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BBeaoeHue

CTepunbHOE MEANLIMHCKOE n3genme — 31o nsgenue, cBo00AHOE OT XKU3HECNOCOOHbLIX MUKPOOPraHU3MOB.
[1pn nocTaBKkax CTEPUNbHbIX MEAULUWHCKUX N3AENUN MEXAYHAPOAHbIE CTaHA4APTbI, ONMUCbIBAIOLLKE TPeOOBaHUA K
Banugauuun u TeKyLleMy KOHTPOMIO NPOLIECCOB CTeEpUnu3auunun, TpedyloT, YToObI criydyanHasa Mmmkpoduonormyeckas
KOHTaMUHaUWA MeAULIMHCKOro n3aenusa nepea crepunusaumnen obina MMHUMU3MpoBaHa. Ho gaxke B 3ToM criyvae
MeAWULUNHCKUE N3Qenuns, N3roToBreHHbIe B CTAHAAPTHbLIX MPOU3BOACTBEHHbIX YCITOBUAX B COOTBETCTBUU C TPEDO-
BaHUAMU CUCTEM yNnpaBreHUa kKa4ecTBoM (Hanpumep, 1SO 13485) moryTt nepen crepunmu3aumnen cogepxatb MUK-
POOPraHnU3Mbl, NYyCTb U B HEDONbLUNX KONMU4YecTBax. Takne meamumHCcKue nsgenna ABnatoTca HECTEPUbHbIMMA.
Llenbto cTepunusaunm aBnaeTca nHaktmsaumusa MMKPOONONOrnyecKknx sarpa3sHeHmn u, Takum oopasom, nepeso
HEeCTEePUNbHbIX MEAULIMHCKNX U3AENUN B CTEPUTBHBIE.

KMHEeTuKa nHaktnsaLumum YNCTON KYNbTYPbl MUKPOOPraHM3MOB PU3N4ECKUMU U/ NNU XUMUYECKUMU areHTamu,
npPUMEHAEMbIMW ANA CTEpUNM3aunmn MeaMLMHCKUX U3aenuin, B o0LLIEM criyvae TOYHEE BCEro ONMUChLIBAETCA IKCMO-
HEHUMaNbHOW 3aBUCUMOCTbIO MEXAY KONMUYECTBOM BbIXUBLLUNX MUKPOOPraHU3MOB U CTENEHLIO BO3JENCTBUSA CTE-
PUNKU3YIOLLIErO areHTa. 13 aToro Hen3NEXXHO CNeayeT, UTO Bcerga CyLLeCTBYET HEKOTOpAadA BEPOATHOCTb TOrO, YUTO
MUKPOOPraHn3m MOXET BbKUTb, HE3AaBUCUMO OT CTENEHU NPUMEHEHHOTO BO3aencTBu4. [Ina onpeaeneHHoU obpa-
OOTKN BEPOATHOCTb BbIXKUBLLUMX ONpeaenaeTcsd McXoaHbIM KOJTIMMECTBOM U YCTOMYMBOCTbIO MUKPOOPraHM3MOB U
OKpPY>XatoLLIMMW YCNOBUAMUN, B KOTOPLIX OpraHu3mbl npedbiBatoT BO Bpema 00paboTku. CneagoBaTenbHO, CTEPUIb-
HOCTb NOOOro OTAENIbHOrO0 MEANLUMHCKOIO U3Aenns B3ATOrO U3 rpynnbl U3genuin, npoLleLmnx cTepmunn3aumoHHyIo
0DpaboTKy, HE MOXET ObITb rapaHTUPOBAaHA, a CTEPUIIbHOCTL 0OPAdOTAHHOW rPyMNMbl BbipaXKaeTCcHa BEPOATHOCTbIO
HaNMM4yns XXM3HECNOCODHbIX MUKPOOPraHM3mMoB HA MEAULIMHCKOM U3AENUN.

