycTaHaBnmMBaTb OCy-
LLLeCTB/IEHNE MOJTHOM CUCTEMbI YNPaBAEHUST Ka4eCTBOM W OLLEHKM 3TON CUCTEMbI TPETbEN CTOPOHOIA.

1.2.3 HacTtosawuii ctTaHgapT He TpebyeT 065a3aTeNbHOro NpUMeHeHns 61MonorMyecknx MHANKaTopoB A5 Ba-
nuaaumm M KOHTPONA pajvaLlnoHHONM cTepunnsanum, a Takke He TpebyeT npoBedeHns hapmakoneHbix cnbiTa-
HWIi Ha CTepPUIbHOCTb A5 BbiMycKa NPOAYKLMK B 0bpalleHue.

3paHune odmumanbHoe
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1.2.4 HacToAawmin cTaHAapT He COAEPXUT TpeboBaHUli K 6e30NacCHOCTM HacesleHUs!, CBA3aHHOM C KOHCTPYK-
uuen n paboTtoli pagMaunoHHbIX YCTaHOBOK.

MprvMeuyaHune — B HEKOTOPbIX CTPaHax CyLLECTBYIOT Per/lamMeHTbl, yCTaHaB/MBaKLLMe CBA3aHHble C paanauyeit
TpeboBaHNA 6€30MacHOCTN A1 HaCeNeHus.

1.2.5 HacTosawwmii cTaHgapT HE COAEPXUT TpeboBaHMn K CTepUIN3aLMm NCNOAb30BaHHbIX UM NepepaboTaH-
HbIX U30enunii.

2 HopMmaTMBHbIE CCbIJIKK

B HacToslLleM cTaHAapTe NCNO/Ib30BaHbl HOPMATUBHbIE CChISIKU Ha CNeaylLie cTaHaAapThl.

ISO 10012-1 Quality assurance requirements for measuring equipment— Part 1. Metrological confirmation
system for measuring equipment (Tpe6oBaHnsi obecneyeHns KayecTBa AN U3MEPUTENBLHOTO 060pyAOBaHUA.
YacTtb 1. Cuctema MeTpPOJIOTMYECKOTO NOATBEPXAEHUSA A1 N3MEPUTENIbLHOIO 060pyA0BaHNSA)

ISO 11137-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose
(CTtepunusaumsa MeguLUMHCKON Npoaykuun. PagnaumoHHas ctepunmsaumns. YacTtb 2. YcTaHOBEeHEe CTEpUNn3yto-
weii 8o3bl)

ISO 11737-1 Sterilization of medical devices - Microbiological methods— Part 1. Determination of a population
of microorganisms on products (CTepununsaumnsa meanunHcknx nagenunii. Mukpoéunonormyeckme metogbl. YHactb 1.
OueHka nonynsunm MUKPOOPraHM3MOoB B NPOAYKLMN)

ISO 11737-2 Sterilisation of medical devices. Microbiological methods — Part 2. Tests of sterility performed
in the validation of a sterilization process (Ctepunnsaunsa meguunHCcKux nsgenmnii. Mmkpobmnonormyeckme MeTogbl.
YacTb 2. VicnbiTaHns Ha CTEPUBHOCTL, MPOBOAMMbIE NPY Banujauny NpoLeccoB CTepUIM3saLmm)

ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes
(M3penna megnuunHckme. CuctemMbl MeHeIXMeHTa kayecTBa. CucTeMHble TpeboBaHus 418 uenein perynupo-
BaHus)

3 TepMUHbI 1 onpeaeneHns

B HacTosileM cTaHAapTe MCMNOb3YTCA CreayoLl e TeEPMUHbI C COOTBETCTBYHOLWMUMUK ONpeaeneHUs MM,
3.1 nornoweHHas fo03a, gosa (absorbed dose, dose): Konmuectso aHEpPruM MOHU3NPYHOLLEr0 U31yYeHus,
nepefaHHOro eguMHULE Macchbl oNpeAeneHHOro maTtepuana.

MpunmevaHnsa
1 EguHuuei nornouweHHol ao3el saensetca Mpeit (Mp). 1 Mp = 1 k.
2 B HacTosllem CTaHfapTe TEPMUH «[03a» MPUMEHSIeTCA A1 0603HAaUYEHUsT «MOrMOLWEHHON A03bI».

3.2 6unoHarpy3ka (bioburden): Monynsaumsa Xn3HecnocoOGHbIX MUKPOOPraHM3MOB B/Ha NpoayKuum n/mnm
cucTeme cTepusibHOTo 6apbepa.

[ISO/TS 11139:2006]

3.3 6uonornyeckunii nigmnkatop (biological indicator): TecT-cuctema, cogepxauiasi XXM3HeCnocobHble
MWUKPOOPraHun3mbl C onpefesieHHON yCTOMYMBOCTLIO K YKa3aHHOMY Npoueccy cTepuamsayun.

[ISO/TS 11139:2006]

3.4 kannbpoeka (calibration): Habop onepauyuii, Npy onpeaeneHHbIX YC/I0BUAX YCTaHaBNMBaOLW X B3au-
MOCBS13b MeXAY BENNUYNHONM, NOKA3aHHOW NU3MEPUTESTbHBIM MPUOGOPOM NN N3MEPUTESIbHON CUCTEMOI, NM6GO BENN-
YMHOW, NpeACTaBNIEHHOW M3MEPEHNEM MaTepuasna Uan 3TasoHa, U COOTBETCTBYHOLEN BENUYMHON, NpeacTaBeH-
HOW cTaHAapTOM.

[VIM:1993, onpegeneHune 6.11]

3.5 KOHTpO/ib N3MeHeHus (change control): OueHka 1 onpeaeneHne COOTBETCTBUSA NPEASIOKEHHOIO U3Me-
HEeHMA MeToAy Unn NPoLYyKLMN.

[ISO/TS 11139:2006]

3.6 Koppekuus (correction): leiicTBue ¢ LeNblo yCTPaHEHUS 0GHAPYXXEHHOTO HECOOTBETCTBUS.

MpuMeyaHUe — KOppeKUMs MOXET OCYLLECTBNATLCS BMECTE C KOPPEKTUpyoWwmM geiicteuem (cm. 3.7).

[ISO 9000:2005]
3.7 KoppeKkTupytlolee aeicTBue (corrective action): [leiicTBue ¢ Lenblo YCTPAHEHUS NPUYMHBI 0GHApY-
)X@HHOTO HECOOTBETCTBUSA U/ APYIOr0 HeXenaTeibHOro COCTOSIHUS.
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MpumeyvaHns

1 MpyvYMH HECOOTBETCTBUA MOXET ObITb HECKOJIBbKO.

2 KoppekTupytollee AeicTBMe npeanpuHUMaeTcsa A1s npefoTBpalleHnss NOBTOPeHNs MPOUCLLECTBUS, B TO BPeMs
KaK «npegynpexgatowee geincreme» (cm. 3.24) npegnpvHuMaeTcs ANs NpPefoTBPAaLLeHust NMPoUCLLEeCTBUS.

3 Mexay Koppekumein 1 KOPPeKTUPYIOLLMM AeACTBMEM CYLLECTBYeT pasfnyve.

[ISO 9000:2005]

3.8 BennunHa fecATUKpaTHOro ymeHnblweHna D, sennyuHa D10 (D value, D10value): Bpemsa nnn gosa
paguauun npu onpefesieHHbIX YCN0BUAX, Tpebylowmecsa A8 yMeHbLIEeHUA MNonyasunun MUKPOOPraHW3MoB B
10 pas.

MpnmeyvaHune — B craHgapTax cepun ISO 11137 BenmumHa D 0THOCKTCSA K fo3€e paguauum, Heobxoaumon ans
yMeHbLUEeHNs nonynsumm B 10 pas (Ha 90 %).

[ISO/TS 11139:2006]

3.9 paspaboTka (development): [leficTBne No co3gaHUd TEXHNYECKNX TpeboBaHUiA.

[ISO/TS 11139:2006]

3.10 TonorpadhupoBaHune A03bl (dose mapping): NIamepeHne pacnpegesneHuns 103bl K ee OTK/IOHEHUI B
maTepuasne, 06/1y4eHHOM Mpu onpeaesieHHbIX YCN0BUSAX.

3.11 po3nmeTp (dosimeter): YcTpoiicTBO, UMElOLLEEe BOCNPON3BOAUMYIO peakuuto Ha pagualuio, Kotopoe
MOXET 6bITb MCMO/Ib30BAHO A1 U3MEPEHMS NOT/OLLEeHHON 403bl B JaHHOW cucTeMe.

[ISO/TS 11139:2006]

3.12 po3umeTpusa (dosimetry): iamepeHne NOrnoLWEHHON A03bl C NOMOLLbIO AO3MMETPOB.

3.13 onpepgeneHue (establish): PacueT c nomMouwblo TEOPETUYECKON OLEHKM M NOATBEPXAEHNE IKCNEPU-
MeHTa/IbHbIM 06pa3oM.

[ISO/TS 11139:2006]

3.14 oTkas (fault): Beixog ogHoro wau 601ee napameTpoB npouecca 3a npefesbl ero/mx ykazaHHoro
Jonycka.

[ISO/TS 11139:2006]

3.15 npoaykuua 3apasooxpaHeHus (health care products): MeguumnHckue nsgenns, Bkavasa guarHoc-
TMyYeckme MeguuMHCKMe n3genus in vitro, n nekapcTBeHHas NPoAyKuus, BkaYas 6uodapmaueBTuky.

[ISO/TS 11139:2006]

3.16 aTTecTaums yctaHoB/ieHHOro obopygosaHusa, AYO (installation qualification, 1Q): Mpouecc nony-
YeHUsA U JOKYMEHTUPOBaHMA gokasaTefnbCTB, 4TO 060pyAoBaHWe NpMobpeTeHo M YyCTaHOBIEHO B COOTBETCTBUM
C TEXHUYeCKnMM Tpeb6oBaHUMAMM Ha Hero.

[ISO/TS 11139:2006]

3.17 KoHTeWHep ona o6ny4veHunsa (irradiation container): Tapa, B KOTOPOW NPOAYKUUSA TpaHCNOPTUPYeETCS
BHYTpY 06nyyaTens.

MpumeyaHne — Tapoili MOXET ObITb TPAHCMOPTEP/KPOHLUTEWH, TENEXKa, MOAJAOH, KOpo6ka, nasinera wim
ApYroli KOHTeliHep.

3.18 onepatop obny4atenda (irradiator operator): KomnaHusa nnm nuuo, oTBETCTBEHHOE 3a 06/1y4eHne npo-
AyKunu.

3.19 makcumManbHO gonyctmmas gosa (maximum acceptable dose): [lo3a, ykazaHHas B TEXHUYECKUX
Tpe60oBaHMAX Npouecca B kKayecTBe HanboNbLei A03bl, KOTOPYI MOXHO NPUMEHUTbL K onpeaesieHHON NPoAyKuun
6e3 yxyaweHns ee 6e30NacHOCTU, KavyecTBa Wi TEXHUYECKNX XapakTepucTuk.

3.20 meguumnHckoe nsgenve (medical device): MIHCTpyMeHT, annapaTt, NPUHAAEXHOCTb, MalluHa, npu-
cnocobneHne, umnaaHTaT, peareHT unu kanubpartop in vitro, KOMNbOTEPHAsA NporpamMmma, matepuan unu gpyroi
NOAO6GHbIV UM POACTBEHHBIN NpeaMeT, NnpefHasHayeHHbl NpoM3BoguTenem 45 NPYUMEHEHNs, OANH WX B KOM-
6uHaLun, Ha YyenoBeke AN OAHOW unu 6onee U3 cnefyoWwnx cneynanbHbiX Lene:

- AMarHoCTWKKM, NpefoTBpaLLeHunsl, KOHTPONSA, levyeHnsa unn obneryeHns 3abonesaHus;

- ANArHOCTUKM, KOHTPOAS, NeYeHuns, obneryeHns uam KoMneHcaumm paHeHus/TpaBmbl;

- UccnenoBaHus, 3ameLleHns, U3MEHEHUS U COXPaHEHNA aHaToOMUK UM ousnonornyeckoro npouecca;

- COXpaHeHus 1 NoALEPXKaHUA XU3HN;

- KOHTpONS 3a4aTus;

- Be3NHgIEeKLNN MegNLMHCKNX U3ennii;

- npeAcTaBneHna uHpopmaunn B MeULUHCKMX Lensix NoCpeAcTBOM in vitro nccnegosaHuini o6pasuos —
NPOM3BOAHbIX Tesia YesnioBeka, KOTopble AOCTUralT CBOEro M3Ha4YaibHO NpefHasHa4yeHHoro AeiCcTBUS BHYTPY Uan
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Ha NOBEPXHOCTN Tela YesioBeka oe3 npnmMmeHeHns cbaplvlakonormqecmx, UMMYHOJTOTU4YEeCKUxX nnn MeTabonunyec-
KMX CpeacTB, HO MOTyT COMPOBOXAATbCS NMPUMEHEHWEM TakKMx CPeAcTB B npouecce paboTbl ANs yCUeHUs
aenicTeus.

[ISO 13485]

MpunmeuvyaHne — Onpegenexne n3 ctaHgapta ISO 13485 6bI10 paspaboTtaHo Paboueit rpynnoii No BCEMUPHON
rapmoHusauun (GHTF 2002).

3.21 mukpoopraHmsm (microorganism): CyL,ecTBO MMKPOCKONMYECKUX pa3MepoB, BK/IOUYasa baktepuun, rpunobsi,
npocTeimne n BUPYChbI.

MpumeyaHne — CneynanbHblili CTaHAAPT MOXET He TpeboBaTb AeMOHCTpauun achpeKTMBHOCTI npouecca
CcTepuamnsaumy B OTHOLUEHUM MHAaKTUBaUMKU BCEX POPM MUKPOOPraHM3MOB, Mepeyvnc/ieHHbIX B OnpeaesieHun Bbille, npu
Ba/IMA4AUMN W/MM TeKyLLEM KOHTPOJie npolecca CTepunsauu.

[ISO/TS 11139:2006]

3.22 atTecTaumsa gencteytowero o6opynosaHusa, ALO (operational qualification, OQ): Mpouecc nony-
YeHUs 1 JOKYMEHTMPOBaHUA goKa3aTenbCTB TOro, YTO yCTaHOBEHHOe 060pyA0BaHNne, AeicTBYlOWee B COOTBET-
CTBUM C pabounmmn MHCTPYKLMAMU, paboTaeT B Npefenax 3afaHHblX OTKIOHEHWA.

[ISO/TS 11139:2006]

3.23 aTTecTayua akcnnyatunpyemoro obopypnosaHus, A0 (performance qualification, PQ): Mpouecc
Nnosly4YeHns 1 LOKYMEHTUPOBAaHUA [oKa3aTes/IbCTB TOr0, YTO YCTAHOB/IEHHOE W 3KCNlyaTupyemMoe B COOTBETCTBUM C
paboymMy MHCTPYKLUSMKU 060pyAOBaHNE NOCTOAHHO paboTaeT B COOTBETCTBUW C 3a4aHHbIMW KPUTEPUSAMU U NO-
3TOMY BbINyCKaeT NPOAYKLMI0, OTBEYAIOLLYI0 TEXHNYECKAM TPe6OoBaHUAM.

[ISO/TS 11139:2006]

3.24 npepynpexpgatouwee geicteue (preventive action): lelicTBue c Lenbio yCTpaHeHNS NPUYNHbI BO3-
MOXHOTFO HECOOTBETCTBUS WM APYrOil HexenaTenbHOW BO3MOXHON cuTyaumm.

MpumevaHunsna

1 MpyYnMH BO3MOXHOTO HECOOTBETCTBUS MOXET ObITb HECKOJBKO.

2 [lMpepynpexgaollee AeicTBNe NpeanpyHUMaeTcs 418 NpefoTBpalleHns NpovCLLECTBUS, B TO BPEMS Kak «KOp-
pekTupyloLlee aencrene» (cm. 3.7) npegnpuHumaeTcs A8 NpefoTBpalleHuss NoBTOPEHUS NPOMCLUECTBUS.

[ISO 9000:2005]

3.25 nepBuYHbIN NpounsBoguTenb (primary manufacturer): JInyo, 0TBETCTBEHHOE 3a NPOEKTUPOBAHME U
N3roToB/MIEHNE MEAMULMHCKOTO U3Aenus, a Takxke ero 6e30MacHoOCTb M paboToCnoco6HOCTbL NpU BbiNycke B 06pa-
LeHme.

3.26 npepbiBaHue npouecca (process interruption): NMpeaHamepeHHast UMM HenpegHaMepeHHas OCTaHOB-
Ka B npouecce 061y4YeHus.

3.27 napameTp npouecca (process parameter): 3agaHHoe 3HaYeHUe NepeMeHHOol BeNNYMHBI Npouecca.

MprumeyaHUe — TexHNUECKME XapaKTepUCTUKU Mpolecca CTepunvM3aummn BKIYaloT B cebsi napameTpsbl
npouecca u Ux fonycku.

[ISO/TS 11139:2006]
3.28 nepemeHHasi BenmumnHa npouecca (process variable): XapakTepuctvka npouecca cTepuamsauum,
M3MEHEHMWE KOTOPOii BANSET HA MUKPOBMOOTMYeCKY 3D(PEKTUBHOCTD.

MpunmeyaHune— MNpumepamn MOTYT CMYXUTb BPeMs, TeMnepatypa, Aas/eHne, KOHLEeHTpaLums, BNaXHOCTb,
ANnHa BOJIHbI.

3.29 kaTeropus o6paboTku (processing category): pynna pa3fnyHbiX NPOAYKTOB, KOTOPblE MOXHO CTe-
pvunu3oBaTb BMECTe.

MpumeyaHune — Karteropmm 06paboTKM MOryT GbITb OCHOBaHbI Ha TPEGOBaHMSAX K COCTaBy, NJIOTHOCTU WM A03e€.
3.30 npoaykuyusa (product): PesynbTart npouecca.

MpumeyvyaHne — B craHgaptax Ha CTepuin3aumvio NPOAyKUUWU ABASETCA maTepuasibHoe Teno — cbipbe,
nonynpoaykThbl, co6|/|paeMb|e 4actn um rotoeas npoAaykuna 3apaBoOXpaHEeHUA.

[1ISO 9000:2005]
3.31 cemenicTBO npogykyum (product family): Fpynna n3 pas3nmyHbiX BUAOB NPOAYKLUN, KOTOPbIE MOXHO
061yyaTb 04MHAKOBOW A030 cTepuansayuu.
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3.32 noBTOpHaa artecTtauma (requalification): MoBTopeHne YacTu Banngauumn c Lenblo NOATBEPXAEHUS
BOCMPOM3BOANUMOI NPUEMIEMOCTH ONpefesieHHoro npotecca.

[ISO/TS 11139:2006]

3.33 kKoMmMyHUKaunm (services): CHabxeHne OT BHELIHEro UCTOYHMKA UK 0TBOJ, Heo6xoaumble ANna pabo-
Tbl 060pyA0BaHNA (HanpuMep, 3/IEKTPO3HEPIus, BOAA, CXKaTbll BO34YX, kaHanm3auus).

3.34 TexHu4eckne TpeboBaHua (specification): YTBepXAeHHbIN [OKYMEHT, OroBapusalLLmnii TpeboBaHus.

3.35 yctaHaBnumBaTthb (specify): OroBapnBaTth B AeTansX B yTBEPXAEHHOM [OKYMEHTE.

[ISO/TS 11139:2006]

3.36 cTepunbHbIi (sterile): CBOGOAHBIN OT XNU3HECNOCOOHBIX MUKPOOPraHN3MOB.

[ISO/TS 11139:2006]

3.37 cTepunbHoOCTb (sterility): OTCyTCTBME XN3HECNOCOOHBIX MUKPOOPTaHW3MOB.

MpumeyaHune — Ha npakTuke HEBO3MOXHO A0Ka3aTb yTBEpXAeHNe 06 abCONOTHOM OTCYTCTBUM MUKPOOpra-
HM3MOB (cM. 3.39).

[ISO/TS 11139:2006]
3.38 ypoBeHb cTepunbHocTu, YC (sterility assurance level, SAL): BepoATHOCTb HaxXoXAeHUs e 4UHUYHOrO
XXM3HEeCnocob6HOro MMKpoOpraHnsMa Ha usgenuu nocne ctepuansauum.

MpumevyaHne — YC paeT KOMMYECTBEHHYH XapakTepuctuky, o06bl4HO 10 6 mnm 10-3. TpuMeHuUTeNbHO
K obecrieveHntio cTepuibHocTH, YC = 10~6 UMeeT MEHbLLYIO BE/MYMHY, HO MokasbiBaeT 6o/ibliee obecrneyeHne ctepusb-
HocTn, yem YC = 10 3.

[ISO/TS 11139:2006]
3.39 ctepunusauyunsa (sterilization): BanungnpoBaHHbIN npouecc 0CBO60XAEHNSA NPOAYKLUN OT XU3HECMOo-
COOHbIX MUKPOOPTraHN3mMOB.

MpumeyaHne — B npouecce crepunmsaumm MMKpoOMOIOrMyeckas MHaKTMBaums NOAUYMHAETCA 3KCMNOHEHLM-
aNbHOMY 3aKOHYy, MO3TOMY BbKMBAEMOCTb MWKPOOPraHusMa Ha WHAMBUAYaSbHOM W34eNMM MOXHO Bblpa3nTb uyepes
BEPOATHOCTb. XOTA 3Ta BEPOATHOCTb MOXET ObITb CHWXEHA [0 OYeHb Masloro 3HaYeHWsl, OHa HUKOr4a He MOXET CHU-
3uTbcA A0 Hyna (cm. 3.38).

[ISO/TS 11139:2006]

3.40 cTtepununsyrowasa nosa (sterilization dose): MuHnmanbHas fosa ANa LOCTMXKEHUS YCTAHOB/IEHHbIX
TpeboBaHWii KCTEPUIBHOCTH.