B HacTosALeM cTaHaapTte coaepatca TpeboBaHus, BbINONTHEHUE KOTOPbLIX 00ecne4vnBaeT HEOOXOAUMYIO
MUKPOOULIMAHYIO aKTUBHOCTL Npouecca paanaunoHHon crepunusaunun, npegHasHa4eHHoro ansg crepunusasnm
MeauUnHCKnX ndgenunin. bonee Toro, CooTBeTCcTBME TPEeOOBaAHNAM 0DecneynBaeT HaAEeXKHOCTb U BOCMPOU3BOU-
MOCTb 3TOU aKTUBHOCTM, TAK YTO MO>XHO C JOCTAaTOYHOW YBEPEHHOCTbLIO Npeackasartb HU3KNN YPOBEHb BEPOATHOC-
TN COXPaAHEHUSA XKN3HECNOCOOHbIX MUKPOOPraHM3MOB B MPOAYKU MKW NOcne cTepunusaumn. KonmyectBeHHbIE Xapak-
TEPUCTUKN 3TOU BEPOATHOCTU YCTAHABNMBAKOTCA pernaMmeHTUupyroLwumm opraHamMmm BNactu U B pasHbIX CTpaHax
MOTYT ObITb pasnuyHbiMu (Hanpumep, EN 556-1 n ANSI/AAMI ST67).

O0bLne TpeboBaHUA CUCTEMBI YIIPaBNEHUA KAYECTBOM MPU MPOEKTUPOBAHUK U pa3paboTKe, Npon3BOACTBE,
MOHTa)xe n oocnyxupaHuu npueegeHol B ISO 9001, ayacTHbie TpedoBaHNA CUCTEMbBI YNPaBeHUA KQ4eCTBOM NPu
NPOU3BOACTBE MeAULIMHCKNX n3aenuun npuseaeHsl B 1ISO 13485. CtaHaapThbl CUCTEMBI YNIPAaBNEHNA KQYECTBOM
MU3HALOT, YTO 3PP EKTUBHOCTb HEKOTOPLIX NMPOLIECCOB, NPUMEHAEMbIX B MPOU3BOACTBE, HE MOXET ObITb MOSIHOCTLIO
JoKa3aHa nocneayrowmMmMmm MHCNEKUMEN U UCNIbITAHUEM Npoaykumnn. Ctepunmsaumna ABNAETCA NpUMepPoOM Takoro
npouecca. ['lo aTon npuyumnHe npouecchl ctTepunusaunn nepes npuMeHeHneM nognexart Banmaauun, ux XxapakTe-
PUCTUKU — TEKYLLIEMY KOHTPOO, a 0bopyaoBaHue — 00Cy>KMBaHMUIO.

Hapnexxawum odpasom BannampoBaHHbIN, TOYHO KOHTPONUMPYEMbIN NPOLIECC CTEPUNU3aLnmn ABNAETCH HE
eUHCTBEHHbIM PAKTOPOM BNUAOLLUMM HA HAAEXHOCTb TOr0, YTO NPOAYKUNA ABNAETCA CTEPUNBHON, U B 9TOM
OTHOLUEHWW NpUroaHa aAngd npegHasHa4YeHHOro npuMmeHeHna. Heooxoanmo oopaTuTb BHUMAHUE HA pAad APYrnx
BOMNPOCOB, Cpean KOTOPbIX:

a) MUKPODKMONOrnyecKkoe CoOCToAHNE BXoAALLErO ChlPbsA U/UIMN KOMMNOHEHTOB;

b) Banupaunsa n TEKYLLUMW KOHTPOMb NI0O0IMN NCMONb3yEMON METOANKA OYUCTKU U AE3UHMEKLINN;

C) KOHTPONb OKPY>KAatoLLEN cpeibl, B KOTOPOW MPOoayKLMA NPON3BOANTCHA, COOMpPAaAETCHa N yNnakoBbIBAETCH;

d) KOHTpONbL 000pPYAOBAHUA U NPOLECCOB;

€) KOHTPONb NepcoHana u ero rMrMeHsbl;

f) cnocod n matepunansl, B KOTOPbIE YNAKOBbLIBAETCH NPOAYKLINA;

J) yCnoBUA XpaHEHUA NPOAYKLNMN.

Hacroawumn ctaHgapT coaepXxXut TpedoBaHus, odecrnevnBaroLLme Haanexatlee BbinosIHEHNE AENCTBUN,
CBA3aHHbIX C NPOLIECCOM paauaLMOHHOU cTepunu3auunn. Takne 4eENCTBUA ONUCaHbl B AOKYMEHTUPOBAHHbLIX NPO-
rpammax paboT, paspadoTaHHbIX A9 AEeMOHCTPAaLUKWK TOro, YTO Ha BbiIXoAe paaMaLnoHHON o0bpaboTku Ao3amMu,
nonagaroLumMmun B 3apaHee onpeaerneHHble npeaensl, OyaeT noCTOAHHO Nony4yaTbCcs CTepunbHaga npoaykums.

TpeboBaHUA COCTABNAOT 00A3aTENbHYIO YACTb HACTOALLENO CTaHAapTa, U COOTBETCTBME UM AOIMKHO AEKna-
pupoBaTbcA. PyKoBOACTBO, NPUBEAEHHOE B MPUIOXKEHUN A, HE ABNAETCH 004A3aTernbHbIM U HE UMEET Xapakrepa
MHCTPYKUUU ANng ayauTopoB. PYKOBOACTBO COAEPXKUT NOACHEHUA U METOAUKU, NPU3HAHHbLIE NPUEMMNEMbIMU ANA
NnoATBEPXOEHUA COOTBETCTBUA TpeboBaHNAM. MOXKHO NPUMEHATL U Apyrne MeTognkm, NOMMUMO YKa3aHHbIX B PY-
KOBOACTBE, €CIM OHU 3PP EKTUBHO NOATBEPKAAIOT COOTBETCTBUE TPpebOBaAHUAM HACTOSLLIEro ctaHaapTa.

A\
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Pa3paboTka, Bannaauua n TeEKyLLMA KOHTPOMb rnpoLecca CTepUnn3aumnmn BKoYaloT B ce04 Lienbin psaa oOT-
ernbHbIX, HO B3AMMOCBA3aHHbLIX AEVNCTBUI, HANPUMeEpP KanubpoBKy, o0cnyXXuBaHue, onpeaeneHme npoaykLmnu,
onpeaerneHune npowuecca, arrecraymio yCtTaHOBNEHHOIo 000py0BaHUSA, aTTECTALNIO AENCTBYIOLLIErO 000pPYy/10Ba-
HUA U aTTecTauuIo AKCNNyaTupyemMmoro obopyaoBsaHuda. XoTa A4eUCTBUA, TPEOyoLLIMeCs cornacHo HaACToALLEMY
cTaHgapTy, CrpynnupoBaHbl U NPEeACTaBNEHbI B OnpeaeneHHoM nopsaake, craHaapT He TpedyeT, YTOObl OHU BbIMOJT-
HANUCb UMEHHO B TAKOM nopsake. Tpebyembie 4eNCTBUA HE 00A3aTENBHO AOIMKHbI BbIMONHATLCA NOCEN0BATENb-
HO, MOCKOMNbKY NporpamMmmsbl pa3paboTkn n sanuaaunm mMoryT ObiTb NOBTOPAOLLMMNUCA. BO3MOXHO, YTO BbINOJIHE-
HUEe pa3nu4HbIX AENCTBUN NOTPEOYET npuBnevYeHua psaaa otaenbHbIX UCNONMHUTENEN /MM OpraHn3auunin, KaXkabin
N3 KOTOPbIX OTBEYAET 3a BbIMNOJTHEHUE OAHOI0 NN HECKONMbKUX AEUCTBUN. HACTOALLUMKU CTAHOapPT HE COAEPXKUT
nepeyHa KOHKPETHbIX UCMIONMHUTENEN UM OpraHn3aunin AN BbINONMHEHUA 3TUX AENCTBUMN.

Cepua ctangaprtos ISO 11137 nog odLum Ha3BaHMeM «CTepunusauna meguumHCcKon npoaykumnmn. Pagna-
LUMOHHAA cTepUnu3aumna» COCTOUT U3 CneayioLmMX CTaH4apToOB:

- Yactb 1. TpeboBaHKA K paspaboTke, Banuaaunn n TekyLemMmy KOHTPOMIO npouecca crepunu3aunm meam-
UMHCKUX U3 ENUN.

- YacTb 2. YCTaHOBNEHUE CTEPUNN3YIOLLEN 403bl.

- Yactb 3. PykoBoaCTBO Mo BONpocam A0O3UMETPUMN.
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Ctepunusauua mMmeauLMHCKOU NpoAavKUUU
PAOVALIMOHHAA CTEPUITN3ALINA
YacTthb 1

TpeboBaHUA K pa3padboTke, Banuaauum U TeKYLLEeMY KOHTPOS IO
npouecca crepunusaumMm meauLUUMHCKUX nusgerimn

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

[lata BBegeHua — 2013—01—01

1 ObnacTb NPpUMEeHeHunnA

1.1 Hacroawmun ctanaapTt coaepxur TpedoBaHus K paspadoTke, Banuaaunm n TEKyLLEMY KOHTPOIIO NPOLIEC-
ca paanaunoHHOU cTepunu3aumn MeauUnHCKNX U3aenun.