3.41 npouyecc ctepununsauymnm (sterilization process): lNMocnepgoBaTenibHOCTb 4ENCTBUI UK onepauunii, He-
06X0A4UMbBIX 418 AOCTUXKEHUA YCTAHOBJIEHHbIX TPE60BaHN K CTEPUIBHOCTMW.

MpumeuyaHune — MocneaoBaTenbHOCTL AENCTBUI BK/IOYAET B ce6s NpeABapuUTesibHy0 06paboTKy NpoayKumm
(Np HEOGXOAMMOCTU), BbIAEPXKKY B CTEPUIU3YIOLLLEM areHTe Npu OnpeaesieHHbIX YCI0BUSIX 1 o6yt Heo6XoayMyH Mnoc-
nefywolyio o6paboTky. lMpouecc ctepunmMsauum He Bk/IYaeT B cebsi /ioGble onepauuy OuncTky, Ae3VHAEKLUU Wim
yNakoBbIBaHWSI, NPeALIECTBYIOLLME CTEPUNM3aLUN.

[ISO/TS 11139:2006]

3.42 ctepununsytownin areHT (sterilizing agent): dusnyeckas nam xsummyeckas CywHOCTb, U1K coYeTaHue
CYLLHOCTEN, nmerLw,as npy onpeaeneHHbIX yCN0BUAX MUKPOOULMAHYIO aKTUBHOCTb, OCTATOYHYIO O/15 4OCTUXe-
HWSI CTEPU/IBHOCTM.

[ISO/TS 11139:2006]

3.43 ncnbiTaHMe Ha cTepunibHOCTL (test for sterility): MpoBognMasn Ha NPoAYKUUM TexHuYeckas onepa-
uusa, onpegeneHHas B oduumanbHON hapmakonee, crefyollas 3a BblAEPXKKOI B npoLecce cTepuamsaymun.

[ISO/TS 11139:2006]

3.44 vcnbiTaHue cTepunbHOCTU (test of sterility): TexHnyeckas onepauus, NpoBoAMMan Kak 4acTb paspa-
60TKM Npouecca cTepuaMsayuy, Banugaumm Wiv NoBTOPHOI aTTecTauny C Lenblo onpefeneHns npucyTCcTBUS Xn3-
HECNOCOOHbIX MUKPOOPraHM3MOB Ha NPOAYKLMM UNN ee YacTu.

[ISO/TS 11139:2006]

3.45 nepexopgHasa posa (transit dose): [lo3a, norfouweHHas BO BPeMS MepeMeLlleHns NpoayKuuu wunm
UCTOYHUKA M3 HEOBTy4aeMoro NosioXXeHns B 06s1iyyaemoe nam Hao6oporT.

3.46 HeonpegeneHHOCTb n3MepeHuna (uncertainty of measurement): MNMapameTp, CBSA3aHHbI C pe3ynbTa-
TOM M3MEPEHNSA, XapaKTepusyoLwmnii AUcnepcuo 3Ha4eHUsl, KOTOPYH MOXHO OTHECTU K N3MEPSEMOI BeUYnHE.

[VIM:1993]



FOCT ISO 11137-1—2011

3.47 Banuaauusn (validation): JokyMeHTMpPOBaHHaA npoueaypa nosayvyeHus, permctpaymm n nuHTepnpetaymum
pe3ynbTaTtoB, Heob6xoaumas An1a NoATBEPXAEHMSA TOro, YTO Ha BbiXxoge npouecca 6yaeT BOCNPOM3BOAMMO MONy-
yaTbCs NPOAYKUMS, COOTBETCTBYOLWAsA 3apaHee onpeAeneHHbIM TeXHNYeCKUM TpeboBaHUAM.

[ISO/TS 11139:2006]

4 ON1eMeHTbl CUCTEMbI ynpaB/ieHUs Ka4eCcTBOM

4.1 flokymeHTauusa

4.1.1 Mpouepypsbl pa3paboTkn, BanngaLmu, TeKYLLero KOHTPONSA 1 BbiNycka NpOAYKLUN nocne cTepunusa-
LMW OODKHBI 6bITh YCTAHOBJ/IEHDI.

4.1.2 TpebyloLimecs coracHo HacToseMy CTaH4apTy AOKYMEHTbI U MPOTOKOJIbl AO/HKHbI aHaIM3MpoBaTh-
CA NYyTBEPXAATbCA HAa3HAYEHHbIM NepcoHanom (cMm. 4.2.1). [JokyMeHTbl 1 NPOTOKO/Ibl AO/IKHbI KOHTPOIMPOBATHLCSA
B COOTBETCTBUU C NPUMEHUMbIMU pa3genamu ISO 13485.

4.2 OTBeTCTBEHHOCTb ynpaBJ/ieHUsA

4.2.1 fonxHbl BblTb YyCTAHOB/EHbI OTBETCTBEHHOCTb U NEPCOHasIMmM 3a COOTBETCTBUE TPeOOBAHNSAM HACTONA-
Lero cTaHgapTa v ux npumeHeHne. OTBETCTBEHHbIM J0O/DKEH Ha3HAYaTbCA KOMMNETEHTHbI NepcoHan B COOTBET-
CTBUMU C NpUMeHnMbIMKU pa3genamu ISO 13485.

4.2.2 Ecnv gelicTBns no TpeboBaHWsaM HaCTOALWEro ctaHaapTa npeanpuHUMaloTcs opraHn3aunsamm ¢ cob-
CTBEHHbIMM CUCTEMAaMW YyNpaBfeHNs Ka4eCcTBOM, TO OTBETCTBEHHOCTb ¥ NEPCOHANNMN KaXA0N U3 CTOPOH A0/IKHbI
6bITb YCTAHOBNEHBI.

4.3 Peanusauua npoaykuuun

4.3.1 Mpouenypbl NPUOGPETEHNS AO0/MKHbI ObITb YCTAHOB/IEHbI 1 COOTBETCTBOBATbL NPMMEHUMbIM pa3jenam
ISO 13485.

4.3.2 Mpoueaypbl naeHTUdUKaLMmM NpoayKLUn 1 NpocaexmBaemMocTn ee NpON3BOACTBA AO/TKHbI 6bITh ycTa-
HOBJ1EHbI Y COOTBETCTBOBATL NPUMeEHUMbIM pa3genam SO 13485.

4.3.3 Cnctema, cooTBeTCcTBYyoWasa npumeHnmbiM pasgenam ISO 13485 unam 1ISO 10012-1, gosmkHa 6bITb
yCTaHOB/EHa AN15 KanMbpoBKM BCero o6opypoBaHus, B TOM Yncne npubopos A5 UCMNbITaHWA cornacHo Tpebosa-
HUSAAM HacToSILLEero ctaHgapra.

4.3.4 losumeTpus, npumeHsemas npu paspaboTke, Banvjauumn 1 Tekylwem KOHTposie npolecca ctepuansa-
unn, nosixXHa obecneuynmBaTb €AWHCTBO m3mepeHV||7|, BMNJI0Tb A0 HaUMOHa/IbHOTo Wan MeXxayHapoaHOro aTaJioHoB, ”
UMETb N3BECTHbI YPOBEHb HEONPEAE/TIEHHOCTN N3MEPEHUIA.

4.4 Vi3mepeHune, aHann3 U ncnpassieHne. YnpaBseHne HECOOTBETCTBYOLWEN npoayKumen

Mpoueaypbl KOHTPOAA NPOAYKLUKN, MPU3HAHHOI HECOOTBETCTBYIOLLEN, a Takke npoueaypbl KOPpeKLun, Kop-
pexkTupyoLwero n npegynpexaatoLlero 4ecTBma LO/MKHbI 6biTb YCTAHOBNEHbI U COOTBETCTBOBATL NPUMEHUMbIM
pasgenam ISO 13485.

5 CocTaB/IEHNE TEXHUUYECKUX TPEBGOBaAHUI Ha CTEPUIN3YIOLLMI areHT

5.1 Ctepnnusytownii areHt

5.1.1 [JonxeH 6bITb YCTAHOB/IEH TUN pagnaunmn ans npuMeHeHns B CTEPUIN3aLNOHHON 06paboTke.

5.1.2 [Nns 31eKTPOHOB WIN PEHTIEHOBCKUX Nyyeli A0MKEH GblTb YCTAHOB/EH YPOBEHb SHEPTUN 3N1EKTPOH-
HOro nyyka. Ecnn ypoBeHb 3aHeprun aNnekTpoHoB npesbiwaeT 10 MaB nniv ypoBeHb 3/1EKTPOHOB A4N1A reHepuposa-
HUS PEHTTeHOBCKMX nyyeli npesbllwaeT 5 MaB, gomkHa 6bITb NpoBegeHa oLeHka BO3HUKHOBEHUS HaBeeHHO
paAvoakTUBHOCTM NPoAyKuun. Pe3ynbTaTt oueHKn 1 060CHOBaHWE NPUHATBLIX PELeHnii O/MKHbI 6bITb JOKYMEHTU-
poBaHbI.

5.2 MukpobouungHaa s PeKTUBHOCTb

PaavaunoHHasa UHaKTUBaL s MUKPOOPraHn3MOB M NPUMEHEHNe pagualmumn B npoLeccax cTepunusaunm sce-
CTOPOHHE OCBeLlLEHbI BinTepaType. V3 nutepaTypbl MOXHO MOYEpPnHYTb 3HAHWUS TOFO, KAKUM 06pa3oM NepeMeH-
Hble BE/IMUYMHbI Npouecca BAMAKT HA MUKPOBMONOTMUYECKyo MHakTUBaUnuo. HacTosiwmii ctaHaapT He CoAepPXuUT
TpeboBaHUi CCbISIOK Ha Takme o6Lme nccnefoBaHuss MUKPOOBUOMOrMYECKO MHaKTUBaL K.
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5.3 BnnaHue martepunasnos

BnusiHne pagnaumy Ha LUMPOKKI CNekTp MaTepuanos, NpUMMeEHSIEMbIX 4151 U3TOTOB/IEHUS MEAULUHCKUX U3-
Aenwnii, BCeCTOPOHHE U3y4eHo, U UToroBast 4OKyMeHTaL s Heobxoanma TeM, KTO 3aHMMaeTCsi MPOEeKTUPOBAHUEM U
pa3paboTKoNn MeAULNHCKUX N3AENNA, CTEPUINIYEMbIX PaAnaLUOHHBIM CNOCO6GOM. HacTosILniA cTaHAapT He Tpe-
6yeT NpoBefeHNa nccnenoBaHuii No BAUAHUIO HA MaTepuasibl, HO TpebyeT NpPoBeAEHNE UCCNef0BaHWU No BANS-
HUIO pagnauumn Ha npoaykumio (cm. 8.1).

5.4 Bonpocbkl 0OXpaHbl OKpyXatolwen cpeabl

JonxHa 6bITb NpoBeAeHa oueHKa NoTeHLManbHOro BUSHUA paboTbl yCTAHOBKU pajanalnoHHOR ctepunmsa-
LMY Ha OKpYyXalLylo cpedy, a Takke nepeyncneHbl Mepbl No ee 3awnuTe. Takas OueHKa, BKIvallaa noTeHymn-
anbHoe yaapHoe Bo3jelicTBre (eCc/i OHO BO3MOXHO), A0/MKHA ObiTb LOKYMEHTPOBAHa, a Mepbl NpeaoTBpaLye-
HWSA (ecnu oHW onpepfesieHbl) O/MKHbI ObITb YCTAHOB/EHbI Y BBEAEHbI B eliCTBUE.

6 CocTaBsieHMe TeXHMYECKUX TpebGoBaHUii Ha npouecc 1 o6opyaoBaHue

6.1 Mpouecc

[OMXHbI 6bITb NEpeyYnc/ieHbl NepPeEMEHHbIE BE/TMUMHbI NMPOLECcca U YCTaHOB/IEHbI CPeACcTBa TEKYLEro KOHT-
pons v ynpaBneHns UMU.

6.2 O6opyagoBaHune

6.2.1 [Jo/mkHbl 6bITb yCTAHOB/EHBI 06/1yYaTesib U MeToA ero paboTbl. TexHuyeckme TpeboBaHNA Ha 061yya-
TesNb, NPU HEeO6XO0AMMOCTH, AO/DKHbI aHanmsnposatbcsa (CM. 12.5.1) 1 XpaHUTbLCS B TEYEHME BCEro CpoKa ero
cyuwectsoBaHusa (cm. 4.1.2).

6.2.2 Wcnonb3lyemoe An1s ynpassieHnss U/uan TeKyLwero KOHTposs npouecca nporpamMmHoe obecnevyeHune
[OJ/MKHO 6bITb NOATOTOB/IEHO B COOTBETCTBMMU C CUCTEMOW yNpaB/ieHns kauecTBOM, NpeaocTaBsatoLLen 4OKYMeH-
TUpPOBaHHOE NOATBEPXAEHME TOro, YTO NporpaMmMmHoe obecrneyeHne oTBeYaeT NPOEKTHbIM 3ajadyam.

6.2.3 TexHnyeckne TpeboBaHuA AN ramma-obnyyateneinl OOMKHbI BKAO4YaTb, MO MeHbLIEN Mepe,
chepylouiee:

a) HaumeHoBaHue o0bnyyaTens u ero xapakTepuUcTUKK;

b) TUN paguoHyKNMaa, ero akTUBHOCTb Y FTEOMETPUI0 TaMMa-UCTOUYHNKA,;

C) NNaH NomelleHns, BKIYas pacnonoxeHne obnydartens,

d) mepsbl, NnpeagnpuHuMaemMble o5 pa3geneHns HeobnyyeHHol n obnyyeHHol npogykunm (cm. 10.3 n 10.4);

€) KOHCTPYKLMI0 M onncaHne paboTbl BCEX AECTBYHOLWMNX COBMECTHO C 061yyaTennemM KOHBEEPHbIX CUCTEM;

f) onucaHue KkoHBEEepHOW NUHUK (NNHUIA) 1 Ananas3oH ee (1X) CKopocTe;

) pasmepbl, Matepuasbl 1 0COBEHHOCTU KOHCTPYKLMM KOHTEHEPOB A1 06/1yUYeHuns;

h) cnoco6 ynpasneHus obnyyatesnem n BCeEMU AENCTBYOLW MMM COBMECTHO C HAM KOHBENEpPHbIMU cUcCTeEMa-
MW, a Takke Ux 06CnyxmnBaHuns;

i) cpeacTBa MHAMKALUM NONOXEHUSA TaMMa-NCTOYHUKE;

j) cpefcTBa BO3BpaTa raMma-ucToYHMKa B NONOXEHNE XPAHEHMA N aBTOMATUYECKOro NpekpaLLeHnsa aBmxe-
HMA KOHBelepa npu oTkase Taiimepa ynpaBieHus NnpoLeccoM U KOHBeepHoli cucTemoi;

k) cpeacTBa Bo3Bpata raMMa-uCcTOUYHMKA B NMONIOXEHMNE XPAHEHNS U aBTOMATUYECKOro NpekpaLLeHns aBumxe-
HMA KOHBeliepa uiun cpeacTBa ngeHTudurkaLm nogeeprwenca pagunauuy npoayKunm, ecim ramma-ucToYHuK Ha-
XOAMTCA He B NpefjHa3HayeHHOM MecTe.

6.2.4 TexHnyeckue TpeboBaHua 18 obnyyarenein ¢ 3NeKTPOHHbIM MYyYKOM AOJ/DKHbI BKIOYATb, N0 MEHbLUEN
mMepe, cnegywolyee:

a) HaumeHoBaHve o6siyyaTesns u ero xapakTepPUCTUKN;

b) XapakTepuCcTUKN 3NEKTPOHHOIO Nyyka (3HEPrui0 3/IEKTPOHOB U, €C/IN 3TO NPUMEHNUMO, CPeHMI TOK NyuKa,
LUMPUHY N PABHOMEPHOCTb CKAHMPOBAaHWSA);

C) N1aH NOMeLeHns, BKIYas pacnonoxeHme obnyyarens;

d) mepebl, NnpegnpuHuMaemble A4 pasgeneHns HeobnyyeHHol n obnyyeHHol npogykuum (cm. 10.3 n 10.4);

€) KOHCTPYKLUUIO 1 onncaHne paboTbl BCEX AeNCTBYIOWMNX COBMECTHO € 06/1yyaTtesieM KOHBENEepHbIX CUCTEM;

f) onucaHune KoHBelepHON NUHUK (NUHWIA) N Anana3oH ee (MX) CKOpoCTeld;

[) pa3mepsbl, maTepuasbl 1 0COBEHHOCTU KOHCTPYKLMW KOHTENHEePOB A4n1a 061yyeHuns;

h) cnocob ynpasneHusi obnyyaTesieM 1 BCEMU AENCTBYHOLWMMMN COBMECTHO C HAM KOHBEEpPHbIMM cucTeMa-
MW, @ Takke ux 06CnyXxmnBaHuns;
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i) cpeacTBa MHAMKaUMM paboTbl NyYyka U KOHBeepa,;

j) cpeacTBa aBTOMATUYECKOrO npekpauieHns o6nydyeHus npu l060M oTKase KoHBeilepa, BNAUSOLWEM Ha
A03y;

K) cpeacTBa npekpaleHns ABMXEHUS KOHBeepa unm cpeactesa ngeHTudmkaumum nogeepruweiica paguaymm
NPoAYKUMN NMPU BOZHUKHOBEHMWMW /TI060T0 0TKasa B NyukKe.

6.2.5 TexHnuyeckne TpeboBaHUS ANS PEHTIEHOBCKMX o6yyaTeneii 4o/MKHbI BKAOYATb, NO MeHbLUEW Mepe,
cnepywoulee:

a) HauMeHoBaHue obnyyaTens v ero XxapakTepUCTUKN;

b) XapaKTepUCTUKN 3/TEKTPOHHOTO NyyKa (3HEPrui0 3/1EKTPOHOB WU PEHTTEHOBCKUX Jyvel 1, ecnun 3To nNpu-
MEHUMO, CPeAHUIA TOK NyyKa, WUPUHY U pABHOMEPHOCTb CKAHMPOBAHNS);

C) pa3mepsbl, MaTepuasnbl 1 0COGEHHOCTN KOHCTPYKLUN PEHTTEHOBCKOTO KOHBEPTOPA,;

d) nnaH nomeweHns, BKIKOYaa pacnosioXeHne obnyvaTens;

€) Mepbl, NpegnpuHUMaeMble gNnsa pasgeneHnsa Heoby4YeHHon n obnydeHHol npogykumm (cm. 10.3 n 10.4);

f) KOHCTPYKLUMIO M onucaHne paboTbl BCex AeliCTBYIOLMX COBMECTHO C 06/1lyyaTesieM KOHBeiepHbIX CUCTEM;

[) onucaHne KOHBENEpPHOW NUHUK (NUHWUIA) n Anana3oH ee (1X) CKopocTeld;

h) pasmepbl, MaTepuanbl M 0CO6EHHOCTN KOHCTPYKLUMN KOHTEWHEPOB A1 06/1yYeHuns;

i) cnoco6 ynpaBsieHus obnyyatenem u BCeMu AencTByrOLMMN COBMECTHO C HUM KOHBENEPHbLIMU CUCTEMA-
MU, a Takke Ux 06CnyxusaHus;

j) cpeacTBa MHAMKaLMK paboTbl Nyyka U KOHBelepa,

K) cpeacTBa aBTOMATUYECKOro npekpawieHns o6yvyeHus npym N060M oTKkase KoHBelepa, BAMSOLWEM Ha
o3y,

T) cpefcTBa NpekpalieHns ABMKEHNS KOHBeliepa unu cpeactea uaeHTugukaumm nogsepriieica pagua-
UMy NPoAYKLMM NPY BO3HUKHOBEHMWM NO60ro oTKasa B MyuKe.

7 OnpepeneHvie npoaykumun

7.1 Mpoaykuus, npegHasHavyeHHasa Ana cTepuansaymm, BKIYas ynakoBoYHble Matepuasbl, 4O/MKHA ObiTb
yCTaHOB/EHaA.

7.2 [oNXHbI 6bITb YCTAHOB/IEHbI U3MEHEHUSA B MPOAYKLMMN, ee yNakoBKe WX B NON0XEHUN NPOAYKLUUN BHYT-
pv ynakoBku (cm. 12.5.2).

7.3 lomxHa 6bITb YCTAHOB/IEHA M BBEAEHA B AeliCTBME CUCTEMA, 0ObecneymBarLlas KOHTPOIb COCTOSAHUS
npoAyKuMu, NpeaoCcTaB/IEHHON AN cTepuansaLm, B TOM Yncie ee 6uoHarpysku, 4tobbl adhekTMBHOCTL Npouec-
ca ctepunumsannm He morna 6biTb yxygweHa. 3P (pekTMBHOCTb CUCTEMbI A0/DKHA ObITb NMOKa3aHa, U 40/KHA BK/I0-
yaTb onpepfeneHve 6uoHarpysku B cootsetcteuu ¢ 1ISO 11737-1.

7.4 Ecnn TpebyeTcs yCTaHOBUTb CTEPUINIYIOLLYIO A03Y ANA CEMeENCTBA NPOAYKLUN, TO AO/IKHbI BbINO-
HATbCS TPe6OBaHUSA K CEMECTBY NPoAYyKLMN, NpuBefeHHble B ISO 11137-2, pasgene 4.

7.5 Ecnu gna ueneii Tekywen o06paboTkn Heo6XxoAMMO NPUMEHUTL KaTeropmo 06paboTkn, TO AO/HKHA ObiTb
npoBeAeHa OLUEeHKa NPOAYKUNN HA COOTBETCTBUE AOKYMEHTUPOBAHHbLIM KPUTEPUSM U MPUHATO peLUueHne, Ao/HKHA
N NPoAYyKUUA 6biTb BK/IKOUEHA B KaTeropmto o6paboTkn. OueHKa fo/KHa BK/IOYaTb PpaCCMOTPEHNE NEPEMEHHbIX
napameTpoB, CBA3aHHbIX C NPOAYKLUMEN M BANAKOLWNX HA HEOOXOAMMYI 403y M HAa TEXHUYEecKne TpeboBaHuA
06paboTkn. BbiBOALI NPOBEAEHHON OLEHKN AO/KHbI OblTb 4OKYMEHTMPOBaHbI (CM. 4.1.2).