[TpnuMedyaHNe—HeCcMOTPA Ha TO, YTO 0ONacTb MNPUMEHEHUA HACTOALLErO cTaHgapTa orpaHudeHa MefuLnH-
CKUMU n3gennamn, cogepxallneca TpedoBaHMa U pyKOBOACTBO MOMyT ObiTb NPUMEHEHLI U K APYrMM BUAaM NPOAYKUWNY
n 00opya0BaHUIO.

HacTodaLum ctTaHaapT oXBaTbIBAET paanaLMOHHbIE NpoLUecchl ¢ obny4yarensdamMu Ha OCHOBE:!

a) paanoHyknuaos °°Co unu *'Cs:;

D) reHepaTopa ny4vka 3NeKTPOHOB;

C) PEHTTEHOBCKOW YCTAHOBKMN.

1.2 Hacroawmn ctaHgapTt He coaepXuT TpeboBaHus K paspadoTke, Banuaaunm u TeKyLLEMY KOHTPOIIO Npo-
Lecca UHaKTUBAaLIMK areHToB, BbI3bIBAOLLMX CNOHIMAPOPMHbBbIE 3HUedanonaTumn, Takue Kak CKpenu, ryduaras aHue-
cdhanonaTtusa KpynHOro poratoro ckota u oonesHb Kpenudenbaa--koba. B otaenbHbIX cCTpaHax paspaboTaHbl 0CO-
Oble pekomeHaauumn no oopadoTke marepuanos, NOTEHUNANBHO 3aPAXKXEHHbIX 3STUMU areHTaMM.

[TpuMedaHune—Hanpumep, |SO 22442-1, |SO 22442-2, |SO 22442-3.

1.2.1 Hactoawun craHaapt HE coaep>kKuT TpeboBaHUM ANA 0003HA4YEeHUA CTEPUINbHLIX MEeAULIMHCKUX
n3nesinn.

[TpumedyaHUWe— CM. perMoHanbHble UMW HaUWOHanbHble TpeboBaHMA NO 0O03HAYEHUID CTEPUNBHBLIX
MeaUUMHCKUX nsgenun. Hanpumep, EN 556-1, ANSI/AAMI STG7

1.2.2 HacToALMU cCTaHAAPT HE YTOYHAET CUCTEMY yNpaBreHUA KAYECTBOM HA BCEX CTAAUAX MPON3BOACTBA
MEeANLUMNHCKUX N30ENUN.

[TpnuMedyaHUWe— PaspaboTka NOMTHOW CUCTEMBI yNpaBleHUA KavyeCTBOM MpPU NPOU3BOACTBE HE ABMAETCA
TpeboBaHNEM HACTOALLEro cTaHgapTa, HO B TEKCTE B COOTBETCTBYHLUNX MecTax npuBefeHbl 0ba3atenbHble TpeboBaHMA
K TEM 3N1EMEHTaAM CUCTEMbI yrnpaBneHUa KavyeCTBOM, KOTOpble NPU3HaHbl MUHUMaNbHO HeEOOXOAUMBIMUA ANA KOHTPONSA
npouecca cTepunusaunmn (B YacTHOCTKU, cM. pasgen 4). ObpallaeM BHUMaHWUE Ha CcTaHAapThbl CUCTEM YrNpaBneHNA Kade-
CTBOM (CM. SO 13485), KOTOpbLIE KOHTPOMUPYIOT BCE CTaAWN NPOU3BOACTBA MegULUUHCKUX N34eNTUW, B TOM YUCIE NpoLece
cTepununsaumn. PermoHanbHble U HaUWOHanNbHble TpeboBaHUA MO MeAULUWMHCKAM U3QeNUAM MOTMyT yCTaHaBMUBaTb OCY-
LLleCTBeHWUE NOJTHOWU CUCTEMBI yNpaBneHUs KadyecTBOM U OUEHKM 3TOU CUCTEMbI TPETLEN CTOPOHOMN.