7.6 Meproanyeckn AOMKEH NPOBOAUTLCS aHa/IN3 KpUTEPUEB OLEHKN NPOAYKLUUW AN BK/IIOYEHUS ee B KaTe-
roputo 06paboTKN 1 KPUTEPMEB OLEHKU TPYNNbl NPOAYKL MW, COCTaBSAKLLEN KaTeroputo 06paboTkn. BbiBOAbI TaKo-
ro aHasmsa A0KHbl ObiTb 4OKYMEHTMPOBaHbI (CM. 4.1.2).

8 OnpepgeneHne npouecca

8.1 OnpepaeneHne MakCMmMasibHO AONYyCTUMOI A03bl

8.1.1 Ana npoAyKummn AoMxHA 6biTb OnpefeneHa makcumanbHas gonyctumas gosa. lNnocne o6paboTkn mak-
CYMabHO AONYCTUMOI 030, NPOAYKLMA AO/KHA COOTBETCTBOBATL YCTAHOB/IEHHBIM (DYHKLMOHa/IbHBIM Tpebo-
BaHMAM Ha NPOTSXXEHUN BCEro onpefesieHHOro cpoka crnyxo6sbl.

8.1.2 MNpw onpegeneHnn MakcMmasabHO AONYCTUMOW A03bl HEO6X0AMMO 0becneyunTsb:

a) NpUBMEYEHME YyupexAeHWUs, CNoCO6HOro NpPOW3BECTU OUEHKY MNPOAYKUMW C TOYKM 3peHusa ee
HasHayeHus,

b) penpe3eHTaTMBHOCTb NPOAYKLUN — ee COOTBETCTBME TO, KoTopas 6yaeT o6pabatbiBaTbCA B TEKyLLEM
npotecce;
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C) COOTBETCTBYHOLWMIA NCTOYHUK pagnaunn, CnocobHbIN reoMeTpuyeckn 1 KoNmMyecTBEHHO TOUYHO obecne-
YnTb Tpebyemyio fo3y (cm. 8.4.1).

8.2 OnpepgeneHue ctepunnsyrowein go3sbl

8.2.1 Ans npogykummn fosmkHa 6biTe onpegenieHa cTepuansyollas Ao3a.

8.2.2 ins onpeAeneHns cTepununayollein gosbl NpuMeHseTca o4uMH 13 ABYX NOAXOA0B:

a) NosiyyatoT AaHHbIe Mo KOIMYEeCTBY 6MOHarpy3km n/unm ee yCTOMYMBOCTM K paguaunn m Ncnosb3yT ux
ANs onpefeneHns cTepuansyoLLein Ao3bl.

MpumeyaHune — MeToapl onpedeneHns CTepunnsytoleid fo3bl U YCI0BUS, NP KOTOPbIX OHU MPUMEHUMbI,
npveBegeHsl B nyHkTe 6.1 ISO 11137-2;

b) cTtepnnunsytowyo go3y Bbi6UpaT U3 3HavyeHuii 25 nnm 15 k'p n o60cHOBLIBAKT BbiGOp. Mpn o60CcHOBA-
HUW BbIGPaHHOI 0,03bl NEPBUYHBIA NPOM3BOANTENb AO/HKEH UMETL floKa3aTeibcTBa TOro, YTO OHa cnoco6Ha obec-
neynTb LOCTUXEHWNE YCTAHOB/IEHHbIX TpeboBaHUi k cTepuibHocTu (cM. 1.2.2).

MpumeuaHune — Metoabl VDmex25 n \/Dmex15 060CHOBaHUSA CTEPUNSYIOLLEA [,03bl U YC/IOBUS,, NMPU KOTOPbIX
OHW MpPUMEHUMbI, NpuBedeHbl B nogpasgene 6.2 I1ISO 11137-2. 3T MeToAbl Harnpas/ieHbl Ha AOCTUXKEHUE YPOBHA
crepuibHocT 10 6.

8.2.3 lMNpwu onpegeneHnn cTepunnsyrowein 4o3bl Heo6xo4Mmo obecneynTsb:

a) NpuBIeYEHNE KOMMNETEHTHON MUKpOBUOornyeckoin nabopatopun s NpoBeAEHUA U3MEPEHUIA BuoHar-
py3kn B cooTBeTcTBMM € ISO 11737-1 1 ncnbiTaHWii CTEPUNBHOCTM B COOTBETCTBUM ¢ ISO 11737-2;

b) penpe3eHTaTMBHOCTb NPOAYKUUM — ee COOTBETCTBUE TOW, KOTOpas byaet o6pabaTbiBaTbCsl B TEKYLLEM
npouecce;

C) COOTBETCTBYHOLMIA NCTOYHMK pagnaumm, CnoCoOHbIA reoMeTpUYEeCcKn 1 KOSIMYECTBEHHO TOYHO o6ecneunTb
Tpebyemyto o3y (cm. 8.4.2).

MpumedyaHne — PyKkoBOACTBO MO AO3MMETPUYECKAM BOMpPOCaM PajvaLMOHHON CTEPUIN3aLMMA MOXHO HaWTy
B 1SO 11137-3.

8.3 YcTaHOBJ/IEHVME MaKCMMasibHO AOMNYCTMMOI [03bl U CTEPUNN3YIOLWEN A03bl

MakcumanbHO AonycTuMas fo3a U CTepuausyrolas Ao3a 47s npoAyKuun A0/MKHbl GbiTh YCTAHOB/IEHbI B
[LOKYMeHTauun.

8.4 NepeHOC 3HAYEHNIN MaKCUMaNbHO AOMNYCTUMOM, NPOBEPOYHOW U CTepunmnaytouleii go3sbl
C 04HOr0 UCTOYHMKA 06/1yHEHUA Ha APYroii

8.4.1 MepeHOC 3HAYeHU MaKcuMasibHO JONYCTUMOW [,03bl

Mpu NnepeHoce 3HaYEHUs MaKCUMasibHO AONYCTUMOM A03bl HA UCTOUYHMK, OTINYAOLUIACA OT TOro, Ha KOTO-
pom go03a 6blna onpegesieHa NnepBoHavyanbHO, A0/MKHA ObiTb NPOBEAEHA OLEHKA pa3inymini napaMeTpoB 061yye-
HUA 3TUX ABYX UCTOYHMKOB, NOKa3blBalOLWas, YTo 3T pas3/iMuns He BAUSIIOT HA 060CHOBAHHOCTb f03bl. OLeHKa K
BbIBOAbI A0/KHbI ObITb 4OKYMEHTMPOBaHbI (CM. 4.1.2).

8.4.2 MNepeHOC 3HAYEHNIN NPOBEPOYHON A03bl UM CTEPUNNIYIOLLEN [03bl

8.4.2.1 MNepeHOC 3HaYEHN MPOBEPOYHON 403bl UNN CTEPUNNIYIOLWEN A03bl HA UCTOYHUK, OTMYatoLWKiica ot
TOro, Ha KOTOPOM A03a bblsia onpefesieHa NnepBoHayvyanbHO, 4ONYCKAeTCH TO/bKO B C/lyvasx, korga:

a) NoslyyeHbl fAaHHble, NokasbiBalLme, 4To pasininsa B paboymx napameTpax ABYX UCTOYHUKOB 06/1yvyeHuns
He BAMAKT HA MUKPOOBULMAHYI0 3(P(PEKTUBHOCTD;

b) npuMeHnMbl ycnosus 8.4.2.2 unu 8.4.2.3.

8.4.2.2 ins npoAykuuun, He cogepxaulieih BO4Y B XWOKOM COCTOSHWUW, MEPEHOC 3HAYeHW A NPOBEPOYHOI
[03bl NN CTEPUNMIYIOLLEN A03bl AONYyCKaeTCs:

a) c o4HOoro raMmma-obayyarens Ha 4pyrow;

b) C 0OAHOr0 reHepaTopa 3/1IEKTPOHHOTO fiyya Ha ApYroi;

C) C O4HOTO reHepaTopa pPeHTreHOBCKMX Nlyyeli Ha APYro.

8.4.2.3 lna npoaykuuun, cogepxalieii Bogy BXWAKOM COCTOSSHUW, MEePeHOC 3HaYeHNii NPOBEPOYHOI A,03bl
UM cTepUNM3yoLLEein 403bl 4oNyckaeTcs:

a) copgHoro ramma-obnyyaTtens Ha Apyrow;
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b) c ogHOro reHepaTopa 3/1€KTPOHHOrO flyya Ha Apyroli Npyu ycnoBumK, YTO OHKM paboTalT Npy 04MHAKOBbIX
napameTpax;

C) COAHOro reHepartopa PeHTreHOBCKUX /Iy4eil Ha APYroi Npu yC/ioBUKM, YTO OHM paboTatT Npyu oAnNHaKO-
BbIX NapamMmeTpax.

9 Bannpauunsa

9.1 ATTecTauma yctaHOB/IEHHOro o6opyaoBaHus

9.1.1 Ans obnyyatensa v CBsA3aHHOW C HUM KOHBEWEpPHOI CUCTeMbl AO/MKHbI ObiTb YCTAHOBAEHbI paboumne
npoueaypsbl.

9.1.2 O6opypoBaHue st 06paboTkM 1 BCoMoratesnibHoe o6opyaoBaHue, BKIoYas Heo6xoaumoe nporpamMmm-
Hoe obecneyeHune, AOMKHbI ObiTb UCNbITaHbI C LE/bio NOATBEPXKAEHNSA UX pab0oTbl B COOTBETCTBUY C NPOEKTHLIMU
XapakTepuctmkamu. MeToabl UCMbITAHUSA U pe3ynbTaTbl AO/KHbI ObITb OKyMEHTUpOBaHbIl (cM. 4.1.2).

9.1.3 /lio6ble UBMEHEHUS, BHECEHHbIE B 06/1y4YaTeNlb BO BpEMSA MOHTaXa, A0/DKHbI 6bITb 4OKYMEHTUPOBAHbI
(cm. 6.2.1).

9.1.4 AnAa ramma-o6/y4atens AO/MKHbI 6bITb ,OKYMEHTUPOBAaHbI aKTUBHOCTb MCTOYHMKA M ONUCAHUE pacno-
NOXEHNS OTAENbHbIX KOMMNOHEHTOB UCTOYHMKA (CM. 4.1.2).

9.1.5 Ansa anekTpoHHOro o6nyyaTtens AO/KHbI ObITb AOKYMEHTMPOBAaHbI XapaKTepucTukn ny4dka (3Hep-
rMsi 3/1EKTPOHOB, CpPeAHUli TOK My4vka, a Takke LMpUHa U O4HOPOAHOCTb CKaHMPOBaHUSA, rae 3TO MPUMEHNMO,
cm. 4.1.2).

9.1.6 [1ns peHTreHOBCKOro o6siyyatesisi 4O/KHbI OblTb JOKYMEHTUPOBAaHbI XapakTEPUCTUKN Nyyka (3Heprus
9N1EKTPOHOB W/IM PEHTITEHOBCKNX IyYei, CpeHNA TOK Nyyka, a Takke LMpuHa 1 0A4HOPOLHOCTb CKaHMpPOBaHuA, rae
3TO NPMMEHNMO, cM. 4.1.2).

9.2 ATTecTauua gelicTBytolLero obopyaosaHus

9.2.1 Mepep npoBegeHMeM atTecTaumm gencreyrouiero obopygosanus (ALO) fgomkHa 6bITb NOATBEPXAEHA
KannbpoBka Bcex NPU6GOPOB, B TOM Yyncae NpubopoB ANA UCMLITAHUA, NPUMEHAEMbIX A/ TEKYLLET0 KOHTPONS,
ynpasneHus, nHgukauum n pernctpaymm (cm. 4.3.3).

9.2.2 AO fonxHa BbINOMHATLCSA NyTeM 06/1y4EHUSA TOMOrEHHOIo MaTepuasna, penpe3eHTaTnBHOrNO Mo OTHO-
LWEHNIO K CTEPUIN3YEMOI NPOAYKUUK, C LLeNblo NokasaTb, YTO 06opyaoBaHne obecneynBaeT Tpebyemblii Anana-
30H [03bl 4719 NPOBEAEHNS YCTAHOBIEHHOTO npouecca ctepunusauun (cm. pasgen 8). A4O fonxHa nokasaTb, U4TO
ob6nyyartesnb nNocfe 3aBepLleHns MoHTaxa cnocobeH paboTtaTb 1 06ecneumBaTb COOTBETCTBYHOLLME A03bI B Npeje-
Nax yCTaHOBJ/IEHHbIX KpUTEPUEB NPUEMIEMOCTH.

9.2.3 insa onucaHma obnyyatens ¢ TOUKM 3peHUs NPOCTPaHCTBEHHOIO pacnpeaeneHuns gosbl (cm. 9.2.4) nee
HepaBHOMEPHOCTM (CM. 9.2.5) LOMKHO BbINOMHATLCA TONOrpagdMpoBaHne A03bl.

MpumeyaHne — PykoBOACTBO Mo TonorpacmpoBaHnio fo3bl npyvBeaeHo B ISO 11137-3.

9.2.4 TonorpadmposaHune [03bl LO/IKHO BbINOHATLCA C UCNONb30BaHNEM KOHTelHepa AnA o61yyeHus, 3a-
NOSIHEHHOIO O4HOPOAHbBIM MO NJOTHOCTM Marepuasiom A0 BEepPXHero npejena coriacHO NPOEKTHOW AOKyMeHTaunu.
B KOHTelHepe ANnA onpegeneHnsa A03bl B TOYKAX HA pas/iIMyHbIX OnpefenieHHbIX rnybuHax BHyTpU matepvana
JOJIKHBI MPUMEHATLCA AO03UMETPSI.

TonorpadunpoBaHve f03bl 4O/HKHO BbIMOAHATLCA NPU 3P EKTUBHON NMUTALUN MOMHOCTBIO 3arpy>XeHHOro
obnyvarens, gna atoro B obnyyaresie yctaHaB/IMBalOT AOCTATOYHOE KO/IMYECTBO KOHTEHEPOB, 3arn0o/IHEHHbIX 0
BEPXHEro npefena Tem Xe Mmatepunanom, YTo 1 KOHTelHep ¢ 4o3MMeTpamu.

9.2.5 KonnyecTBO KOHTEWHEPOB, MPMMEHAEMbIX 418 TonorpadunpoBaHnsa A03bl, AO/DKHO O6biTb 4OCTATOUYHbLIM
AN BbISABNIEHWS pacnpefeneHns n HepaBHOMEPHOCTHM 4,03bl MeXAY KOHTeliHepamu.

9.2.6 Ecnu ana o6paboTkn npoayKunm npumeHsoT 6o1ee 04HOI0 KOHBENEPHOro MapLipyTa, To Tonorpadu-
poBaHue [03bl O/HKHO ObITh BbIMOSIHEHO A1 KQXKA0ro MapLupyTa.

9.2.7 BnusiHne npepbiBaHUA npouecca Ha 403y A0/IHKHO 6biTb ONpeAeneHo 1 aoKyMmeHTupoBaHo (cMm. 4.1.2).

9.2.8 flokymeHTauusa no TonorpadMpoBaHnio 403bl J0/KHA BKIOYaTb B cebA onucaHne KOHTeliHepoB AN
06nyyeHus, pabounx napameTpos 06yyaTens, UCNOMb30BaHHbIX Marepnanos, U3MEPEHUIA A03bl U CAeNaHHbIX
BbIBOAOB (CM. 4.1.2).

9.2.9 Ans ramma-obnyyatenein gosmkHa 6biTb onpejesieHa B3aMMOCBS3b MeXAy yCTaHOBKON Talimepa,
CKOPOCTbIO KOHBelepa 1 go30il.

9.2.10 N5 3N€eKTPOHHO-NTYYEBbIX M PEHTFEHOBCKUX 06/1y4aTenein OTK/IOHEHNS XapakTepucTuk nyya (cm. 9.1.5
unu 9.1.6) Bo Bpems TonorpadupoBaHns 403bl AO/KHbI ObITb B Npejenax A0NYyCKOB TEXHUYECKUX XapaKTepucTuk
o6bnyuatens (cMm. 6.2.4 nnn 6.2.5).
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9.2.11 [na anekTpoHHO-NY4YeBbIX Y PEHTIEHOBCKUX 0b6nyyaTeneli Ao/mkHa ObiTh onpejesieHa B3aMMoCBA3b
MeXxay xapaktepuctukamu nyya (cm. 9.1.5 n 9.1.6), CKOPOCTbIO KOHBeliepa 1 4030iA.

9.3 ATTecTauma aKcnayatnpyemoro obopynoBaHus

9.3.1 TonorpadupoBaHue A03bl 4O/MKHO 6bITb BbIMO/IHEHO C UCMOJ/Ib30BAHUEM MPOAYKLUW, 3arpyXXEeHHO B
KOHTeliHep AN 06/1y4eHUs B COOTBETCTBUMN C YCTAHOBJIEHHOW CXEMOW 3arpysku, YToobl:

a) onpeAennTb 3Ha4YEeHUA MakCUMasbHOW U MUHUMAaIbHOW A03bl 1 MEcTa UX PacnosioXeHus;

b) onpefennTb B3aMMOCBA3b MEXAY MaKCUManbHON/MUHMMasbHOW 40301 1 40300 (g03amMu) B MecTe (Mec-
Tax) TeKyL,ero KOHTpons.

9.3.2 Mpun atTecTaymnmn akcnayatTnpyemoro o6opygosaHuns (A30) gosmkeH 6biTb OnMcaH cnocob npegocTas-
NeHnsa NpoayKuMn Ha cTtepunnsaymnio. B Hero 4o/mkKHbl BXOAUT:

a) pasmepbl ¥ NNOTHOCTb yNakoBaHHON NPOAYKLUN;

b) opMeHTaunsa NpoayKLMn BHYTPY YNakKoBKMY;

C) onucaHmne KoHTeHepa ana obnyvyeHns (ecnm BHyTPU 06ayyaTesnisi UCMOb3YHTCSA KOHTENHEPbI Pa3/INYHbIX
TMNOB);

d) onncaHme KOHBeliepHOro mapwpyTta (ecnum BHYTpM 06/yyaTens MCNosib3ylTCs pa3Hble KOHBEepHble
MapLUpyThl).

9.3.3 TonorpadupoBaHune go3bl 4O/HKHO O6bITb BINOSIHEHO A5 KaXA01 KaTeropumn o6paboTkm (cm. 7.5).

9.3.4 Ecnu npu Tekyuwiein 06paboTke HEO6XO4MMO UCMNOb30BaTb YACTUYHO 3aMNo/IHEHHbIE KOHTEHEpb! ANs
06/1y4eHus, To O/MKHO GbiTb YCTAHOB/IEHO M JOKYMEHTMPOBAHO (CM. 4.1.2) B/IMSIHME YACTUYHOTO 3aM0/IHEHUA Ha:

a) pacnpegeneHune A03bl BHYTPU KOHTENHEPOB A/15 06/1yyYeHus;

b) 403y M ee pacnpefesieHne B ApYyrMx KOHTeliHepax, Haxoasawmxcsa B obyyarene.

9.3.5 TonorpadupoBaHme A03bl A0/HKHO 6bITb BbINO/THEHO C UCNOIb30BaHMEM PENPE3eHTaTUBHbLIX KOHTENHe-
poB ANns 06/1y4eHNst B OCTATOYHOM UX KOIMYECTBE, YTOObI ONpeaenTb OTKIOHEHME A03bl MeXAY KOHTenHepaMu.

9.3.6 TonorpacupoBaHune fo3bl 4OMHKHO ObITh BbINO/THEHO A/151 KAXA0r0 KOHBEEPHOro MapLipyTa, MCnosb-
3yemoro g/ 06paboTku onpeaeneHHoW NpoayKUunn.

9.3.7 AndA ramma- n peHTreHoBCKMX obnyyateneii TonorpaupoBaHue 403bl O/MKHO ObiTh BbIMOSIHEHO C
uesblo onpegeneHns npoaykunn UM Kateropunin 06padboTkn (€C/iM OHM NPUMEHSIIOTCS), KOTOPble MOTYT ObITb 06pa-
60TaHbl BMECTe C MpoAyKumnei, ¢ KoTopoit NPoBOAUIOCE TonorpagupoBaHne. [Lo/HKHO 6bITb ONpeaesieHo pacnpe-
JeneHve 003bl B NPOAYKLMM Pa3/IMyHOW NAOTHOCTU, HaxoasLwenca B obnyyarerne, ¢ Lefblo onpegenieHns npoayk-
LMK, KOTOPYO MOXHO o6pabaTbiBaTb BMecCTE.

9.3.8 lokymeHTaumMa no TonorpadmMpoBaHunio A03bl AO0/DKHA BKAKOYaTb B cebsa: onucaHne KOHTeNHepoB ANs
06/1y4eHns, CXeMbl 3arpy3kn, KOHBEMEpPHOro MapwpyTa, pabounx napaMmeTpoB ob6ayyatenis, M3SMepeHnii 4o3bl 1
cAenaHHbIX BbiBOAOB (CM. 4.1.2).

9.4 AHanu3 nyTBepxaeHune sannjaummn

9.4.1 NHdopmaumsa, nosnyyeHHas BO BpeMs BCeX BUAOB aTTecTaunmn (yCTaHOB/IEHHOTO, AeiCTBYIOLWLEro n
aKcnayaTMpyeMoro o6opyaoBaHns), 4o/mkHa 6biTb NpoaHanu3npoBaHa. BeiBog no pesynbtaTtam aHanusa fo/HKeH
6bITb ,OKYMEHTMPOBAH (CM. 4.1.2).