1.2.3 HacToawmm ctaHaapT He TpebdyeT 004a3aTenbHOro NpUMeHeHns OMoNorMYecknx MHANKaToOpPOB 4114 Ba-
nmaauum Nnu KOHTpona paanaunoHHOU CTEPUNU3aLIMK, a TaKkKe He TpedyeT npoBeaeHns papmMakonenHbIX UCTIbITa-

HUI HA CTEPUNBHOCTb ANS BbINyCKa NpoayKLuun B 06paLleHue.

N3spaHue odpuumanbHoe



[OCTISO 11137-1—2011

1.2.4 HacToawmm ctaHaapT HeE coaepXuT TpeboBaHUK K 0€30NacHOCTN HAceNeHUA, CBA3aHHOW C KOHCTPYK-
Lumuen n paboTom pagnaunoHHbIX YCTAHOBOK.

[TpnMMedaHune—B HeKkoTopbIX CTpaHax CYLLECTBYHOT pernaMeHThl, ycTaHaBnMBatoLl e CBsA3aHHble ¢ pajnaunei
TpeboBaHna He3onacHOCTU ANs HaceneHus.

1.2.5 Hacroawmmn craHgapTt He coaepxuT TpeboBaHUN K CTepUnu3aumnm MCNorb30BaHHbIX UMK nepepadoTaH-
HbIX U3OENNN.

2 HopMmaTnBHbIE CCLINIKA

B HacTodAlleM cTaHaapTe UCNoNb3oBaHbl HOPMAaTUBHbBLIE CChINIKM HA CNeAyoLLIne ctTaHaapThl.

SO 10012-1 Quality assurance requirements for measuring equipment — Part 1: Metrological confirmation
system for measuring equipment (TpeboBaHna obecne4vyeHnsa KadecTtBa ANd U3MEPUTENbHOIO 00OPyaOBaHUA.
Yactb 1. Cucrema MeTponornyeckoro NnoATBEPKAeHUS ANd U3MEPUTENbHOIo 0DOPYA0BaAHUS)

SO 1113 7-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose
(CTepunusauna meanumHcKon npoaykumun. PaanaunoHHada crepunusauud. Hacrtb 2. YCTaHOBREHUE CTEPUNNSYIO-
LLIEN A03bl)

1ISO 1173 7-1 Sterilization of medical devices - Microbiological methods — Part 1: Determination of a population
of microorganisms on products (Ctepunusaumsa meguumHcknx nsgenun. Mmkpoounonornyeckme metogbl. Yacrtb 1.
OueHka nonynaunum MUKPOOPraHM3mMoB B MPOAYKLIMN)

SO 11737-2 Sterilisation of medical devices. Microbiological methods — Part 2. Tests of sterility performed
in the validation of a sterilization process (Ctepunusauna meguumuHcknx ndgenun. Mmkpoobunonornyeckne MeToabil.
YacTb 2. icnbiTaHUA HA CTEPUITBHOCTb, NPOBOAMMBIE NPU Banuaauuun npoueccoB CTepunnsaumnn)

SO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes
(M3poenna meguumHckme. Cnucrtembl MEHEOXKMEHTA KavecTtBa. CUCTEMHbIE TpeboBaHUA ANA UEenen perynmpo-
BaHUSA)

3 TepMUHBLI U onpeneneHus

B HacTodLweM CTaHaapTe UCNONb3YOTCA cneayoLwme TePMUHbI C COOTBETCTBYHOLLUMMU ONpeaeneHnAaMM.
3.1 nornoweHHada Ao3a, Ao3a (absorbed dose, dose): Konn4yecTtBo 3HEPTMU MOHU3NPYIOLLETO U3NYYEHUS,
nepegaHHoOro eauH1ULE Macchl onpeaeneHHoro marepuana.

[TpumMmedaHUA
1 EanHNLEeN nornoweHHon ao3bl aengaetca [pen (I'p). 1 I'p =1 /K.
2 B HacTodAWweM cTaHgapTe TEPMUH «A03a» NPUMEHAeTCA And 0003Ha4YeHUs «NOrfoLweHHOW 403bIy.

3.2 onoHarpy3ka (bioburden): Nonynauna >XM3HECNOCOOHbLIX MUKPOOPraHM3mMoB B/HA NMPOAYKLUK N/UNK
CUCTEME CTEPUIbHOToO bapbepa.

[ISO/TS 11139:2006]

3.3 ounonornyeckun nHaukartop (biological indicator): Tect-cucrema, coagepxxaLlaa >KM3HECNOCODHbLIE
MWUKPOOPraHu3mbl C onpeaeneHHON YCTOMYNBOCTLIO K YKa3aHHOMY NPOLIECCY CTEPUNU3aLNMN.