9.4.2 Ha ocHOBaHMM paccMOTpeHUss MHpopMauny 1 ee aHannsa fo/KHbl 6biTb NOATOTOB/IEHbI TEXHUYECKMEe
XapakrepucTtuku npouecca (cm. 4.1.2).

9.4.3 ina ramma-o6/1y4eHnss TeXHUYECKNe XapakTepUCTUKM npoLecca AOMKHbI CoAepXKaTb:

a) onvcaHne ynakoBaHHOW NPoAyKLMKN, BKIOYaA pasmepsbl, NJ0THOCTb U OPUEHTaL Mo NPOAYKLUM B YNaKoB-
ke (cM. pasgen 7, 9.3.2), n X 4onNyCTUMbI€ OTK/IOHEHMUS;

b) cXxeMy yknagkm NpoayKunum BHYTPU KOHTeHepa gnsa ob6nyyverHus (cm. 9.3.1);

C) ncnosb3yemble KOHBelepHble MapwpyTobl (cMm. 9.3.6);

d) makcumanbHoO gonyctumyto gosy (cm. 8.1);

e) cTepunusyLwyo aosy (cm. 8.2);

f) ana npoaykuun, noggepxmeatoLLeii pocT MUKPOOPraHN3MOB, — MaKCUMasibHblli UHTEPBas BPEMEHN MeEX-
4y NPOU3BOACTBOM MPOAYKUNW 1 3aBepLUeHnem o0bnyyeHuns;

[) TOUKyY (TOUKM) TEKYLLETO A03MMETPUYECKOrO KOHTPONSA (KOHTPOJIbHbIE TOUKN);

h) B3aVMOCBSA3b MeXAy A030/ B KOHTPO/IbHOI TOUke (TOYkax) ¥ MUMHMMaNIbHON N MakcumasnbHOW fo3aMn
(cm. 9.3.1);

Opana NpoayKuun, KoTopas Ao/KHa NoABepraTbCa MHOrOKpaTHbIM 3KCNO3ULMAM B paguaunuoHHOM none, —
BCE HEO6X0AUMbIE N3MEHEHMNA €e OpUeHTaunn Mexay 3KCno3numamm.

n
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9.4.4 [ns aNeKTPOHHO-NYy4YeBOr0 Y PEHTITEHOBCKOIO 06/1yYeHNA TeXHUYEeCKne xapakTepucTukn npowecca
[OJKHbI coAepxaThb:

a) onvcaHne ynakoBaHHOW NPOAYKUUN, BKIOYasA pasmepsbl, NJOTHOCTb M OPUEeHTaLMIo NPOoAYKLMN B YNakos-
ke (cM. pasgen 7, 9.3.2), 1 X 4ONyCTUMbI€ OTK/TIOHEHMUS;

b) cxemy yknagkv npoaykuun BHYTPU KOHTeNHepa ansa obnyvenns (cm. 9.3.1);

C) MCnosibdyemMble KOHBeNepHble MapwpyThl (cMm. 9.3.6);

d) makcumanbHO gonyctumyto o3y (cm. 8.1);

e) cTepunusyowyo o3y (cMm. 8.2);

f) 4na npoaykumn, noggepxusaroLleid pocT MUKPOOPraHN3MOB, — MaKCMMasibHbli UHTEPBA BPEMEHU MEX-
[y Npon3BOACTBOM MNPOAYKUUN ¥ 3aBepLIEHNEM 06/TyUYeHNs;

[) TOUKy (TOUKM) TEKYLLETO 403MMETPUUYECKOTO KOHTPO/IA (KOHTPOJIbHbIE TOUKN);

h) B3anmocBs3b Mexay 40301 B KOHTPOJ/IbHOM TOoUKe (TOYKaxX) M MUHMMANbHON U MakCuMasnbHOW Ao3amu
(cm. 9.3.1);

i) paboune napameTpbl obnyyaTensa M uX JONYyCkM (Hanpumep, XapakTepucTuKM Jy4da M CKOPOCTb
KOHBeliepa);

j) ona npoaykumu, KoTopas AO/HKHA NoABepraTtbCAa MHOTOKPaATHLIM 3KCMO3ULUAM B pagnaLoHHOM none, —
BCE HEO6X0AUMbIE N3MEHEHMNSA €e OpMeHTaLUM MeXAy 3KCNno3nuunamm.

10 Tekywmnii KOHTPO/Ib W yrnpaB/ieHne

10.1 Mpoueaypbl obpalweHns ¢ NpoayKUueli N COXpaHEHUS ee Le/oCTHOCTM nepef, BO BPeEMS M nocsne
061y4eHns1 AO/MKHbI 6bITb YCTAHOB/IEHDI.

10.2 Cuctembl cyeTa NPOAYKLMM 1 NPOBEPKM €€ KOMYeCcTBa A0/DKHbI ObiTb BCTPOEHbI B LLEMOYKY Noayye-
HUS, 3arpy3kn, BbITPy3ku, 06palleHns 1 Bbinycka NpoAyKuuu. Bce pacxoxaeHus B KOSIMYECTBE AO/DKHbI ObITh
yCTpaHeHbl nepes 06paboTKOM U/MAN BbIMYCKOM.

10.3 HeobnyyeHHasn v o6sydyeHHas NpoayKUnUs LO/MKHbI ObiTb pasfeneHsi.

10.4 YyBCTBUTENIbHbIE K 06/TyYEHUIO BU3YyasibHble MHAMKATOPbI HE AO/HKHbI UCMOMb30BaTbCHA B Ka4yecTBe
AoKaszaTesnbCTBa AOCTAaTO4YHONM pagnalnoHHOW 06paboTKM UM B KA4ecTBe e4UHCTBEHHOrO cpeacTBa pasnnums
MeXAay 06/1y4eHHON 1 HeobayUYeHHO! NPoAyKLMen.

10.5 MpoayKumsa [os/mxHa 3arpyxaTbCcsi B KOHTeliHep AN 061y4YeHUs B COOTBETCTBUN C TEXHUYECKMMU Xa-
pakTepucTukamu npouecca (cm. 9.4.3 nnun 9.4.4).

10.6 fo3umeTp(bl) AO/KEH(HbI) O6bITb NOMeELLLEH(HbI) B KOHTPOJIbHYHO TOUKY (TOYKMW) AN TEKYLLEr0 KOHTPONS.
Mocne 06/1y4yeHnst NokasaHus fo3uMeTpa(oB) AO/MKHbI ObITb N3MEPEHDI, a pe3ynbTaT 4OKYyMeHTUpoBaH (cM. 4.1.2)
1 NpoaHann3npoBaH.

10.7 YacToTa Ucnonb30BaHMsA 4O3UMETPOB A0/IKHA ObITb 40CTATOYHOM A5 TOFO, YTOObL! BbITb YBEPEHHbLIM,
YTO MPOLECC HaXoAUTCS NoA KOHTposieM. OTa YyacToTa U ee 060CHOBaHME A0MKHbI OblTb YCTAHOB/IEHbI.

10.8 Ans ramma - obnyyatenei:

a) ycTaHOBKa Taiimepa u/unm ckopocTb KOHBeWepa A0/KHbI 6bITb OTPEry/IMpoBaHbl C y4eTOM pasuoHYKANA-
HOro pacnagza B COOTBETCTBUM C JOKYMEHTUPOBAHHOI Npoueaypoii;

b) AO/MKHbI KOHTPONMPOBATLCA M 4OKYMEeHTUpoBaTbcs (CM. 4.1.2) NONI0XEHNE UCTOYHMKA, YCTAHOBKa Tainme-
pa n/vnn ckopocTun KoHBelepa v ABMKEHNE KOHTERHEPOB AN1a 061yyYeHus.

10.9 inA 3NeKTPOHHO-/Ty4EBbIX U PEHTTEHOBCKUX 06/1ydaTesnieil [O/MKHbI KOHTPO/IMPOBATLCS U AOKYMEHTUPO-
BaTbCs (CM. 4.1.2) XxapaKTepuCTUKMN 3NEKTPOHHOro nyya (cM. 9.1.5 n 9.1.6) n ckopocCTb KOHBelepa.

10.10 MNpv BO3HWKHOBEHMMW NMpepbIBaAHUSA U/UIN HECOOTBETCTBUSA NPOL,ecca OHU A0/KHbI OblTb LOKYMEHTUPO-
BaHbl BMECTE C /II06bIMU NpeanpuHATbIMUK AeicTBuamMmu (cm. 4.1.2).

10.11 JokymeHTaymnsa o pagnaunoHHoOn obpaboTke fo/mKHA cogepXxaTb gaTy 06/1y4eHUss U UMeTb CBSA3b C
JOoKyMeHTaumel o naptum (cm. 4.3.2).

11 BbinycK npoaykumy nocrse ctepumnsaumm

11.1 Mpexae Yyem BbINYCTUTb NPOAYKLNIO NOCne cTepunmnsanmm, Heo6xoaAnMo BbINMOMHUTL BCe cneuuasnbHble
nepuognyeckne UcnbiTaHns, KanMbpoBKK, MEPONPUATUSA MO 06CNYXMBAHUIO N HEOO6X0ANMYI0 NOBTOPHYIO aTTecTa-
LMo, a TakXe 4OKYMEHTUpPOBaTh BbiBOAbI (CM. 4.1.2).

11.2 Heo6Xx0AMMO YCTAHOBUTL NpoLeaypbl aHanu3a AoKyMeHTaLnmn v BbiNycka NpoayKuuy nocne ctepuniu-
3auun (cm. 4.1.2). 3Tu npoueaypbl AOMKHbI cogepxaTb TpeboBaHusa (Hanpumep, 9.4.3 1 9.4.4), no3BonswLLMe
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npu3HaThb NpoLecc cTepunmMsaLmm cooTBETCTBYOLMM, C yYeTOM HeonpeaeneHHOCTN N3MepuTesIbHON CUCTEMBbI
(cuctem). Ecnu 3t TpeboBaHns He co6IOAEHbI, MPOAYKLMSA AO/MKHA GblTb NPU3HAHA HECOOTBETCTBYHOLWEN, U C
Hell Heobxoanmo obpawaTbCcs cornacHo 4.4.

UTo6bl NMpoayKumns 6bina BbiNylleHa kak cTepuabHas M NocTynuaa B o6paleHme, MoOXeT NnoTpeboBaThCs
[OMNONHUTENbHAS A0KYMEHTALMUSA O MPOM3BOACTBE U MHCNEKUMSI NPOAYKL MM COrlacHO cucTeMe ynpaBneHus kave-
ctBoM (cM. 1ISO 13485).

12 NoppepxaHne aPdeKTUBHOCTU Mnpouecca

12.1 JemoHCcTpayumnsa coxpaHeHns a3 PeKTUBHOCTH
12.1.1 O6uwwme cBepeHns

CoxpaHsatouwascsa athdhekTMBHOCTb YCTAHOB/IEHHONW CTEepUAN3yLWein 403bl A40/KHA ObITb MOKa3aHa NnyTem
npoBeAeHuns:

a) onpegeneHns GUoHarpy3kn ¢ Lesibio KOHTPONSA KosiMyecTBa MMKPOOPraHM3MOB, NPUCYTCTBYOLUX HA NPO-
AyKUnn, B CpaBHEHNN C 3aAaHHbIM KOJINYECTBOM COI/1TaCHO TEXHUYECKNUM XapaKTepUcTukam,

b) ayauta CcTepununsylouwen Ao3bl C uefibld KOHTPONS paguaunuoHHON YCTOWYMBOCTU OGMOHArpy3kum Ha

NpoAYyKLMO.

MpumeyaHune — MeTognka NPoBeAeHUs ayauTa CTepunmaylowleli gosbl, npueedeHHas B 1SO 11137-2,
BK/ItOYAET PYKOBOZACTBO NO OMpefeneHnio GroHarpysku.

12.1.2 YacTtoTa onpefenieHna 6MoHarpysku

12.1.2.1 Ana npoAyKuMn co cpegHeli buoHarpyskoii He MmeHee 1,5 MmakcMMasibHblii UHTEPBA BPEMEHN MEX-
[y ee onpefeneHnamMmu 4osmkeH 6bITb TPU MecAua.

12.1.2.2 Ans npoAyKuuMn co cpepHein 6noHarpyskoin meHee 1,5 MakcuMasbHbIli MIHTEPBAN MeXay ee onpe-
AeneHnaAmMmn gosxkeH 6bITb TpU Mecsua, ecru:

a) cTepunnsyw,an gosa bolna yctaHosseHa no metoay 2 (cm. ISO 11137-2);

b) 6bina BbiGpaHa cTepunusylas gosa 25 kp (cm. 8.2.2).

12.1.2.3 na npoAyKuum co cpefHen 6uoHarpyskoii MeHee 1,5 MakCcuMasbHblli UHTEPBaA/T MEXAY ee onpe-
AeneHnaMn [oMKeH 6biTb OAUH MecAL, ecnu:

a) cTepunusyowas gosa 6bln1a yctaHoneHa no metogy 1 (cm. 1ISO 11137-2);

b) 6bina BbiGpaHa cTepunusytouwias gosa 15 kip (cm. 8.2.2).

12.1.2.4 Ecnv nHTEpPBa/ BPEMEHU MeEXAY NPOM3BOACTBOM MapTUil NpoAyKUuMW NpeBbillaeT TpyU WU OLMUH
MecsL, COOTBETCTBEHHO (cM. 12.1.2.1 — 12.1.2.3), onpegesieHne 6noHarpyskm gO/HKHO NPOBOAUTLCSA Ha KaxAoM
NPOM3BOACTBEHHON NnapTuu.

12.1.2.5 Ecnu pe3synbTaT onpegeneHns 6uoHarpy3kn npesbillaeT HOPMUPOBAHHbIN npeaen, Heob6xoanMmo
NpoBeCcTn uccneposaHue B cooTBeTcTBun ¢ ISO 11737-1. Ecnn B pesynbraTe uccrefoBaHUs BbIACHUTCA, UYTO
onpegeneHve 6uoHarpysku gano npasubHbIA pe3ynbTar, 40/KHbI 6bITb NPeANPUHATLI 4eliCTBMUA B COOTBETCTBUN
Cc 4.4, a TakkKe HeMeA/IeHHO NPoOBeAeH ayauT cTepunusylolweli Ao3bl. B 3aBucMMocTn OT pesynbrata ayguta
cTepunusyloweli fo3bl HE06X04MMO BbINOJIHUTL CliefytoLLee:

a) ecnu pesynbTaTt ayauTa ABAsSeTCA HeyLOoB/eTBOPUTE bHbIM, HE0H6X0AMMO NPeanpPUHATL AEeCTBUSA CO-
rnacHo 12.1.3.5;

b) ecnun pesyneTaT ayauTa ABMAETCA YA0BNETBOPUTESbHLIM, a 6MoHarpy3Kka npogosnkaeT nNpesbiWwaTb HOP-
MWPOBAaHHbLIA npegen, crepunusayunio cnegyet NpPoBOAUTb, UCNOMb3YyA [03y, NPUMEHSBLUYIOCS A0 ayguTa.
Kpome 3aToro:

1) ecnu cTtepunusytowas gosa bolna yctaHosneHa no metogy 1 (cm. I1ISO 11137-2), TO AO/DKEH NPUMEHATLCS
TPEeXMeCAYHbI MHTEpPBaa ANA ayauta CTepuunsyoLlein fo3bl 40 TeX Nop, noka 6uoHarpyska He BEpHETCs K
HOpMMpOBaHHOMY npegeny, nmbo He ByfeT nepeycTaHOBNEHa cTepuaunsylowas 403a;

2) ecnn cTepunusyowias gosa 6bis1a yctaHoBneHa no metogy 2 (cm. 1SO 11137-2), TO fO/MKEH NPUMEHATHCSA
TpexMecsaYHbll UHTepBan ANS ayauTa cTepunnsyloweid 4o3bl 40 Tex Nop, Noka He 6yaeT 4OCTUTHYTO COOTBET-
crene 12.1.3.2;

3) ecnu 6blna BbibpaHa go3a 25 kp c o60cHoBaHMeM no metoay VDme?5, a cpeHaa 6uoHarpyska coctaB-
nset meHee 1000, To cnegyeT NPOAO/IXUTL ayAuT A03bl C MPEXHER YacTOTOW;

4) ecnu 6bIna BblbpaHa fgo3a 25 kI'p c o6ocHoBaHMeM no metoay VDma 25, a cpeiHAA 6GMOHarpy3ka cocrtaB-
naet 6onee 1000, TO cTepUNM3yOLW Y0 403y HEO6XOA4MMO YCTAHOBUTbL C UCMNONb30BAHWEM L PYroro MeToaa,;
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5) ecnu 6bina BbibpaHa fo3a 15 k'p c o6ocHoBaHuem no metoay VDmexl5, a cpegHaa 6MoHarpyska coctas-
nsieT MeHee 1,5, To cneayeT NPOAO/MIXUTL ayAnT A03bl C NPEXHE 4acToToi;

6) ecnn 6bina BbibpaHa go3a 15 k'p c o6ocHoBaHMeM no metoay \/Dmexls, a cpegHssi 6MoHarpyska cocTtaB-
nsiet 6onee 1,5, To CTepmaAnN3yoLLy0 403y HEOBXOAMMO YCTAHOBUTL C MCNOMb30BAHWEM APYFOro MeToAa.

12.1.3 YacToTa ayAuUTOB CTEpUNnN3ytoLLeil A03bl

12.1.3.1 lMNpu nepBOHa4YabLHOM ONnpeneneHn nHTepesasa BpeMeH Mexay NpoBeLeHnemM ayguToB cTepuan-
3ytolLelt 403bl HE06X0AMMO UCNOb30BaTh OANH U3 HKEMEPEUNCNEHHbIX MOAX0A0B:

a) BblbupaeTcs TPEXMECSYUHbI UHTEpBasl BPEMEHU MeXAy aygutamu 403bl;

b) Npn BbIGOpe NepBOHaYas/ibHOTo MHTEPBaaa BPEMEHN Mexay ayanTamu A03bl TOTOBUTCA U A0KYMEHTUPYET-
cs ero o6ocHoBaHue. MNpy noaroToBke 060CHOBAHUA HEOGXOANMO YYECTb U OKYMEHTUPOBATbL aHa/n3 cnegyto-
LWMX BOMPOCOB M CAENMaHHbIX N3 HETO BbIBOAOB:

1) ycTaHOBMEHHbIV Npeaen 6uoHarpysku;

2) UMetlLMecsa gaHHble No onpefesieHnto 6MoHarpy3kn, BpeMs, B TEYEHME KOTOPOro 3TU AaHHble 6binn
noJsiy4yeHbl, N onncaHne MMKpPOOPraHM3MoB, COCTaB/IALWMX 3Ty GUOHArPY3KY.

MpunmeyaHne — OnucaHne MOXeT ObITb OCHOBaHO, HanpumMmep, Ha MOpCpOI'IOFVII/I KOJTOHWIA NN KNETOK, CBOMCTB
wraMmmMma Win CeNEKTUBHOIO Ky/ibTUBMPOBaHUA;

3) MmerLwMecs AaHHble N0 YCTONUYMBOCTM MUKPOOPTraHM3MOB, COCTaBASAOWMNX GMOHATPY3KY;

4) meTof, UCNOMb30BaHHbLIN AN YCTAHOB/IEHUA CTEPUNIN3YIOLLEN [03bl, U CBA3AHHbIE C HUM OrpaHNyeHus;

5) pasnunune mexay 0300, NPUMEHAEMOR Npu Tekylel 06paboTke, U CTEPUAN3YIOLLER 4030, CO BCEMU
OorpaHUyYeHnsaMmn, CBA3aHHbIMY C 3TUM pasfinynem;

6) matepuasnbl, BXxogalwe B cOCTaB NPOAYKLMM, OCOBEHHO MaTepuasibl NPUPOAHOIO0 NPOUCXOXAEHNSA, U
KOHTPO/Ib MMKPOBMONOTMYECKOro KayecTBa maTepunasnos;

7) NpOn3BOACTBEHHbIE NPOLECCHl, 0CO6EHHO NMPOM3BOACTBEHHbIE CTAANN, BAUAKOLWME HA BUOHArpy3Ky unm
ee yCTONYMBOCTb;

8) npouenypbl KOHTPOIA U CNEeXeHUs 3a NPON3BOACTBEHHbIM NPOLLECCOM;

9) HTEepBan BpeEMEHN MeXAy NPou3BOACTBOM NapTuii NPOAYKLUN;

10) npon3BoACTBEHHAA OKpYyXatolas cpeja, 0CO6eHHO CcTeneHb MUKPOOBMONOrNYecKoro KOHTPOISA U crexe-
HUS, U UMeLWNecs AaHHble 0 CTabUIbHOCTU MPOU3BOACTBEHHO OKPYXaklL e cpeibl BO BPEMEHMU;

11) cpeacTBa KOHTPO/S 340POBbS, YACTOThI Y OA4EXAbl NepcoHana B NPOU3BOACTBEHHOW 30HE;

12) nmerowmecs gaHHole N0 MUKPOOBMONIOrMYECKOMY KayecTBY APYro NpoAyKuum 1n3 Toro xe cemelictea.

12.1.3.2 YBenuyeHne nHTepsana Mexay npoBefeHnsamMu ayanta cTepunnsytowein 403bl BO3MOXHO TO/IbKO B
cnyyasx, ecnu:

a) He MeHee YeTbipex nocsefoBaTesbHbIX ayauTOB 403bl 6bIAN NPOBEAEHbI NPV paHee BbiIbpaHHOM UHTepBa-
ne Mexgay HAMWU 1 ux pesynbTaTbl He NoTpeboBann HN yBENINYEHUA [03bl, HA HOBOMO OnpejefieHns CTepPUIn3yto-
e fos3bl;

b) UMeTCA AaHHble, NOATBEPXAaLWme cTabnnbHOCTL GMOHArpy3ky B npegesax TeEXHUYeCcKnx TpeboBaHunii
B TeYeHMe Takoro xe nepuoga BpeMeHu, Kak B nepeyncieHune a). 3tm gaHHble BKIKOYAKOT B cebs:

1) pesynbTaThbl onpefeneHns 6MoHarpy3ku, BbIMOSIHEHHOM He pexe 0A4HOro pasa B Tpy Mecsua;

2) onucaHue 6uoHarpysku (Hanpumep, MopoN0rMM KONOHUA UK KNETOK, CBOMCTB WTaMMa Wan CenekTuB-
HOrO Ky/IbTUBMPOBAHUSA);

C) 6uoHarpyska npv NnpovM3BOACTBE NPOAYKLMUN KOHTpOAupyeTcs, N adPeKTUBHOCTb TAKOro KOHTPOISA Noj-
TBEpX[aeTcsa NpUMMEeHEeHNeM 3/1EMEHTOB CUCTEMbI yNpaB/ieHNs Ka4eCTBOM A1 CTEPUNbHbLIX MeAULMHCKNX n3ge-
nnin no ISO 13485.

12.1.3.3 Ecnu He npuMeHsieTcs TpeboBaHme 12.1.3.4, MakCMMasibHbIl MHTEPBaN MexXAay ayantamu cTepuin-
3ylouieli 403bl LO/DKEH cOCTaBNATb 12 mec.

12.1.3.4 Ecnu nHTepBaa BPEMEHN MexAy NPOM3BOACTBOM NapTuii NPoAyKuun 6oNblue UHTepBana, yCTaHoB-
neHHoro B 12.1.3.1 w/vnn 12.1.3.2, ayguT CTEepUNM3yoLWwein A03bl 4O/DKEH BbINOMHATLCA ANA KaXA0l Npon3Boj-
CTBEHHOW napTuu.

12.1.3.5 Ecnu pesynbTart ayanta CTEPUIN3YIOLLEN A03bl HEYA0BETBOPUTESNEH, AO/MKHbI ObITb NPEANPUHATHI
[encTBMS B COOTBETCTBUM € pa3dgesioMm 10 1ISO 11137-2. MNpu 3TOM YacToTa ayauTta CTEPUNM3YOLLLEN A03bl A0/HKHA
6bITb HE pexe 04HOro pasa B TpM Mecsla 40 Tex nop, noka He 6yayT:

a) BbIICHEHA NpuYnHa HeyA0BEeTBOPUTE/IBHOTO pe3y/bTaTa ayauTta CTepPUAN3yoLLeid 403bl UIn yBennye-
HUSt BUOHArPY3KM M NPeAnPUHATLI KOPPEKLUNS MU KOPPEKTUPYIOLLME AENCTBUS;
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b) nepecmoTpeHo o6ocHoBaHme (cM. 12.1.3.1) uHTepBasa Mexay npoBefeHNeM ayauToB CTePUIN3YIoLW e
[03bl 1, TPU HEO6XO0AMMOCTU, YCTAHOB/IEH HOBbIW UHTEpBaI;

C) BbINOJ/IHEHbI KPUTEPUW YBENIMYEHUA UHTEpBasia Mexay NposBefleHnem ayauToB CTepUnmnsyoweii fo3bl
cornacHo 12.1.3.2.

12.2 NMoBTOpHasa KanmépoBka

CpeficTBa U3MepeHus, NprMeHsieMble 1 YNpaBieHus, UHAMKaLMM UNn AOKYMEHTMPOBaHUs npouecca cTe-
pyan3auun, AoKHbI NEPUOANYECKM NOBEPATLCS B COOTBETCTBUM € 4.3.3.

12.3 O6cnyxumBaHue obopynoBaHns

12.3.1 MpodunakTnyeckoe 06CNYXUBaHNE A0/TKHO M/TaHUPOBATLCSA U BbIMOJTHATLCSA COTMAcHO AOKYMEHTH-
pOBaHHbIM npoueaypam. MpPoToKo/Ibl 06CTYXNBAHUS LO/TKHbI XPaHUTbLCS B COOTBETCTBUM C 4.1.2.

12.3.2 'pachuk, npoueaypbl ¥ NPOTOKOSIbI 0GCIYXUBAHUS [OMKHbI C YCTAHOBMIEHHO NEPUOANYHOCTbIO aHa-
NIN3MPOBAaTLCS OTBETCTBEHHbLIM NINLOM, a pe3y/ibTaTbl aHann3a Ao/HKHbI OKYMEHTUMPOBATLCS.

12.4 MoBTOpHaa atTecTayums obopyaoBaHus

12.4.1 MNoBTOpHas aTTecTauunsa npouecca cTepuansanny 4o/HKHa BbINOMHATLCA C onpeaesieHHoN NPoAyKL M-
eli n ¢ 3aaHHbIM 060py0BaHMEM; OHA [O/HKHA NPOBOAUTLCS C ONpeaesieHHOW NepuoAnYHOCTbIO U MOC/E OLEeHKU
nto6bIX n3MeHeHnin (cm. 12.5). O6bem NOBTOPHON aTTecTauum AOMXKeH 6biITb 060CHOBaH.

12.4.2 Mpoueaypbl NOBTOPHOI aTTecTaumm [O/DKHbl ObiTb YCTAHOB/IEHbI, & MPOTOKO/bI O HEl XpaHUTbCSA
(cm. 4.1.2).

12.4.3 laHHble NOBTOPHON aTTecTauun Heo6XoANMO CPaBHUTL C YCTAHOBNEHHbIMU KPUTEPUAMM NPUEMNIEMO-
CTU NO AO0KYMEHTMPOBAaHHbIM npoueaypam. NMpoToKoNbl CpaBHEHUS AOMKHbI XpaHnTbes (cM. 4.1.2), Tak Xe Kak u
BbINOJ/THEHHbIE KOPPEKLMN U NPeaNpUHATbLIE KOPPEKTUPYOLWNE AeACTBUS B C/lyYae, ec/iM YCTaHOBEHHbIE KpuTe-
pvn NPUEMNEMOCTN He JOCTUTHYTHI.

12.5 OueHKa N3MeHeHUm

12.5.1 Nlio6oe nameHeHne B obnyyatene, KOTOPOe MOXET MOBMUATbL Ha 403y WM ee pacnpeaesieHne, 40aX-
HO cTaTb NPeAMEeTOM OLeHKU. Ecnn oueHka BbISIBUT Takoe BINSIHWE, TO HEOOX0AUMO BbIMO/IHUTD YACTUYHO WK
NO/IHOCTbIO BCe BMAbl aTtTectauuMy 060pyAO0BaHUA — yCTAHOBJ/IEHHOTO, AENCTBYIOLLETO U 3KCNNyaTUPYEMOTo
(cm. 9.1,9.2 nnm 9.3). Pe3ynbTaT OLEHKN, BKAKOYAss 060CHOBaHUE MPUHATLIX PEeLleHniA, AO0/KEH OKYMEHTUPO-
BaTbCA B COOTBETCTBUMN C 4.1.2.

12.5.2 i3ameHeHne B NpoAayKLmMK, ee ynakoBke uim cnocobe ee npefoctaBneHnsa Ansa ctepunmsaumnm Heob-
XOAUMO OLEHUTL C TOYKM 3PEHUA UX COOTBETCTBMUSA MpoLeccy ctepunmsannmn. Ha ocHoBaHUM CYLWHOCTU U3MeEHe-
HWIA HEO6X04MMO ONpPeAenUTb Te YacTu ONUcaHns NpoLecca uin aTTectauumn aKkcnayaTupyemoro o6opyaoBaHus,
KOTOpble HE06X0AMMO BbIMOHUTL. Pe3ynbTaTt oueHkKn, BKItoYass 060CHOBaHME NPUHATLIX PELLEHWI, [O/MKEH A0KY-
MeHTupoBaTtbcs (cm. 4.1.2).
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MpunoxeHve A
(pekomeHayemoe)

PykoBogcTeo

MpunmevaHnsa

1 MNpvBefeHHOE B HACTOALLEM MPWIOKEHUN PYKOBOACTBO HE ABMSETCH TEXHO/IOTMYECKON KapToli No OLeHke CooT-
BETCTBMA HaCTOALLEeMy CTaHAapTy. PykoBOACTBO MpefHa3Ha4yeHo 4719 NMOMOLUM B JOCTWKEHUN e4UHO06Pa3HOro noHVMa-
HUS 1 NPYMEHEHWST HACTOALLEro cTaHJapTa nyTem MpefocTaBneHns NOSACHEHW U NPUEMIEMbIX METOAOB LOCTWKEHUS
COOTBETCTBMSA YCTAHOB/IEHHbIM TpPeb6oBaHWAM. MOryT NPUMEHATLCA U ApYyrue MeTOopbl, OTAMYHbIE OT NPUBEAEHHbIX B
HaCTOSALLEM PYKOBOACTBE, OAHAKO MX 3W(PEKTUBHOCTb B AOCTWXKEHWM COOTBETCTBMSA HACTOALEMY CTaHAAPTy A0/KHA
6bITb NOATBEPXAEHA.

2 Ansa obneryeHns YTeHns CCbINIOK HyMepauys B HACTOSILLLEM MPWIOKEHWN COOTBETCTBYET HyMepaLun B HOpMaTUB-
HOlA yacTu cTaHgapTa.

A.1 O6nacTb NpUMeEHeHNs

A. 11 PykoBOACTBO OTCYTCTBYET

A. 1.2 PyKoBOACTBO OTCYTCTBYET

A.1.2.1 PykoBOACTBO OTCYTCTBYET

A.1.2.2 Ansa pa3paboTkv, Bamaauum 1 TEKYLLEro KOHTPOAS npouecca CTepuinsaunm MeauLUHCKUX W3aenui
Heob6xoanMOo 3(hEKTVBHOE NMPUMEHEHUE ONPefeNeHHbIX U AOKYMEHTUPOBaHHbIX npoueayp. Takve npouenypbl 00bIMHO
CUMTalTCA 3/IEMEHTaMM CMCTEMbI YNpaB/ieHNs KayecTBOM. HacToswmin cTaH4apT NepeyncnseT U yTOYHSEeT Takme ane-
MEHTbI CUCTEMbI YNPaB/IEHNS KayeCTBOM, CyLLeCTBEHHble A1 3IPEKTUBHOINO KOHTPONS cTepwuausauum, dyepes 06s3a-
TeNbHble CCbINKM Ha cTaHAapT ISO 13485 cuctembl ynpaB/ieHUss KavyecTBOM A1 MEeAUUMHCKMX u3genuwin. Hactoswwmii
cTaHzapT He TpebyeT H1 MOSIHOro NMPUMEHEHNS CUCTEMbI YrpaB/ieHnss kayecTBoM No 1ISO 13485, H1 OLEHKU 3TUX YCTaHOB-
JNIEHHbIX 3/IEMEHTOB CUCTEMbI YMNpaB/ieHMss KauecTBOM TpeTbeil CTOPOHON. ObpallaeTcs BHYMaHWE Ha CyLeCcTBOBaHue
HaLMOHANbHbBIX U PErMOHasIbHbIX HOPMATUBHbLIX TpebOBaHU K CUCTEMaM YNpaB/eHWs KayecTBOM Npu MpPov3BOACTBE
MeAULMHCKUX M3OENNA 1 K OLLEHKE TakMX CUCTEM TPETbel CTOPOHON.

A.1.2.3 Vcnonb3oBatb 6MOMOrMYeckne WHAMKATOPbI A8 Ba/vjauun U KOHTPONS npouecca pajuaLyoHHON cTe-
pynM3aLmMn He pPeKoOMeHAYEeTCs, MOCKOJbKY B3avMOCBA3b MeXAy MUKPOOWMLUMAHOW aKTUBHOCTbIO W [0301 06/1y4YeHus
XOpPOLLO ornpeferneHa.

A.1.2.4 PykOBOACTBO OTCYTCTBYET

A.1.2.5 PykoBOACTBO OTCYTCTBYET

A.2 HopmaTtuBHbIe CCbI/TKM

TpeboBaHusi, NpPMBELEHHbIE B HOPMATUBHbLIX CCbI/IKaX, ABATCA TPe60BaHMAMM HACTOSALLEro cTaHjapTa TO/IbKO
B TOI CTEMEHW, YTO OHW LIMTUPYIOTCS B 0653aTENbHON YacT 3TOr0 AOKYMEHTA; LMTMPOBaTLCA MOXET LeNblid cTaHaapT um
OTAeNbHble pa3gensl.

A.3 Onpepgenexvsa

PykoBoACTBO OTCyTCTBYET

A.4 OnemMeHTbl CUCTEMbI YNpaB/ieHNa Ka4eCTBOM

MpnmeyaHne —Cm. A.1.22.

A4.1 JokymeHTauma

TpeboBaHWA K KOHTPO/IIO AOKYMEHTOB W MPOTOKO/IOB YCTAHOB/EHbI B MyHKTax 4.2.3 n 4.2.4 1SO 13485 cooTBeT-
CTBEHHO.

B ISO 13485 TpeboBaHus K JOKYMEHTaLUM KacatoTcs pa3paboTku 1 KOHTPO/S AOKYMEHTauun (B TOM YKC/E TEXHU-
yeckux TpeboBaHuii 1 Npoueayp) 1 NPOTOKO/OB.

A.4.2 OTBETCTBEHHOCTb YNnpaB/ieHns

TpeboBaHUA K OTBETCTBEHHOCTU U PYKOBOACTBY YCTaHOB/EHbl B nogpasgesne 5.5 ISO 13485, a TpeboBaHuS K
coTpygHvkam B nogpasgene 6.2 1ISO 13485.

Tpe6oBaHWsA K OTBETCTBEHHOCTM YMPaB/IEHUS OMUCLIBAKOT HadeneHWe MOIHOMOYMAMY  YNpaB/eHus, 3alumTy
noTpeéutens, nO/UTUKY KayecTBa, MNIaHMPOBaHWE, OTBETCTBEHHOCTb, MOSIHOMOYMA U CBA3b, a Takke nepecmotp
ynpasneHus.

B paspaboTky, BaMgaumio 1 TEKYLMA KOHTPO/Ib Mpouecca CTepuiusaumMn MoryT 6biTb BOB/IEYEHbI HECKObKO
OTAEeNbHbIX YYaCTHUKOB, KaKAbIi M3 KOTOPbIX HeceT OTBETCTBEHHOCTb 3a OnpejesieHHble 3feMeHTbl. Hactoawwii
cTaHgapT TpebyeT, 4TOObl Y4YaCTHUK, MPUHUMAIOLLMIA YacTUYHY0 OTBETCTBEHHOCTb, Obln onpefeneH, a ctepa ero
OTBETCTBEHHOCTN Obl1a [JOKYMEHTMpPOBaHa. Takoe onpegesieHne MNOSIHOMOUUA U OTBETCTBEHHOCTM [OKYMEHTMpYeTCs
B CYCTEMAX YNPaB/fIEHNs KAYECTBOM YKa3aHHbIX yHacTHUKOB. OT yyacTHMKa, NMPUHMMAIOLLLEro OTBETCTBEHHOCTD 3a onpeje-
NEHHbIE 3/1EMEHTLI, TPEOYeTCA NOPYUNTb 3TV 3N1EMEHTbI KOMMNETEHTHOMY NEPCoHasTy, Ybsi KOMNETEHTHOCTL MOATBEPXAE-
Ha COOTBETCTBYHOLWMM 06yyeHnem u ksanmdmkauyei.

B pagunaunoHHoi cTepunmn3aumm MoryT ObiTb ABa OCHOBHbIX BOB/IEYEHHbIX YYACTHUKA: NMEePBUYHBI NPON3BOAUTE b
n onepatop o6nyyatens. OnepaTtopoM o06/yyaTenss MOXET ObiTb CNeunasIM3MpoBaHHbIA KOHTPareHT, npefocTaBsio-
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LKA yCnyri no cTepunnsaumm, AMbo Yactb MpMbl MEPBUYHOTO MPOM3BOAMTENS. B 3TMX cnyyasix NepBUYHBIA Mpou3-
BOAWTENb W onepaTop 06/lyyaTesii UMEKT COOCTBEHHbIE CUCTEMbI YMpaB/IEHUS KAYecTBOM, a MOSIHOMOYMSI U OTBET-
CTBEHHOCTb OMNpeAeneHbl B KOHTPaKTE WM TEXHUYECKOM COrfaleHun. Hmke npvBefeHbl HEKOTOPbIE [/1aBHblE BUbI
OTBETCTBEHHOCTMW, KOTOPbIE MOFYT ObITb Ha/IOXEHbI HA NMEPBUYHOTO MPOM3BOAUTENS W onepaTopa obnyyarens:

a) [lns nepBMYHOro NPOW3BOAMTENS:

- onpegeneHvie cTepunusyloweii fo3bl;

- paspaboTka CeMencTB npoayKuuu;

- onpepesieHne MakCMMasibHO AOMyCTUMON A03bl;

- aTTecTtauusa 3KcnayaTMpyeMoro o60opyaoBaHus;

- ynpaB/ieHne MPOW3BOACTBEHHbLIMY MpoLeccaMu, BKIKUas COOTBETCTBME MPOAYKUUM, NpefocTaB/iseMoi onepa-
TOopy 06/1yyaTensi, TEXHUYECKUM TpeboBaHWAM, HanpuMep, Mo NJIOTHOCTU MPOAYKUMM, €e OpUEeHTauuu, pasmepam;

- MpoBepKa TEXHUYECKUX TPebGoBaHWiA, NpefoCTaB/IEHHbIX onepaTopy obnydarens;

- KOHTPOJ1b 3a USMEHEHNAMW B NPOAYKUUN U UX BKAKOYEHME B OTYET O NapamMeTpax nNpoaykunn, Kotopble B/ANAKOT Ha
KaTeropun obpaboTku;

- KOHTPO/Ib MPOAYKUMU C MapKUpoBKoli «CTepuibHO» nepes NpoBeAEeHVWEM CTepuav3auuu;

- BbIMYCK NPOAYKUMM.

b) Ana onepartopa obny4yarens:

- aTTecTauus yCTaHOB/IEHHOTO 060pyA0BaHNs;

- aTTecTaumsl paboTarollero 060pyaoBaHus;

- KOHTPO/b mpouecca 06yyeHns;

- KOHTPONb M3MEHeHUI B 0bnyyarene;

- cepTucbmkaumsa fo3bl 061yYeHus;

- paspaboTka Kateropuii 06paboTKu.

A.4.3 Peanusauusa npoaykumu

MpumeyaHune — B ISO 13485 TpeboBaHWs K peannsaumn NpPOAYyKLMM paccMaTpyBaloTCs NPUMEHUTENBHO KO
BCEMY XW3HEHHOMY LMKy MPOAYKUMW, BKIKOYAs onpegerneHne Tpe6oBaHWil NoTpebuTens, KOHCTpyupoBaHue 1 paspa-
60TKy, MOKYMKY, KOHTPO/b NPOAYKLMWN, KasIMOPOBKY CPEACTB M3MepeHus.

A.4.3.1 TpeboBaHusa K NOKynKe npvBedeHbl B nogpasaene 7.4 1ISO 13485. B yacTHOCTH, HEO6X0AMMO OTMETUTb, YTO
TpeboBaHusa B nyHkTe 7.4.3 ISO 13485 k npoBepke NPMOBGPETEHHOW NPOoAYKUMM MPUMEHWMbI KO BCEl MPOAYKUUN W
ycyram, noslydeHHbIM OT CTOPOHHWUX OpraHu3aLinid.

A.4.3.2 TpeboBaHusl K MAEHTMMKaLMM 1 MCTOPUM NPOM3BOACTBA NPOAYKUMN NpuBeAeHbl B NyHKTe 7.5.3 ISO 13485.

A.4.3.3 TpeboBaHus K KasIMGpOBKE CPEACTB M3MEPEHUs NpuBedeHbl B nogpasgene 7.6 I1ISO 13485.

A.4.3.4 PykoBOACTBO MO BOMpocam AO03UMETPUM B PafvaLyoHHON cTepwimn3auum npusefeHo B 1SO 11137-3.

A.4.4 I3mepeHune, aHa/IM3 1 McnpaB/ieHne. YnpaB/ieHe HECOOTBETCTBYHOLLEN MpoayKuvei

Mpoueaypbl ynpaBieHnss HECOOTBETCTBYIOLLEN NpoAyKUMed 1 KOppekTupyroLwye AeCTBUS NpuBELEHbl B MyHKTaxX
8.3 1 8.5.2 ISO 13485 coOTBETCTBEHHO.

B ISO 13485 TpeboBaHWs K U3MEPEHUID, aHaIN3Y M UCTIPABAEHUI0 PacCMaTpMBalOTCA MPUMEHMTENBHO K TEeKyLLle-
My KOHTPOJIO NpoLiecca, YnpasfeHU0 HEeCOOTBETCTBYHOLLEN NPOAyKUMeN, aHanusy AaHHbIX W 1cnpasBieHnto (BkIvas
KoppekTupylowme 1 npeaynpeantesbHble AeicTBus).

A.5 CocTaBrieHne TeXHU4YeCcKux TpeboBaHni Ha CTEPUN3YIOLWNIA areHT

A.5.1 CTepunmsyoLmiin areHT

OueHKa BO3MOXHOCTU 3/1EKTPOHOB WM PEHTTEHOBCKMX JlyYeil C YPOBHEM 3HEpPrum Bbille YKa3aHHOro 06pasoBbi-
BaTb B 06/1y4E€HHOWN MPOAYKUMW [pafnoaKTVBHbIE] PagnoHYKInAbl AO/MKHA ObiTb OCHOBaHa Ha UMeoLLelics nutepatype,
U3MEPEHNN HaBEAEHHON PafMoaKTUBHOCTU WWAN MOAENMPOBAHUM HaBEAEHHOW pPafVnOaKTVBHOCTU.