[ISO/TS 11139:2006]

3.4 kanunoposka (calibration): Habop onepauuun, npu onpeaeneHHbIX yCNnoBUAX yCTaHABIMBAIOLLIMX B3aU-
MOCBS$13b MEXAY BENMMYNHON, MOKA3aHHOWN N3MEPUTENbHLIM MPUOOPOM NN USMEPUTETIBHON CUCTEMOW, NMNDO BENN-
YMHOWU, NPeaCcTaBlEHHOU USMEPEHUEM MaTEPUana Unm atanoHa, u COOTBETCTBYIOLLEN BENTMYMHOW, NPEACTaBIEH-
HOW CTaHZAAPTOM.

[VIM: 1993, onpeaeneHune 6.11]

3.5 KOHTPOJIb u3MmeHeHus (change control): OueHka n onpeageneHne CoOOTBETCTBUA NMPEATT0XKEHHOIO U3Me-
HEHNA MEeTOAY UNKU NPOAYKLINN.

[ISO/TS 11139:2006]

3.6 Koppekuua (correction): [lencreume ¢ Lenbio ycTpaHeHna 0OHapPY>XeHHOro HECOOTBETCTBUA.

[TpuMedaHNe—KoppeKUNa MOXET OCYLLECTBIATLCA BMECTE C KOPPEKTUPYHOLWLUM AeNnCcTBUEM (CM. 3.7).

[1ISO 9000:2003]
3.7 KoppeKkTupyrowee geucrteue (corrective action): [lencrsume ¢ Lienbto ycTpaHeHUsa NpudmMHbl 0OHapy-
>KEHHOI0 HECOOTBETCTBUSA UKW APYTrOro HeXenaTenbHOro COCTOSAHUS.

2
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PUMEeYaHNa4A

1 TpUYNH HECOOTBETCTBUA MOXET OblTb HECKOMLKO.

2 KoppekTupytoLlee AelUcTBUe npeanpuHUMaeTca Ana npefoTBpalleHna NoBTOPEHUA NPOUCLLIECTBUSA, B TO BpeMS
Kak «npegynpexjarlwlee genctesne» (cM. 3.24) npeanpuHUMaeTca Ana npegoTspalleHna npoucLllecTeuUs.

3 Mexay KoppeKUnen N KoOppeKTUpYHLLINM AEeUCTBUEM CYLLECTBYET pasrnnyue.

[ISO 9000:20095]
3.6 BeNMUYUHa pecATUKpaTHoro ymeHbweHua D, sBenuuuHa D, (D value, D4 value): Bpema unm gosa

pagunauun npu onpeaeneHHbIX yCnoBUAX, Tpebyowmneca Ana yMeHbLUEeHNAa nonynauMm MUKpOOpPraHu3moB B
10 pas.

[TpumMmedyaHne —B craHgapTax cepumn |ISO 11137 BenndvnHa D OTHOCUTCA K A03e pagnaumnn, Heodxoanmoun ans
yMeHblWeHUA nonynaumu B 10 pas (Ha 90 %).

[ISO/TS 11139:20006]

3.9 paspaboTtka (development): JencrBue no co3gaHuto TEXHNYECKUX TpeDoBaHUN.

[ISO/TS 11139:2000]

3.10 TonorpadgpupoBaHue Ao3bl (dose mapping): MamepeHue pacnpegeneHusd A03bl U €e OTKIMOHEHUUN B
Marepuane, oony4eHHOM Npu onpeaeneHHbIX yCroBUsX.

3.11 go3umeTtp (dosimeter): YCTpoUCTBO, UMEIOLLIEE BOCNPOU3BOAUMYIO peaKLuuto Ha paguauuto, KOTopoe
MOXXET ObITb UCNONBb3OBAHO ANA U3MEPEHNSA NOTMOLLEHHON 403bl B JAHHOW CUCTEME.

[ISO/TS 11139:20006]

3.12 posumeTpusa (dosimetry): IamepeHmne nornoLLieHHOU A03bl C MOMOLLILIO AO3UMETPOB.

3.13 onpeaeneHue (establish): PacyeT ¢ nomoLLbO TEOPETUYECKOU OLIEHKU U NOATBEPXKAEHNE IKCNEPU-
MEHTanbHbIM 00Pa30M.