MpMep OUEHKM C UCMONb30BAHNEM KaK 3KCMEPUMEHTaIbHOro, Tak U TeOpeTUyeckoro nogxoga cMm. [21]. B paH-
Holi paboTe NpuBEAEHbI M3MEPEHHbIE 1 pacHeTHbIe BEMYMHbI HABEAEHHON pPafMoakTUBHOCTY BO MHOTMX MaTtepuanax,
UCMOMb3YEMbIX B MEAULMHCKUX U3OENUAX U 00/lyYEHHbIX PEHTTEHOBCKUMU JlydaMu, reHepupoBaHHbIMU 3NEKTPOHHBIM
My4YKOM C SHeprueit anekTpoHoB 7,5 MaB, ¢ gozamu 06nyyeHns go 50 kp. Takumy mMaTepuanaMmm SBAATCS:

a) marepvasbl C KpaiiHe Masioii CMOCOBGHOCTbIO CTAaHOBUTLCA PafMOaKTUBHLIMK [(HEMETaUI/IMYeckne) Matepuasbl
Ha OCHOBE YIN1eBOA0OPOLOB, HaNpUMep, MONU3TUIEH W NOMCTUPON];

b) Matepuasnbl C 3aMeTHbIM, XOTS U MasibiM, BO3MOXHbIM YPOBHEM HaBEAEHHON paavoakTMBHOCTM (Hanpuwmep,
HepxaBetollas cTanb U 6pPOH3a);

C) mMarepvasibl CO CPaBHUTE/IbHO BbICOKUM BO3MOXHbIM YPOBHEM HaBeAEHHON pafmoakTUBHOCTM, Tpebytoline
[eTa/IbHOWN OUeHKW (Hanpumep, TaHTau).

Martepuasibl, He uccrefoBaHHble B yKa3aHHON paboTe [peropa, MOryT noTpeboBaTth AETa/IbHOTO M3YYeHUs HaBe-
[JEHHON pagnoaKkTVBHOCTU (Hanpumep, cepebpo u 30/10T0).

A.5.2 Mwukpob6oungHas aoheKTMBHOCTb

PykoBOACTBO OTCYTCTBYET.

A.5.3 BnusHue maTepuasioB

PykoBOACTBO OTCYTCTBYET.
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A.5.4 Bonpocbl 0XpaHbl OKpy><atoLLier cpebl

MPUHUWNbI CUCTEMbI YMPaB/IEHUS OXPAHON OKpYXaroLlein cpefbl MOXHO NPUMEHATb U K Npoueccy pagvauyoHHON
cTepunmsaumn. TexHnyeckre TpeboBaHUs K cUCTEME YNpaB/ieHnss OXPaHoi oKpyxatoLeli cpeapl npuBeseHsl B 1ISO 14001.
PykoBoAcTBO No pa3paboTke OLEHKN XU3HEHHOro uukna usgenvsa npusefeHo B ISO 14040. OueHka Ao/mxHa OblTb
BbINOJIHEHA C YYETOM BCEX B3PbIBOOMACHbIX M FOPHOUMX CBOWCTB 06/1yYaeMbIX MaTepuasios.

A.6 CocTaBrieHne TeEXHUYECKUX TpeboBaHWi Ha NpoLecc 1 06opyaoBaHme

MpumeuyaHune — Llenblo HacTosILLEro pasgena sBsieTcsa onpefesieHne NPUMEHSIEMOro B NpoLiecce cTepuun-
3aumm 06opyaoBaHMsa 1 ero paboTsbl.

A.6.1 PyKoBOACTBO OTCYTCTBYET.
A.6.2 PyKoBOACTBO OTCYTCTBYET.
A.7 OnpeneneHvie Nnpoaykumn

MpumMeuyaHune — Lenblo HacTosILLEro pasfena sBAseTcs onpefesieHne cTepunusyemMoli Npoaykummn n ee
MMKPOBMONOrMYECKMX CBOMCTB A0 CTepunsaluun.

A.7.1 PykoBOACTBO OTCYTCTBYET.

A.7.2 PyKOBOACTBO OTCYTCTBYET.

A.7.3 Lenbio ABASeTCS AeMOHCTpaums TOro, YTO YPOBEHb GMOHArpy3kM HU30K U CTabWIEH, C YYeTOM CBOWCTB
CbIpbsl, YNaKOBK/ MPOAYKUMM W NPeAcTepun3auoHHbIX npouedyp. Kak npaswio, 3To gocTuraeTcs NpYMEHEHVWEM CHC-
TeMbl ynpassieHns kayectBoM no ISO 13485 Ha NpoTsKeHWU BCEro uykna npov3BOACTBA MEAMLIMHCKOrO U3AENuA.

A.7.4 Cwm. ISO 11137-2, pa3gen 4.

A.7.5 B pagvauyoHHOl CTepuM3aummn KpuTepun OLEeHKU NpoayKumu, 415 ee BKIIOYEHUs B KaTeropum obpaboTku,
VMEIOT CBOM OCOBEHHOCTU M He Bcerga NPUMMEHUMbI B APYrMX MeToAax cTepununsaummn (Hanpvumep, OKCUAOM aTueHa um
B/IQXHbIM TEM/IOM).

FaMma- 1 peHTreHoBCKMe obyyatenn Ans Tekyweli 06paboTkm NpoayKumM 06bIYHO npeanonararT Hasmyve 60/b-
LLIOrO KOJIMYECTBA KOHTeWHepoB A1 06/yveHns. BavsHve npoayKuun, Haxogswelics B COCeHNX KOHTelHepax, Ha o3y
onpegensieTca BO Bpemsi TonorpadmpoBaHus 403bl Mpy aTTectaumy geiicTeylowero o6opyaoBaHis U npegocTasniseT
nHhopmaumio 0 BUZaxX NPOAyKUMM, KOTOpble MOXHO obpabaTtbiBaTb O4HOBPeMeHHO. O6bIYHO MHOpMaLus, NOyYeH-
Hasl BO BpeMs TonorpampoBaHns [03bl, MPUMEHAETCHA TakkKe A8 OLEHKN NPOAYKUMN C Lenblo ee BKIOYEHNS B KaTero-
pvito 06paboTki MpU MIaHMPOBaHMN 06pPabOTKM  NPOAYKLMU OnepaTopoM obnaydarens.

[na ramMmma- 1 peHTreHoBCKMX obsyyarteneli ABYMS [/TaBHbIMW KPUTEPUSMU MPW OLIEHKe NPOAYKUMM /15 ee BKoYe-
HUA B KaTeropuio 06paboTkun ABAAIOTCA AOMYCTUMOCTb OAMHAKOBOM [03bl (CTEpUAM3YIOLWEl [03bl U MaKCUMasIbHO A0My-
CTUMOI [03bl) Y XapakTEPUCTMKM NOIOWEHUS 03bl (Hanpumep, NAOTHOCTb U cXema 3arpy3ku). B obuem cnyyae, npo-
OyKUMSt BKIKOYAETCS B KaTeropvio 06paboTtku, ecnyi BO3MOXHa ee 06paboTka Mpu OfHOM M TOI e yCTaHOBKe TaviMepa,
W NPV 3TOM HEe HapyLlaloTCA YCTAaHOBJ/IEHHbIE Npefesibl [03bl BHYTPU Kateropum obpaboTkn. Heobxoammo nposecTut
TonorpachmpoBaHme [03bl 415 1060 NpoayKumW, npeanonaraeMoli K BKIOYEHWIO B KaTeropuio 06paboTkn, ecnim Takoe
TonorpadmpoBaHme He NMPOBOAWIOCL MPK aTTecTauum AeiCTBYIOWEro 060pyoBaHus.

[nA anekTpoHHO-/y4YeBbIX 06nyyaTeneil BoO BpeMs aTTecTauum sKchayaTnpyeMoro o60pyAoBaHust BbINOSHAETCA
60nblue nuccnegoBaHuii Mo TonorpadpoBaHnio A03bl 415 UHAWBUAYa/bHBIX BUAOB NPOAYKLMW, YEM 151 PEHTTEHOBCKMX
nnM ramma-obnyvarenein. OgHako, AN yMEHbLUEHMS Heo6XxoauMMoro obbema TonorpadMpoBaHns A03bl NPOAYKUMIO
MOXHO CrpynnupoBath B kareropum ob6paboTkv. pynnupoBaHve MPOAYKUMW B KATeropum BO3MOXHO TOJSIbKO B TOM Cy-
yae, ec/iM NPoayKUWs, ee ynakoBka M CXxema 3arpysku B KOHTeliHepbl A1 06/1y4eHnst NO3BOMSAIT 06pabarbiBaTb NPOAYK-
LMI0 MpY O4MHAKOBbLIX NapameTpax npouecca, 6e3 npesbllleHVs NpefesoB A03bl, YCTAHOB/IEHHbIX A1 OnpefesieHHO
kateropuv 06paboTkn. HeobXoAMMO yunTbIBaTb KOMMYECTBO, pacnpefesieHne 1 OpveHTaumio NpoAyKUMn B KOHTelHepe
AN 06nyyeHns, a Takke ee NAOTHOCTb U pacnpegenieHne Macchbl.

V3MeHeHVe nepeMeHHbIX napameTpoB, CBA3AHHbIX C NPOAYKUMEN U BAUAIOWMX HA [03Y, MOSyYEHHYHO NPOAYKUMEN,
N Ha TEXHNYECKME XapakKTEPUCTUKN MpoLecca, MOXET M3MEHUTb OCHOBAHWE A1 BK/IOYEHUS MPOLAYKUMW B TY WK UHYHO
KaTteroputo 06paboTkm; ecnm 3To cnyyaeTcs, He06x0AMMO YCTaHOBUTL HOBYIO KaTeroputo 06paboTtkun. Mpumepamy Takux
nepemMeHHbIX NapameTpoB, CBA3aHHbLIX C NPOAYKUMEN, MOrYT CNyXUTb:

a) pasmepbl KOpoobKM;

b) BEC KOPOOKM C NpoAayKuueil;

C) OpveHTaums NpoayKuunm B KOPOOKe;

d) KOMYecTBO efuHUL, NPOAYKLMN B KOPOOKE;

e) cTepunusyroLwas [03a;

f) makcumanbHO gonycTumas gosa.

A.7.6 Tlepvogunyeckas akcnepTusa kateropuii 06paboTkm 06bIYHO MPOBOAWTCA E€XEro4Ho.

A.8 OnpegeneHune npotecca

MpumeuyaHune — Lienbio onpegeneHns npolecca siBASeTcs yCTaHOB/IeHMe MakCUMaslbHO A0MYCTUMON [03bl
N CTEPUNM3YIOLLEN [03bl NMpoLecca CTepUIN3aLmmn, HeoGX0AMMOro ANs onpeaeeHHoli npoaykumn (cMm. pasgen 7).

18



FOCT ISO 11137-1—2011

A.8.1 OnpepeneHne MakCUMasibHO AOMYCTUMOI A03bl

A.8.1.1 ObecneyeHre kayectBa, 6€30NacHOCTM 1 PaboTOCNOCOGHOCTN NPOAYKUMM HA NPOTSHKEHUWM onpeaesieHHo-
ro Cpoka CryX06bl AO/HKHO HauMHATLCS C Bblbopa nogxoasawmx MatepuanosB (cMm. [16]). O6bluHO, Npy pa3paboTke npo-
rpammbl UCNbITaHU HEOOXOAUMO OLEHWTb Cnefylolie nepemeHHble gakTopsbl:

- Cblpbe;

- NMPOU3BOACTBEHHbIE MPOLECCHI;

- [o3a pagvaunu;

- TMN paguaunu;

- YC/I0BUS XpaHEeHMs nocsie 06yveHus.

Mporpamma fo/mkHa BK/IYATb OLEHKY OYHKLMOHaNBHOCTU 1 6e30nacHOCTM, B TOM 4ucse 6uonornyeckoii 6e3o-
nacHoctu (cMm. [3]), ¢ NpMMeHeHMeM COOTBETCTBYHOLIMX WCMbITAHU CO CNeLUabHbIMW KPUTEPUSIMA NPUEMKMN.

[o3a, onpegeneHHas B pesysbTarte NporpaMmMbl WUCMbITAHWA, MCMNOMb3yeTca A1S OnpefenieHnst MakCcumasibHO
BO3MOXHOW [03bl AN1S1 NPOAYKLMN.

CnepyrwowyM HEO6X0AMMbIM LIAroM NporpaMMbl UCMbITaHWUI SBNSIETCA MOJTyYeHe AOCTAaTOYHOIO MOATBEPXAEHMS
TOro, YTO NPOAYKUMA ByaeT OTBeYaTb KPUTEPUSM MPUEMKU Ha MPOTSKEHWM ONpefesieHHOro cpoka ee cnyxo6bl. OanH
MEeToA, pa3paboTaHHbli C LUesiblo 60s1iee 6bICTPOro MosyvyeHust 3TOM MHAopMaumy, Yem npu onbiTe 3Kchayatauun B
peaslbHOM BPEMEHU, 3aK/OYAETCA B NPMMEHEHUM MPOrpamMmbl YCKOPEHHOTO cTtapeHus. HebnaronpusTHble addekTsl B
NpoAyKuMn Nof BO3LENCTBMEM pagmauyv pasBmBatoTCA GbICTPee Mpu MOBbILEHHbLIX TEMNepaTypax, U umeroTcs paboTbl,
CBA3blBAOLME N3MEHEHUA MPU MOBLILWEHHbIX TemMnepaTypax ¢ U3MEHeHUAMM, BO3HUKAOWUMN B peasibHOM BpeMeHU
(cm. [16]). Tem He MeHee, YCKOPEHHOE CTapeHVe He SIB/ISIETCS 3aMEHOI CTapeHuio B peaslbHOM BPEMEHW.

JononHutensHoe pykoBOACTBO MO AO3UMETPUN MOXHO nonyunts B 1SO 11137-3, pasgen 6.

A.8.1.2 PykoBOACTBO MO A03MMETPUYECKUM BOMpOCaM pajvauMoHHOi cTepunm3auun npusegeHo B 1SO 11137-3.

A.8.2 OnpepgeneHve cTepuansyoen 4o3bl

A8.2.1 Cm. ISO 11137-2.

A.8.2.2 Uto kacaeTcs 8.2.2 nepeuncneHue a), Ans onpegesieHns CTepunnsyowen Ao3bl B COOTBETCTBUN C 3TUM
NoAXOLOM MOXHO NPUMEHWUTbL CriefytoLlee:

1) ana onpepeneHus cTepunusyoweid 4o3bl NPOAYKUUM CO CpefHVMM 3HavyeHvem OuoHarpyskm He meHee 0,1
MOXHO MCMOMb30BaTb 3HAHWE KO/IMYecTBa M YCTOMYMBOCTA  MMKPOOPTraHU3MOB,  COCTaBAAKOWUX  GUOHarpysky
(cm. ISO 11137-2, pasgen 7);

2) pna onpegeneHvs CTepuansytowen Ao3bl NPoAyKuMM C M6biM CPeAHMM 3Ha4YeHMEeM OMOHArpy3km MOXHO
MCNOMb30BaTh 3HAHUE YCTOMUYMBOCTM MMUKPOOPraHn3MOB, COCTaB/ISOWMX 6uoHarpysky (cm. 1ISO 11137-2, pasgen 8).

Uto kacaetcs 8.2.2 nepeuncneHve b), 7o B pasgene 9 1ISO 11137-2 npvBedeHbl COOTBETCTBYHOLME MeToabl 060-
CHOBaHVA [o3bl 25 KIp 418 NPoAyKumMM €O cpegHein buoHarpysko He 6onee 1000 wnm gosbl 15 KIp Ans npoaykuum co
cpefHeli 6ruoHarpy3koil He 6onee 1,5.

A.8.2.3 PyKkoBOACTBO OTCYTCTBYET.

A.8.3 YcTaHOB/1eHVEe MakCUMasibHO AOMYCTUMOWN 03bl U CTEPUIN3YIOLLEN A03bl

PykoBoACTBO OTCYTCTBYET.

A.8.4 MNepeHoC 3Ha4YeHU MakCUMasibHO A0MYCTUMOI, MPOBEPOYHOI 1 CTEPUIN3YIOLLIEN A03bl C OOHOIO NCTOY-
HVKa 06/1y4eHNS Ha ApYro

A.8.4.1 MepeHOC 3HaUYeHWI MaKCMMa/IbHO A0MYCTUMOW A03bl

OueHka 060CHOBAHHOCTW MaKCUMaslbHOW A0MYCTUMON A03bl A1 MHOTO UCTOYHMKA W3/yYEHWS, YEM TOT, Ha KOTO-
poM OHa 6blia onpefesieHa nepBoHavYasibHO, AO/KHA MPUHMMAaTb BO BHMMaHWe MOLLHOCTb [03bl U3/y4eHus 1 Temne-
paTypy NpoAykuuu BO Bpems 061yyveHuns. Hanpyumep, Yyem Bbille MOLLHOCTb A03bl U3/TyYEeHUsl, TEM MEHbLUE HexenaTesb-
HOe BO3[eiCTBMe Ha npoaykuumio. Mpodykums, aTTecToBaHHas Mpu HWU3KOM MOLLHOCTY A03bl (ramma- UM peHTreHOBCKoe
n3slydeHne) obbl4HO TpebyeT MUHVMMasIbHOW aTtTecTtauuv Ans NOATBEPXKAEHWS COBMECTUMOCTU martepuasia npu 6onee
BbICOKO MOLLHOCTM [103bl (3/1EKTPOHHLIA My40oK). 1 HA06OPOT, MaTepuan, aTTeCTOBaHHbIA MpY BbICOKON MOLLHOCTU A03bl
n3nyyeHusi, MoXeT noTpeboBaTb 6o/iee 0O6CTOSATENbHON aTTecTaun NPy NPUMEHEHUN HU3KOW MOLLHOCTM A03bl.

Ecnv mMOLWHOCT [03bl U3NYyYEHUS U TeMnepaTypbl NPOAYKLUMA B UCTOUYHUKAX U3NYYEHUS OAUHAKOBbIX TUMOB 3KBU-
Ba/IEHTHbI, TO NMEPEHOC 3HAYEHUI MaKCMMasIbHOW AOMYCTUMON [03bl MEXAY HUMMW SBNSETCA YMECTHbIM.

A.8.4.2 MepeHOC 3HaUYeHMI NPOBEPOYHON UMK CTEPUIN3YIOLLEN A03bl

A.8.4.2.1 CNnoxHbIM BONPOCOM SABMISIETCA NEPEHOC MeXAy MCTOUYHUKAMU U3TyYeHUss pasHbiX TUMOB C CU/IbHO pas-
NNYAOLWLMMUCA MOLLHOCTAMU [103bl U3/yYeHUs, pe3ynbTaTtoM Yero MOXET cTaTb HeOoAMHakoBas MuUKpobuuuaHas agdek-
TUBHOCTb. YTOGLI MepeHoc 6bl1 060CHOBaH, HEOOXOAUMBIM YC/TIOBUEM SB/SETCH A0Ka3aTeNbCTBO TOrO, YTO U3MEHEHUE
MOLLHOCTN [03bl U3/TyYEHNUS He B/IMSIET Ha MUKPOOBULIMAHYIO 3(DEKTUBHOCTD.

A.8.4.2.2 SKCNepPUMEHTa/TbHBIN OMbIT NOKa3bIBAET, YTO €CnM 06/yYeHe NPOBOAUTCS B «CYXMX» YCIOBUSIX, MUKPO-
6rumaHas apheKTMBHOCTb HE 3aBUCUT OT paboyuux napamMeTpoB UCTOYHMKOB, MO3TOMY MEPEHOC BO3MOXEH.

Uto kacaetca nyHkTa 8.4.2.2 nepeyncrnieHne b), To Npy nepeHoce Mexay WMCTOYHMKaMU pasHbIX TUMOB passimuve
B MOLUHOCTM [i03bl M3/ly4eHuss umeeT 60/blIoe 3HAYEHWE — MOLLHOCTb [03bl MOXET U3MEHUTb MUKPOOULMAHYIO
30heKTMBHOCTb. Takoe CpaBHEHWE MOLLHOCTE [03bl U3/lyYeHUs] C LeNbio NnokasaTb, YTO MEepeHoC He BANSET Ha
MUKPOOGULMAHYI0 3(PhEKTUBHOCTL, A0/MKHO ObiTb [AOMOSIHEHO NPOBEAEHNEM YCMELUHOTO 3KCMEepYMEHTa C NPOBEPOY-
Hoi go3oi (cMm. 1ISO 11137-2) Ha UCTOYHMKE W3MYyYeHUsl, A4S KOTOPOro paccMaTpuBaeTcsl nepeHoc.
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A.8.4.2.3 Ytobbl nepeHoc 6bL1 060CHOBaAH, HEOBXOAMMbIM YC/IOBUEM SB/ISIETCA [0Ka3aTes/IbCTBO TOro, YTO U3Me-
HEeHMe MOLLHOCTM [03bl W3/TyYEHUA He BUAET HA MUKPOBULMAHYIO 3ddeKTUBHOCTb. VIMEeLWMiACA aKCnepumeHTaslb-
HbIli OMbIT MOKA3bIBAET, YTO €C/IN 06/1yYeHMe NPOBOAUTCS B MPUCYTCTBUM XMAKOW BOAbl, HA MUKPOGUMLMAHYI0 30 dEKTMB-
HOCTb MOrYT BAVATb paboyne XapakTepuUCTUKM WCTOYHWKOB W3/lyYeHUsl, MO3STOMY BO3MOXHbI OrpaHW4yeHuss Ha
nepeHoc. YkasaHHOe [oKa3aTe/lbCTBO HEOOGXOAMMO AOMOJSHUTL MPOBEAEHVEM YCMELLUHOro 3KCNepuMeHTa C NpoBeEPOY-
HOW [,030/ Ha UCTOYHMKE M3My4YeHUs, OJ1s KOTOPOro paccmatpuBaeTcsi nepeHoc (cm. 1SO 11137-2).

A.9 Basmpaums

MpumevaHnsa

1 MNpUMeHNTENbHO K HacToseMy CTaHaapTy, Bavgauns BKIYaeT B CebA He MeHee TpeX OCHOBHbIX
3/IEMEHTOB — aTTecTayuy yCTaHOB/IEHHOIO, AECTBYIOWErO M 3KCM/TyaTMpyemMmoro 060opyLoBaHus.