[ISO/TS 11139:2000]

3.14 oTkas (fault): Bbixog oaHoro unu tonee napameTpoB Mnpouecca 3a npeaensl ero/mx ykasaHHoro
aonycka.

[ISO/TS 11139:2000]

3.15 npoaykuusa sgpaBooxpaHeHusa (health care products): MeanunHckue nsgenunsa, Bknoyaa guarHoc-
TUYeCcKne MeauLUmMHCKUE u3agenus in vitro, 1 nekapcTBeHHaa NPoAYKUMA, BKIoYasa onocapmaLueBTUKY.

[ISO/TS 11139:2000]

3.16 atTecTauua yctaHoBsrieHHOro ooopyaosanus, AYO (installation qualification, 1Q): Npouecc nony-

YEHUA U JOKYMEHTUPOBAHUSA A0KA3aTenbCTB, YTO 000pya0OBaHMe NpuobpeTeHo n yCTaHOBNEHO B COOTBETCTBUN
C TEXHUYECKUMU TPEDBOBAHMAMN HA HETO.
[NISO/TS 11139:20086]

3.17 KOHTenHep ana oonyyeHusa (irradiation container): Tapa, B KOTOPOU NPOAYKUNA TPAHCMOPTUPYETCSH
BHYTpPU obny4arens.

[TpumMedyaHUWe—Tapon MOXET OblTb TPAHCMNOPTERP/KPOHLLUTEWH, TENEXKa, NOAAO0H, KOpOOKa, nanneta unu
OPYron KOHTEUHEDP.

3.18 onepaTtop obny4yarena (irradiator operator): KomnaHusa unu nuuo, OTBETCTBEHHOE 3a 00ny4YeHne npo-
OYKLIN.

3.19 makcumanbHO gonycTumMada Ao3a (maximum acceptable dose): [lo3a, ykazaHHad B TEXHUYECKNX
TpeboBaHUAX nNpoLecca B Ka4ecTBe HanbonbLUEN A03bl, KOTOPYIO MOXXHO NPUMEHUTL K onpeaeneHHOU NpoayKLnm
0e3 yxyaLueHus ee 6€30nNacHOCTU, KaYecTBa UMM TEXHUYECKNX XapaKTEePUCTUK.

3.20 meauumnHckoe nusgenue (medical device): MHCTpyMeHT, annapart, NpUuHaaNEXXHOCTb, MaLlUMHa, NPU-
cnocofOneHne, UMNNAHTAT, peareHT unu kanuodparop in vitro, KOMNbIOTEPHAA nNporpamma, Mmatepuan unu apyrou
NoA00OHbIN UK POACTBEHHLIN NPEAMET, NpeaHa3Ha4YeHHbIN NPOU3BOAUTENEM AN MPUMEHEHUSA, OAUH UITN B KOM-
OuHauuun, Ha Yenoseke Anga oaHoOn Unu bonee U3 cneayrownx cneuuanbHbIX LENeun:

- INArHOCTUKK, NpeaoTBpAaLLEHUA, KOHTPONA, NeYeHnsa unm obnerdeHuna 3adboneBaHuns;

- INArHOCTUKKU, KOHTPONA, NeYeHuns, oonerdyeHna nnm KomneHcaumn paHeHNUA/TpaBMbil;

- NCCNeaoBaHuA, 3aMeLleHnd, UISMEHEHUA U COXPaHEeHNa aHaToOMUKU NN PU3N0NoOrM4YecKoro npoLecca;

- COXpAaHeHna 1 noaaepP>KaHuUd XXU3HWU,

- KOHTPONA 3a4aTu4;

- Ae3nHdeKunn MeauLIMHCKUX U3aenuu,

- NpeacraBneHna nHpopmauumn B MeaULMHCKUX LIENSX NOCPeACTBOM in Vitro nccnegoBaHun oopasLoB —
NPOU3BOAHbLIX TEMA YENOBEKA, KOTOPbIE AOCTUrAKOT CBOEro n3HavarnbHO npeaHasHa4YeHHOro AENCTBUSA BHYTPU UK

3
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Ha NOBEPXHOCTU Tena vyenoseka 0e3 npumeHeHua dpapmakonormyeckmux, UMMyHOINorn4eCcknx unum metadbonunyec-
KX cpeacTB, HO MOTyT COMPOBOXAAaTbCA NMPUMEHEHUEM TaKuX CPeacCTB B npouecce padboTbl AN YCUNEHUSA
NEeNCTBUSA.