2 B cnyyae, ecnm yctaHoBka 060pyj0BaHUS WK BBEAEHWE HOBbLIX eMHUL, 060pyA0BaHNA ABMAIOTCA CYLLECTBEH-
HbIMW, CHavasia onpeaensoT 1 AOKYMEHTUPYIOT TpeboBaHua nosb3osatens. locne onpefeneHns NOTeHUMasTbHbIX MNo-
CTaBLUMKOB 060PYA0BaHNA €70 TEXHUYECKME XapaKTEPUCTUKM U CXeMa PacrosioXeHuss orLMaIbHO aHaIM3NPYIOTCA Ha
cooTBeTcTBME TpeboBaHMSAM NO/Mb30BaTesNell U Hanume NoBbIX BbISBIEHHbIX MPOTUBOPEYMniA. ITOT MpoLecc 06bIYHO
HasbIBalOT aTtTecTaumeli npoekta (AM). HacToswwmii cTaHgapT He coaepXuUT TpebosaHuii K Arl.

A.9.1 ATTecTauusi yCTaHOB/IEHHOIO 060pyA0BaHNS

ATTecTauma yctaHoBfieHHOro obopygaosaHusa (AYO) BbINONHAETCA 4718 AEMOHCTpauUMu TOro, YTo CTepuIn3aLmnoH-
Hoe o6opyfoBaHve 1 Nobble BCnoMoratesibHble U3Lenus NocTaseHbl U YCTAHOB/EHbI B COOTBETCTBUMN C UX TEXHUYECKU-
MW TpeboBaHUAMMU.

AYO HauvHaeTcs ¢ pa3paboTkv AOKyMeHTaLuuy, onucbiBaloLwweli NpoekT u TpeboBaHna No MOHTaXy (CM. Takke A.9,
npumeyanue 2). AYO fo/hkHA OCHOBbLIBATLCA Ha MUCbMEHHbIX TpeboBaHMAX. KOHCTPYKUMA U MOHTaX [O/MKHbI ObiTh
OLIeHEHbl Ha COOTBETCTBME 3TUM TpeboBaHusAM. B gokymeHTaumio AYO [0/MKHbI ObiTb BKIHOYEHbI YEpTeXn U AeTasmpoBs-
Ka BCeX KOHCTPYKLUMOHHbIX MaTepvasioB, pasmMepoB U OMYyCKOB Ha 060pyAoBaHve, KOMMYHUKaUWii 1 31eKTPONUTaHns.

AYO pomkHa 6bITb 3aBepLUeHa A0 Havana NpoBefeHVs aTTecTauun geicTyrolero obopyaoBaHus.

PagnaunoHHbie 3aBoApl, KOTOpble paboTtann Ao ny6nukaumy 1ISO 11137, MOryT He MMETb MPOTOKO/I0B M3MEHEHUI
B 0b6slyyarene, cAenaHHbIX BO BPemMs MOHTaxa. PeTpocnekTuBHas paspaboTka Takux NpoTOKOMOB He TpebyeTcs.

A.9.2 ATTecTaums oeicTBytOLLEro 060opyaoBaHus

Mo Ao3MMeTpnyYeckMM BOMpocaMm paguauUoHHON cTepuamdaumm cm. 1ISO 11137-3.

A.9.3 ATTecTaumsa akcnyatmpyemoro o6opynoBaHus

A0 sBnsieTcs CcTagueil BanMgauun, WCNONb3yloWein onpefesneHHy0 NPoAyKUMO AN NOATBEPXAEHWUA TOro,
4yTO 0bOopyLOBaHME MOCTOAHHO paboTaeT COr/lacHO 3apaHee 3afiaHHbIM KpuTepusM, obecrieuyvBaeT 06/ydeHne Jo3amu
B YCTAHOB/IEHHOM [Juanas3oHe [03 W NO3TOMY BbiAaeT MPOAYKLMIO, OTBEYAIOLLYH YCTAHOB/IEHHbIM TPEOOBaHUAM K CTe-
pUIBHOCTW.

Mo go3vmMeTpuyeckMM Bompocam paguauUoHHON cTepuam3aumm oM. ISO 11137-3.

Uto kacaetcs 9.3.2 nepeuucneHne b), To opueHTaumsa NpoAayKLMM BHYTPW YNAKOBKW ABASETCA KPUTUYHOW Mpu
3N1EKTPOHHO-/Ty4eBOli 06paboTke. Bonee Toro, opueHTauus MOXeT ObiTb KPUTUYHOWN Takke Npu ramma- ¥ PeHTTeHOBCKOWN
06paboTke, ecnm MI0THOCTb MOXET B/MATb Ha pacnpeernieHve [o03bl (Hanpumep, KOHTEMHepbl C XWAKOCTAMW Wu
MeTa/I/IMYeckne MMNAaHTaHTbl 6efpeHHON KOCTW).

Urto kacaetcsa 9.3.2 nepeyncnieHne c), ecim cuctemMa MpUMEHsieTCs A8 dMkcauym NpoAyKUMKM B KOHTelHepe
Ana 06nyyeHns, B TEXHUYECKMe TpeboBaHWA HeoOXOAMMO BK/IHOUUTL OMMUCAHUE UCMOMb3yEMbIX MaTepuanoB v MeToga
dmkcaumn.

A.9.4 AHanus nyrteepxaeHne sanvaaumn

[JaHHasa cTtagus BkNoyaeT B cebA aHanu3 AaHHbIX BaMgaummn 1 ero JOKyMeHTMpOBaHWe C Lieflblo NOoATBEPKAEHNSA
npremnemMocTy npouecca crepunmsaumm n paspaboTkn 1 YTBEPXAEHUS TEXHUYECKUX TpebGoBaHMii npouecca.

A.10 TeKyLLUWiA KOHTPOSb 1 ynpaBsieHne

MpumeyaHue — Lienblo TeKyLEro KOHTPO/A U YNpaB/ieHns ABAETCA 4EMOHCTPAaLMA TOro, YTO Ha NPOAyKLMIo
OKasaJsl BOS,EI.EVICTBI/IG Ba]'lVI,D,VIpOBaHHbIVI n yCTaHOB]'IeHHbIVI npouecc crepunmnsaynn.

A.10.1 PykoBOACTBO OTCYTCTBYET.

A.10.2 ISO 13485 copepxunT TpeboBaHNA K COXPaHHOCTW MPOAYKLMM U 0O6PALLEHNIO C HEA.

A.10.3 Mpn pasgeneHnn npoayKLUM MOXHO MpefyCMOTPETb:

a) husuuyeckoe pasgeneHve npoaykumu;

b) NPYMEHeHVEe HaAEXHON MHBEHTAPU3ALMOHHOW KOHTPO/IbHON cuCTeMbl. YacTbio 3TOW mpoueaypbl MOXET 6biTb
UCMOJIb30BaHNE ITUKETOK W/WAN LUTaMMOB.

A. 10.4 PyKkoBOACTBO OTCYTCTBYET.

A.10.5 Ecnm npogykuus BO Bpems 06paboTkv MOXET HenpeAHaMepeHHO nepemeLlarbcs BHYTPU KOHTeliHepa ans
06/1y4eHna 1 TakuMm 06pa3om BMMATb Ha pacnpefeneHvie [o3bl, TO A1 ero npefoTBpalleHns NpoayKuusa fo/kHa 6biTb
3adKcpoBaHa C NpUMEHeHWEM YNakoBOYHOro marepuana.

A.10.6 AHasIn3 pe3ynbTaToB TEKYLLEro KOHTPO/S napameTpoB npoLecca u Tekylell A03UMETPUN UCMOoNb3yeTcs
4N NOATBEPXKAEHUS TOro, YTO MPoAyKuMs Obina obpaboTaHa B COOTBETCTBUM C TEXHMYECKMMU TpebosaHusamu. Eciu
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pe3synbTaTbl U3MEPEHWIA BbILLN 38 YCTAHOB/IEHHbIE MPeaenbl, TO B aHa/nM3 J0/KHbI GbiTb BK/IOYEHbI AEACTBUS, KOTOpbIE
HeobXxoAMMOo MpeanpUHATL.

[ns pesynbtatoB M3MepeHWi, BbllLeALlnX 3a YCTaHOB/EHHbIE Npeesbl, AO/MKHbI ObiTb AOKYMEHTUMPOBaHb! U Bbl-
NOJIHEHbI NpoOLleAypbl, ONUCbIBaOLWME HE0bXoAMMble B Takux Cnydasx geiicTBMsA (Hanmpumep, NOBTOpHas o6paboTka,
npoBepka HaAeXHOCTU HeyAO0BNEeTBOPUTE/IbHbIX NOKa3aHWii, BbIrpy3ka MPOAyKUMWU, HeoB6XOoAMMOCTb AONOSHUTENbHOM
06paboTKM).

O6syyatenu ¢ 3/1eKTPOHHLIM NMYYKOM Pa3/IMYaloTCA Mo CBOVM XapaKTepucTVKaM U Nno cnocobam TeKyLero KOHTpo-
na. OTHOCUTENbHBIA BKAA KOHTPOMSA pabounx napamMeTpoB W BbIMOSHEHMS TekyLlein Ao3umeTpun B obecneyeHne cra-
6UBLHOCTV BO3AENCTBUS CTEpUM3YIOLLEl [03bl HA NPOAYKLUMIO pas/nyeH A1 pasHbix 0bnydateneil. Onepatop o6nyya-
Tens JO/MXEeH paspaboTaTb NpoLeaypy TeKyLLero KOHTPO/IS, BK/IHOHAKOLLYIO TeKYLUMIA KOHTPO/b paboymx napameTpoB M
BbINO/IHEHME TeKyLUeid A03MMEeTPUM, KOTOpbLIN obecneynT Heob6Xo4yMoe NOATBEPXAEHWE TOro, YTO NpoLecc cTepuamnsa-
LUM1 BbINOSHAETCA [0/DKHLIM 06pa3oMm.

A.10.7 TMo [O3MMETPUYECKUM BOMPOCaM pagvaumoHHOl cTepunmsauun cm. ISO 11137-3.

A.10.8 PyKkoBOACTBO OTCYTCTBYET.

A. 10.9 PykoBOACTBO OTCYTCTBYET.

A.10.10 AHann3 pe3y/nbTaToB TEKYLLEro KOHTPO/IS napameTpoB npouecca W Tekyllei A03MMETPUM MCMOoMb3yeTcs
ANnA NOATBEPXAEHUS TOrO, YTO NPOAyKUMA 6Gblna obpaboTaHa B COOTBETCTBUM C TEXHUYECKMMU TpeboBaHuaMW. Ecin
npouecc 6bl1 NpepBaH, TO B aHa/M3 AO/MKHbI ObITb BK/IKOYEHbI AEWCTBUSA, KOTOPble HEOOXOAMMO MPeAnpPUHATD.

OTK/IOHEHUST OT HOPMa&/IbHbIX Pabounx yCrioBWi (Takme, Kak OTK/OUEHME SHEPTMN WM HEMpaBu/iIbHOE ABWKEHUe
KOHBelepa) A0/MKHbI NMPUBOAWTL K HEMEAIEHHOMY MpepbIBaHMIO NpoLecca U aBToMaTUYeckoMy nepesofdy WCTOYHMKA B
pexum 6e3onacHoro XpaHeHus. Jo/mkHbl ObITb AOKYMEHTUPOBAaHbLI MPUYMHLI MPepbiBaHUSA Mnpouecca U ero AauTesb-
HOCTb, @ Takke AOKYMEHTUPOBaHbI W BbIMOJIHEHbI NPOLIEAYPLlI MOBTOPHOTO MycKa.

B cnyyae otkasa obnyyartens wim KOHBeWepHON cucteMbl HEOBXOAMMO CriefoBaTb AOKYMEHTUPOBAHHONW npoueay-
pe, 4To6bl pe3ynbTatoM Moc/ieayownx AeACTBUlA cTana NPOAYKUMS, NOAYYMBLUAA CTEPUIU3YIOLYIO A03Y, U YTOGbI Npu
3TOM MaKCUMasIbHO AOonyCcTUMas [o03a He Oblia npesbllleHa.

Ecnn npepbiBaHne npouecca NpoucXoguTt C NpoAykumeli, He CnocobHOW noaaepxuBatb MUKPOBMOIOrMYeckuii
pOCT, U NMpW 3TOM ABWXEHWe MPoAyKumyn B 0bnyyatesnie npekpaliaercs, TO Takoe npepbiBaHWe 06blYHO He TpebyeT aeit-
CcTBUiA. TeM He MeHee, Takvme npepbiBaHUS NpoLecca A0/MKHbl GbiTb AOKYMEHTMPOBaHbI M NMpoaHaM3npoBaHbl, YTOGbI
y6eanTbCcs B [OCTOBEPHOCTU LO3VMETPUYECKMX M3MEPEHWUIA.

Ecnn npepbiBaHMe npouecca NpoMCXOAWT C NpoAyKuuWel, cnocobHON noaaepXuBaTb MUKPOGMONOTMYECKNA POCT,
TO B TEXHNYECKOW AOKYMEHTaLuM Ha NpoLEeCcC YKasblBaloTCA:

- MakcMmasibHOe BpeMmsi, KOTOpOoe MOXET MPONTU MeXAdy 3aBepLueHMEM W3rOTOB/IEHUS NPOAYKUMW W 3aBepLueHu-
€M ee CTepuIn3aunoHHON 06paboTky;

- YC/IOBUSI XpaHeHUs 1 TPaHCMoOpTUPOBaHWSA, KOTOpble HEOGXOAMMO MOAAEPXKMBATL B TEYEHUE 3TOrO BPEMEHMU.

MakcumanbHoe BpeMs W YC/I0BMUA BblOMPAIOTCA Takumu, 4TO6Gbl MUKPOGMOIOrMYECKOe KayecTBO NPOAyKUMWU He
yXyAlWano ee cTepwuIibHOCTb. ECnm npepbiBaHve npouecca NpoucXOAUT BO BpPeMS CTepunusaumMn v gantca Aofblie
YCTaHOB/IEHHOTO BPEMEeHM, credyeT pacCMOTPeTb ero BANSHNE Ha MMUKPOOMOIOrMyeckoe kayecTBO MPOAYKUMA 1 BbINO/-
HWUTb COOTBETCTBYIOLLUME AENCTBUA. STO MOXET NoTpeboBaTh BbIrpy3kn NMPOAYKLMM.

Ecnn oTkNOHeHWe B npouecce NpMBOAWT K YMEHbLUEHUIO MOMYYEHHON A03bl M0 CPaBHEHWIO ¢ Tpebyemoid, Npoayk-
UMt MOXET ObITb 06/1yYeHa [LOMOMHUTE/LHOW [0301, ecnu:

a) 6blna npuHSATa BO BHMMaHWe CMOCOGHOCTb MPOAYKUMM NOAAEPXMBATb MUKPOBMOMOrMYEeCcKWin pocT;

b) o6nyyeHne AONOSHUTENbHON [030l/ BO3MOXHO Takum obpas3oM, 4Tobbl 06ecneynTb B CyMMe AOCTUXEHWe
MWHUM&JIbHON [03bl, HO NPV 3TOM He NPEBbLICUTb MaKCUMasIbHO AOMYCTUMYHO A03Y.

JononHutenbHoe pykosoacTso cm. B ISO 11137-3.

Mo po3umeTpuyeckum Bonpocam cm. 1ISO 11137-3.

A.10.11 PykoBOACTBO OTCYTCTBYET.

A.11 BbInyck NnpoayKumy nocsrie crtepuansaumv

PyKoBOACTBO OTCYTCTBYET.

A.12 MoppepxaHue adhPeKTUBHOCTU npouecca

A.12.1 [emoHcTpaumsa coxpaHeHns apdpeKTUBHOCTU

A.12.1.1 O6wue cBeneHUs

UTo6bl CTEepunsyioLLas fo3a octaBanach AelCTBUTEIbHON, NPOAYKUMS AO/HKHA N3roTaBMBaTLCA B KOHTPOMPY-
eMbIX YCMOBWAX, AAOWMX CTabuibHY0 MO KOIMYECTBY M TMNaM MUKPOOPraHM3MOB OGuoHarpysky. [ns gemoHcTpaumu
NOCTOSIHHON AeNCTBMTENbHOCTY CTEPUIN3YIOLWE A03bl NPOBOAATCA ayAuTbl CTEPUIM3YIOLLEl A03bl Yepes 3apaHee on-
pefeneHHble MHTepBasibl BPEMEHW.

YcTaHOB/IEHHbIE MaKCUMaslbHble WHTEPBasibl BPEMEHW OCHOBaHbl Ha:

a) onbiTe, NPMOBPETEHHOM B 3KCMEPUMEHTaX MO YCTaHOBKE A03bl;

b) HEOBXOAMMOCTM O6HapYXMBaTb U3MEHEHWS B MPOM3BOACTBEHHBIX NpOLECccax U marepuanax v Ha NpuHATUM
KOHCEHCyca O CTeneHu pucka, CBA3AHHOTO C YaCTOTOWN MOWCKa Takux W3MeHeHWi;

C) BO3MOXHOCTW CE30HHBIX WM APYTMX U3MEHEeHU A MUKPOBMONOrMYECcKOro KayecTsa MaTepuasioB Wi Npov3Bos-
CTBEHHbIX YC/I0BWIA;

d) o6LenpuHATOl YacToTe MOBTOPHON Ba/mzauun npouecca cTepuavsaumn.
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A.12.1.2 YacToTa onpeaeneHns uoHarpyskm

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 Mpy ycTaHOBEHUN Npegena GUOoHarpyskn C Lebi A4EMOHCTPaLUM NOCTOSAHHON 3gD(hEKTUBHOCTH CTe-
punusytoLLeli 403bl 3TOT Npeaen AO/MKeH BGbiTb YCTAHOB/IEH HA OCHOBE CEPVM OMbITOB C NPEeBbILLEHNEM npegena 6uoHar-
PY3K1 A0 AOCTWDKEHUS YCTAHOBMEHHbIX Tpe6oBaHUiA K cTepusibHOCTU. Cm. Takke B ISO 11737-1 uHdopmaymio o ctabuniu-
3auyn npeaenoB 6UoHarpy3ku ans Apyrux uenei.

A.12.1.3 YacToTa ayguTOB CTEPUN3YIOLLE A03bI

A12.1.31

a) Mctopmnyeckn Cnoxunoch, YTO TPEXMECAUHbIA UHTEPBaT UCMOJL3YHOT A1 ONpeAesieHUs CE30HHbIX OTKIOHEHWIA
B 6uoHarpyske. lMpoaykuus, NpovsBefeHHass B KOHTPO/IMPYEMbIX YC/IOBUAX MOXET He MokasaTb CEe30HHbLIX OTK/IOHEHWIA
B B1oHarpyske. Ecnm KOHTposib GUoHarpyskv no KONMYecTsy U TUNam MUKPOOPTraHU3MOB NOKa3blBAET OTCYTCTBUE CE30H-
HbIX OTK/IOHEHUIA, TO MOXHO PaccCMOTPETb BOMPOC O CHYDKEHWWU YacTOTbl ayAMTOB A03bl. Tako aHanm3 JO/HKEH BKIOYATb
BOMPOCHLI 06PabOTKN 1 TEKYLLIEro KOHTPO/ISA, YCTaHOB/IEHHbIe B 12.1.3. CnegyeT OTMETUTb, YTO HEOBXOAMMO PacCMOTPETb
BCE OTMEYEHHble BOMPOCHI, XOTS He 00s13aTefIbHO BCE M3 HUX NOTPEObYT onpefeneHHbIX AeNCTBUA uan 6yayT MMETb
OfIMHaKOBbIl Bec (T. €. ByayT OAMHAKOBO BadKHbl).

b) PyKoBOACTBO OTCYTCTBYET.

A.12.1.3.2 Mo Mepe HakonieHus onbiTa paboTbl C NPOAYKUUEA 1 ee U3rOTOB/IEHUS MPOVCXOANT YBE/IMYEHNE WH-
TepBasia BpeMeHN Mexgy NpoBefeHueM ayauToB CTepumsytoweli Ao3bl (CHaYasia ¢ MHTepBasioMm B TpU Mecsua, 3ateM
LIeCTb MecsLeB W, HakoHel, fABeHajuaTb Mecsles).

CnefyeTt NoHMMaTb, YTO YMEHbLUEHNE YaCTOTbl MPOBEAEHUS ayauTa CTepUIM3ytoLLeli A03bl CO BPEMEHEM MPUBO-
ONT K YMEHbLUEHNIO BO3MOXHOCTW BbISIBIEHUS M3MEHEHW A B MPOM3BOACTBEHHOM npolecce. CrefoBaTesibHO, Ha 3TOT
athpekT Bcerga HeobxoaMmo obpallaTb BHMMaHWE 40 TOro, Kak yMeHbLMTb 4YacToTy ayauTa.

A.12.1.3.3 PykoBOACTBO OTCYTCTBYET.

A.12.1.3.4 PykoBOACTBO OTCYTCTBYET.

A.12.1.3.5 PyKoBOACTBO OTCYTCTBYET.

A.12.2 TMoBTOpHasa KaMoépoBKa

PykoBOACTBO OTCYTCTBYET.

A.12.3 O6cnyxumBaHne o6opynoBaHnA

Mpy aHann3e NPOTOKO/IOB O6C/YXMBAHUA €ro rpaduk 1 npoueaypbl AO/KHbI NepecMatpuBaTbCs B TOl Mepe,
4yTobbI NONyyYeHHas 06 obopyaoBaHUM MHAhOPMaUMA Oblna NMPUMEHEHA MO Ha3HAYEHWUHD.

A 12.4 TloBTopHas aTTecTauusi 060pyaoBaHUs

WHTepBasibl Mexay MOBTOPHbIMK aTTecTtaumsMu obfyyarens AO/MKHbl BbIGMpaTbCA TakMmu, YTo6bl obecneunTb
NOCTOSIHHYIO paboTy obnyyatens B npefenax TexHnyeckux TpebosaHwii. Ons ramma-obnyyaTeneil NnoBTopHas arTecTa-
Umsi 06bIYHO NPOBOAMTCA BMECTE C MOMOSIHEHWEM WCTOYHMKOB. [151 3/1EKTPOHHO-/TYUYEBbIX Y PEHTTEHOBCKMX 061yyaTeneii
NOBTOPHasA atTecTauys 06bI4HO NPOBOAWTCH €XErofHO, HO HEKOTOPbIE YacTh aTTecTauunm NPOBOAATCA C 60/1ee KOPOTKM-
MW WHTEpBasilaMM BPEMEHWU B npefesiax rogosoro umkna. Ecnn namepenus npy AYO n AJO nokasanu, 4to COCTOSIHWE
obnyyaTens U3MeHU0Cb, TO MOXeT noTpebosarbcs nosTopHas AS0.

A.12.5 OueHKa n3MeHeHwni

A.125.1 Ana ramma-obnyyatenein npyumepamMy M3MEHEHWA, NOCMEe KOTOPbIX [JO/MKHA ObITb BbiNnonHeHa AO,
ABNAOTCA:

- MOMOJIHEHNE WCTOYHMKE,

- U3MEHEHWs1 B TEOMETPUN U MOJIOXEHUN UCTOYHUKA;

- U3MEHeHWs1 B KOHBelepe;

- U3MEeHeHVe MapLupyTa NpoayKuuu;

- U3MEHeHMEe B KOHTeliHepe ANns obnyyeHus.

CreneHb nposefeHns ALO 3aBUCUT OT TUNa U CTeneHu namMeHeHus (cm. Tabnuuy A.1).

[na aneKkTpoHHO-NyYeBbIX 06/1yyateneli npuMepaMn U3MEeHEHU, NoCIe KOTOPbIX JO/MKHa ObiTb BbinosHeHa ALO,
ABMAKOTCA:

- U3MEHeHWs1 B KOHBellepe;

- YBE/IMYEHNEe MakCHMasibHbIX MPOEKTHbIX pa3MepoB KOHTeliHepa A/1a 06/1yveHns;

- PEMOHT WM 3aMeHa CKaHVpPYHOLLEro mMarHuta [MarHuta passepTku];

- PEMOHT WM 3aMeHa OTK/IOHSAIOLLEro MarHuTa;

- PEMOHT WM 3amMeHa MarHuta, obecneuvBaloLLero napasinenbHOCTbL nyyka (hoKyCUpyHoLLEro);

- N3MEHEeHUs B 3/1IeMeHTax obnyyartens, cosgarwmx aekT paccesHus.

CreneHb nposefeHus ALO 3aBUCUT OT TUNa U CTENEHU M3MEHeHus (cm. Tabnuuy A.2). Hanpumep, yBenuyeHvie
MaKCMMasibHbIX MPOEKTHbIX pPa3MepoB KOHTeilHepa Ans 0bnydeHns noTpebyeT NOSHOM NOBTOPHOW artTectauuu, B TO
BPEMS KakK Mocfe 3ameHbl 4acTu KOHBelepa MOXeT noTpeboBaTbCA TOMbKO NOATBEPXAEHME Hagnexauweli paboTbl
KOHBeiepa.

22



FOCT ISO 11137-1—2011

[Nns peHTreHoBCKUX obyyaTteneil npumMepamy U3MEHEHWIA, MOC/E KOTOPbLIX AO/KHA ObITh BbiNoSHeHa ALIO, SB/si-

HOTCA:

- U3MEHEHVS1 B KOHBelepe;

- YBE/IMYEHVE MaKCUMasIbHbIX MPOEKTHbIX PasMepoB KOHTelHepa Ans 06/ydeHus;

- PEMOHT WY 3aMeHa CKaHUpYIOLLEero marHuTa [MarHuta passepTku];

- PEMOHT WM 3aMeHa OTK/OHAIOLLETO MarHuTa;

- PEMOHT WM 3aMeHa MarHuta, obecrneuyvBaloLLero napaienibHoCTb Myuka;

- U3MEHEHVA B 3/1eMeHTax 06/yyaTens, cos3jarowmx aekT paccesHus;

- U3MEHEHVS1 B MULLEHWN PEHTIEHOBCKMX Nlyyeil [B aHTMKaTo4e PEeHTTeHOBCKON Tpyoku].

CreneHb npoeegeHus AO 3aBUCUT OT Tuna W cTeneHu uameHeHus (cMm. Tabnuuy A.3). Hanpumep, yBenunyeHue
MakCUMaslbHbIX NPOEKTHbIX PasMepoB KOHTeliHepa A/1a 061yveHns noTpebyeT MOSMHOM NOBTOPHONM aTTecTauuu, B TO
BpPEMS Kak Mocfe 3ameHbl 4acTu KOHBellepa MOXeT noTpeboBaTbCA TOMbKO NOATBEPXAEHWE Hagnexaieli paboTb

KOHBeliepa.

A. 12.5.2 PyKoBOACTBO OTCYTCTBYET.

Ta6nmya Al — PykoBoACTBO N0 aTTecTaumMm U3MeEHeHW B ramma-obnyyarene

V3meHeHve
B 06/yyatene

[Jo6aeneHve, yaaneHue
WM NepeKkoMNoHOBKa pa-
ANOHYKNMaa

VI3MeHEHME KOHCTPYKLMK
HocuTensi/koHTeliHepa Ans
061yyeHus

CHATHE unn nepemele-
HMe NOABECHOIO KOHBelepa
BHYTPY kamepbl 06/1y4eHust

CHATHE unn nepemelle-
HMe YCTPOIACTB OCTAHOBKU Ha
KPUTMYECKOM MapLupyTe npo-

AyKumm

CHATME WM nepemelle-
HVie YCTPOICTB OCTaHOBKY BHE
KPUTMYECKOTO MaplupyTa
npoayKLum

3ameHa kabenen B UCTou-
HVKe

I3meHeHre npoekTa cu-
CTeMbl  [OBWKEHUS  UCTOY-
HUKa

iIsmeHeHne npoekTa,
B/IMSAIOLLEE HA paccTosiHWe OT
WCTOYHUKA [0 NPOAYKL MK

I3meHeHVe npoekTta cu-
CTeMbl LWacCcn UCTOYHUKa

AYO

MoHTaxHble
ncnbiTaHnAa n
[OKyMeHTaums
Ha obopyaosa-
Hve

Vv

VcnbiTaHve
obopypgosa-
HUA

AIO

Kasmbposka  Tonorpacm-

o6opy,u,0|3a- poBaHue Tvn TOHOFpad)VIpOBaHVIFI
HYst [03bl [03bl
obnyyartens

v ['OMOreHHbI Matepuan ao
NPOEKTHbIX Mpeaenos

) [OMOreHHbIn MaTepyan Ao
NPOEKTHbIX Mpeaesnos

Vv FOMOreHHbIn MaTepuan Ao
NPOEKTHbIX Npeaesnos

Vv FOMOreHHbIn MaTepuan Ao
NPOEKTHbIX Npeaenos

Vv MepexogHas gosa

Vv FOMOreHHbIn MaTepuan Ao
NPOEKTHbIX Npeaenos
MepexogHas fosa

) TOMOreHHbIi MaTepuan fo

NPOEKTHbIX Mnpeaesnios
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OkoHuyaHve Tabnuubl A. 1

AYO
Vi3meHeHne MoHTaXXHbIe
B o6r|yL|aTene ncnbiTaHnAa n
[LOKyMeHTauus
Ha obopyaoBa-
HVe
VMi3ameHeHne Tuna Talime- \Y,
pa uvkna B obnyyatene
i3meHeHue Tuna npubo- \%
pOB TEKyLLEero KOHTpons pa-
ONaunoHHON 6e3omacHoCcTH
obnyyarens
i3mMeHeHne Tuna npubo- \%

pPOB TEeKyLLero KOHTPO/IS
BOAbl B pe3epByape obnyya-
Tens

MpumevaHnsa

VcnbitaHne
obopyaoBa-
HUA

AIO
Kanm6poska ~ Tonorpacm-
06opy/10Ba- poBaHue Tun TonorpadmpoBaHus
HAs [403bl £A03bl
obnyyatens
\%
\%
\%
(ecnn npwm-
MEHVMO)

1 [o6aBneHne pagnoHyknga 6e3 n3MeHeHUs reoMeTpumn UCTOYHKKA MOXET NoTpeboBaTh BbINO/IHEHNS TONBKO
4yacTu rOMOTeHHOro TonorpagMpoBaHns A03bl C Lefblo NOATBEPXKAEHNUS pe3ynbTaToB MaTremaTuyeckoro Moaenvpo-
BaHWS WM Lenei n3MeHeHusi, B TO BpeMs Kak Ao6aBneHve paguoHykinga ¢ U3MeHeHVem reoMeTpuy UCTOYHMKA
MOXET NoTpe6oBaTb NOHONO FOMOFEHHOro TonorpadnpoBaHnsa 403bl C MOBTOPEHNEM BCEX KapT [03bl, & Takke HeKo-
TOPbIX BCMOMOratesibHbIX 1CCMe0BaHui, TakMx Kak 3arpyska no LeHTpy WM YacTuyHas 3arpyska.

2 o nonyuyenus pesynbtatoB AO (Hanpumep, NPOBEPKM MOMOXEHWUS UCTOYHWKA), MOCne 3amMeHbl Kabenei
UCTOYHVKA MOXET noTpeboBaTbCcs TonorpadupoBaHue [03bl 06nyyaTens.

3 PesynbTtarbl TOnorpacdumpoBanma Ao3bl npy ALO mMoryT npuBecTy k nostopeHuio AS0.

Ta6nunuya A.2 — PyKoBOACTBO MO aTTeCTalyMy U3MEHEHWIA B 3/1EKTPOHHO-/Ty4YEBOM 06/1ydyaTene

AYO
N3meHeHne MOHTaXHble
B 06nyyatene UCMbITaHUST 1
LOKyMeHTaumst
Ha obopyaosa-
HVe
MexaHvnueckas perynu- V
poBKa yckopuTesns
B cuctemax ynpasnsto- \
LWMX 1 chokycupyowmx mar-
HUTOB
B cuctemax OTK/IOHA- V

owmMx MmarHuToB

24

VcnbiTaHne  Kannbposka
B AelicTBun

A0
Tonorpadwm-
06opya08a- poBaHue Tvn TonorpacupoBaHus
i [03bl £03bl
obnyyarens
\% PaBHOMeEpPHOCTL CKaHupoBa-
HUA B Hanpas/IeHUN CKaHWpo-
BaHVIA Nyyka v raybrHa NPoHUK-
HOBEHUA [03bl B HanpasneHnn
nyyka
\% PaBHOMepHOCTbL CKaHWpoBa-
HUA B Hanpas/IeHUN CKaHWpo-
BaHVIA Nyyka v rayomHa NPOHWK-
HOBEHUSA [03bl B HanNpasneHnn
nyyka
\% \% PaBHOMepHOCTbL CkaHupoBa-

HUSI B HanpaB/IEHUU CKAHUPO-
BaHUS Myyka 1 riay6uHa NpoHuK-
HOBEHVS1 03kl B HaNpaB/eHnn
nMyyka



OkoHuyaHue Tabnuubl A.2

V3meHeHve
B 06/1yyatene

Cuctema TekyL,ero KoH-
TPO/A TOKa myuka

B cucteme marHutos
CKaHupoBaHUA

B cxemoTexHuke Teky-
LLIEro KOHTPONs uvm ynpas-
NIEHNs1 CKOPOCTbI0 KOHBEl-
epa

B ppurartensax, pemHax
N pegykTopax KOHBenepHou
CUCTEMBI

AYO
MoHTaxHbIe
CTIbITAHNS U MCHblTaHme Kannbposka
fokyMeHTauns B AeVCTBUM o6opypnoBa-
Ha obopyaosa- HisA
HVe
\% \%
\% \%
\% \%
\% \%

A0

Tonorpadw-
poBaHue
[03bl
obnyyarens

\Y

FOCT ISO 11137-1—2011

Tun TonorpadvpoBaHus
[03bl

PaBHOMepHOCTL CKaHupoBa-
HUA B HanpaB/1IEHUN OBWMXEHUA

npoayxuum

PaBHOMepHOCTL CKaHupoBa-
HUA B HanpaB/IEHNUN CKaHUPO-
BaHMA Mydka

PaBHOMEpPHOCTb CKaHMpPOBa-
HVSI B HANpaB/IEHUN [BUXEHUS
NPOAYKLMN.

WcnbiTaHue ¢ npepbiBaHUEM
npotecca

MpumeyaHune — Pesynbrarbl TonorpaduposaHus o3bl npyu ALO MoryT npyuBect K nosTopeHuto A30.

Ta6nunuya A3 — PykoBOACTBO MO arTecTaluy U3MEHeHuii B PeHTTeHOBCKOM obnyyatene

M3meHeHne
B 06/1yyaTene

MexaHuyeckasi perynu-
poBKa yckoputens

B cucTeMax ynpae/isitoLLmx
1 (DOKYCUPYIOLLMX MArHATOB

B cnctemax OTKIOHSAIOWMX
MarHmToB

Cucrtema TekyLLLero KOHT-
posns Toka nydka

B cucteme marHuTtoB cka-
HUpoBaHuA

AYO
MoHTaxHble " Karm6
NCTIbITAHUS U 6CI'IbITaHVIe gnm poBka
[OKyMeHTaLMA obopyposa- obopynosa-
Ha obopypaoBa- HAs HiA
Hue
\%
\%
\% \%
\% \%
\% \%

AIO

Tonorpadwm-
poBaHue
[03bl
obnyyatens

\Y,

Tun TonorpadmpoBaHns
[03bl

PaBHOMepHOCTL CKaHMpoOBa-
HVS B Hanpas/ieHUW CKaHupo-
BaHMA nyyka u rnybuHa npo-
HVKHOBEHWNS [,03bl B Harnpas-
NeHun nyyka

PaBHOMEpPHOCTb CKaHWpOBa-
HVSI B HANpaB/IEHNU CKaHUPO-
BaHMA Mydka W rayéuHa npo-
HUKHOBEHMUSI 403bl B Hanpas-
NEeHVN nyuka

PaBHOMEpPHOCTL CKaHWpOBa-
HVSI B HANpaB/IEHNWU CKaHWPO-
BaHUsA Myyka u rnyéuHa npo-
HUKHOBEHMUS1 403bl B Hanpas-
NEHVM NyuKa

PaBHOMEpPHOCTL CKaHWpOBa-
HUS B HanpaBfieHUU ABUXe-
HUST MPOAYKLMK

PaBHOMepHOCTL CKaHMpoOBa-
HUA B HanpaB/e€HUW CKaHUPO-
BaHNA ny4dka
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OkoHuyaHve Tabnuubl A.3

AYO AJO
B'/(lj36'\;'19”e””e MOHTaXKHbIE |\ rame Kanm6poska  Tonorpacou-
yyatene VCMbITaHNS 1 o6opyaoBa- oBopyaosa-  POBaHMe Tvn TonorpachvpoBaHmus
[OKyMeHTaLust s s [103b1 J03b
Ha 06opyAoBa- o6syyaresst
Hvie
B cxemoTexHvke Tekylie- Vv Vv ) PaBHOMEpPHOCTb CKaHMpOBa-
ro KOHTpONs u/unn ynpaene- HUS B HanpasfieHUU ABuUxe-
HUA CKOPOCTbIO KOHBelepa HUA MPOAYKLMN.
WcnbiTaHne ¢ npepbiBaHueM
npouecca
B gBuratensx, pemHax u ) Vv
peayKTopax KOHBENEepHO cu-
CTEMBI
N3MeHeHne KOHCTpyKUMK Vv Vv ) PaBHOMepHOCTb CkaHuMpoBa-
HocuTensa/KoHTenHepa Ans HUS B HampaB/ieHUU OBUXe-
06/1y4eHus HVS NPOAYKLMN.
Fny6uHa nNPOHWKHOBEHUSA
[03bl B Hanpas/fieHUun fBuxe-
HUS NPOAYKLUA
CHATME WM nepemelle- ) Vv Vv PaBHOMepHOCTb CkaHuMpoBa-
HMe KOHBeliepa BHYTPU kame- HWSA B HanpaB/ieHUN [BuXe-
pbl 06/1y4eHus HUA MPOAYKLMN.
Fny6buHa nNPOHWKHOBEHMWSA
[03bl B HanpasfieHUn LBuKe-
HVS NPOAYKLMA
N3meHeHne npoekTa, Vv Vv v PaBHOMepHOCTb CKaHMpoBa-
B/INAIOLLEE HA PACCTOSHWE OT HVWSA B HanpasfiIeHUU [BUXe-
MCTOYHMKA A0 NPOAyKUMK HUA MPOAYKLMN.
PaBHOMepHOCTb CkaHuMpoBa-
HUA B HanpaBfEeHUN CKaHWpO-
BaHVA Myyka.
Fny6buHa NPOHWKHOBEHUSA
[03bl B HanpaefieHUn OBuKe-
HUS NPOAYKLMA
M3meHeHne Tuna npuoo- ) Vv Vv
pOB TeKyLLEro KOHTPONS paau-
alUMoHHOl 6e3onacHocTM 06-
nyyartens
3ameHa, N3MeHeHve ) Vv v PaBHOMepHOCTb CkaHMpoBa-
KOHCTPYKUMW WM PerysimpoB- HUA B HanpaB/IeHWAX CKaHu-
K& PEHTTEHOBCKOM MULLEHN poBaHMA Nyuyka W ABWKEHWSA
(aHTUKaTonA) nyyka.
PaBHOMepHOCTb CkaHMpoBa-
HUS B Hanpas/ieHUN ABUXe-
HUA MPOAYKLMN.
Fny6buHa nNPOHWKHOBEHWSA
[03bl B Hanpas/eHNN nyyka
MpumeyaHune — Pesynbtatel TONorpauposaHns fo3bl npu A4O MoryT npusecTy K nostopeHuio A0.
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CBefleHMs1 0 COOTBETCTBUM MEXIOCY[apCTBEHHbIX CTaHAApPTOB
CCbI/IOYHBIM MEeXAYHapoAHbIM CTaHAapTam

Ta6bnuuya OA1

O603Ha4YeHNe 1 HavMEHOBaHME
MeX/yHapoHOro cTaHaapTa

ISO 10012-1:1992 TpeboBaHMsA o6ecneyveHus ka-
yecTBa AN U3MepuTenbHOro 06opyaoBaHus.
Yactb 1 Cuctema METPO/IOrMYECKOro MnoaTeep-
XOeHUA ON1A U3MeputensbHoro obopynosaHus

ISO 11137-2:2006 CTtepunusaums MeLULUHCKOM
npoAaykuun. PaguaunoHHas cTtepunnsauus.
YacTb 2. YCTaHOB/EHME CTEPWIM3YIOLLEN [03bI

ISO 11737-1:1995 Crepunusaunsa  MeauumH-
CKMX m3genuin. Mukpobuonornyeckme MeToabl.
Yactb 1 OueHka nonynauny MuKpOOpraHnM3moBs

B NpoAyKuun

ISO 11737-2:1998 Crepunusaunsa  MeauumH-
CKUX u3genuin. Mukpobuosornyeckne meTtogbi.
YacTtb 2. MicnbiTaHus Ha CTepusbHOCTb, MPOBO-
OvMble Mpy Banupauny NpoLeccoB cTepununsa-
umm

ISO 13485:2003 WN3pgenua mepuuuHckune. Cuc-
TeMbl MeHe[KMeHTa KayecTBa. CUCTEMHbIE Tpe-
60BaHMA ANa Ueneli perynnpoeaHus

CreneHb
COOTBETCTBUSA

HoT

oT

OT

OT

O603HaYeHEe 1 HaUMEHOBaHMe
MEXIOCYapCTBEHHOrO CTaHaapTa

*

[OCT ISO 11137-2—2011 Crepunusauma megu-
LMHCKOW mpogykumn. PagmaumoHHas cTepunu-
3auus. YacTb 2. YCTaHOB/IEHUE CTEPWU/IM3YIOLLIEN
[03bl

[OCT ISO 11737-1—2011 Crepunusaumnsa megu-
LUMHCKUX n3genuii. Mmkpobuonormyeckue MeTto-
Abl. YacTtb 1 OueHka nonynsauum MukpoopraHums-
MOB B NPOAYKLMM

[OCT ISO 11737-2—2011 Crepunusaumnsa menu-
LMHCKUX n3genuii. Mukpobuonormyeckue MeTto-
Obl. YacTb 2. McnbiTaHna Ha CTepusibHOCTb, Mpo-
BOAMMbBIE MPWU BavgauMmM MpoLEeccoB CTepUu-
3aumu

[OCT ISO 13485—2011 V3penus MeauLMHCKMeE.
CucTeMbl MeHe[XMeHTa kadyectBa. CUCTEMHble
TpeboBaHus ANS Ueneli perympoBaHvs

* COOTBETCTBYHLLMIT MEXIOCyAapCTBEHHbI CTaHAAPT OTCYTCTBYET. [lo ero yTBEPXAEHNUsSI PEKOMEHAYETCS UC-
No/sib30BaTh NEPEBOA, HA PYCCKUI A3bIK JAHHOTO MeXJyHapoAHOro cTaHaapTa. MNepeBof AaHHOTO0 MeXAyHapoaHOro
cTaHjapTa HaxoauTtcs B ®efepasibHOM MH(DOPMALMOHHOM (POHAE TEXHUYECKUX PErIaMEHTOB U CTaHAapTOB.

MpumeyvyaHne — B HacToAWEM CTaHAapTe UCNOMNbL30BaHO creyloLlee ycnosHoe 0603HaueHne cTeneHn

COOTBETCTBUSA CTaHZapTa:
- FOT — vaeHTu4YHbIe cTaH4apThl.
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