1ISO 13485]

[TpumMevaHue—OnpeageneHme na ctalgapta ISO 13485 6bIno paspadboTaHo Paboyel rpynnoi o BCEMUPHON
rapmMoHudaunn (GHTF 2002).

3.21 mukpoopraHmn3am (microorganism): CyLLECTBO MUKPOCKOMUYECKUX pa3MEPOB, BKIMOYaa bakrepuun, rpnodl,
NPOCTENLLUE U BUPYCHI.

[MTpunmeyaHune— CneunanbHbll CTaHaapT MOXET He TpeboBaTk AeMOHCTpaUumn ahdhekTUBHOCTU nNpoLecca
CTEPUNU3aLINKN B OTHOLLEHMU NHAKTUBALMKU BCeX hOPM MUKPOOPraHU3MOB, NEPEUNCIEHHbIX B ONpeeneHn Boille, Npu
BanuaauMmn n/unn TekyLweM KOHTPpOoNe npouecca cTepunmaaunm.

[ISO/TS 11139:2000]

3.22 atTectauma aencreyrowero ooopyaosaHua, A O (operational qualification, OQ): INpouecc nony-
YEHUA N JOKYMEHTUPOBAHNA A0KAa3aTenbCTB TOro, YTO YCTAHOBIEHHOE 000pYyA0BaAHUE, AEUCTBYIOLLIEE B COOTBET-
CTBUU C pabovnMm MHCTPYKUMAMU, pabDoTaeT B npeaenax 3agaHHbIX OTKIOHEHUN.

[ISO/TS 11139:20006]

3.23 atTecraumsa akcnnyaTupyemoro ooopyanosanusa, A0 (performance qualification, PQ): INpouecc
Nony4YeHna u 40OKYMEHTUPOBAHUA A0Ka3aTENbCTB TOro, YTO YCTAHOBIEHHOE U 3KCNNyaTUPYyEMOE B COOTBETCTBUN C
PadoOYMMN MHCTPYKLIMAMKU 0DOpyaoBaHUE NOCTOAHHO padoTaeT B COOTBETCTBUU C 3a4aHHBIMU KPUTEPUAMU U MO-
3TOMY BbIMyCKaeT NPOAYKLINIO, OTBEYAIOLLYIO TEXHUYECKUM TPEOOBAHUAM.

[ISO/TS 11139:20006]

3.24 npeaynpexaatowee aencreue (preventive action): lencreme ¢ uenblo yCTpaHEeHUs NpUYnHbI BO3-
MO>XHOTIO HECOOTBETCTBUA UINKN APYron HEXXeNaTENbHON BO3MOXHOWN CUTYaLUMN.

[TpuymMmedyaHNa

1 TTpUYMH BO3IMOXHOIO HECOOTBETCTBUA MOXET OblTb HECKONMBKO.

2 [Npeaynpexgatollee gencTBMe NpeanpuHUMaeTca ANa npegotepalleHna NpoUcLLECTBUA, B TO BPEMSA KaK «KOp-
pPEKTUpyOLLee aencTeme» (CM. 3.7) npeanpuHMMaeTca Ana npegorepalleHUs NMOBTOPEHUA NPOUCLLECTBUA.

[1SO 9000:2005]

3.25 nepBUYHbLIN NnpousBoauTenb (primary manufacturer): J1nuo, oTBETCTBEHHOE 3a NPOEKTUPOBAHNE U
N3roToBMeHne MeaULIMHCKOro N3aenusa, a Takke ero 0e3onacHocTb 1 paboToCnNoCOOHOCTb NPU BbIMYCKE B 00pa-
LLIEHUE.

3.26 npepbiBaHue npouecca (process interruption): NpegHamepeHHaa nnu HenpeagHamMmepeHHasa OCTaHOB-
Ka B npoLiecce o0ny4eHus.

3.2/ napameTp npouecca (process parameter): 3agaHHoe 3Ha4YEeHUE NepeMEeHHON BENMUYNHLI NpoLEecca.

[TpuMeyaHNe—TexHNYEeCcKNe XxapaKTeEPUCTUKN NpoLecca cTepunu3aunmn BktoHatoT B cebsa napameTphl
npoLecca 1 Ux AOMYCKM.

[ISO/TS 11139:20006]

3.28 nepemMeHHada BeJqIMUMHA npoLuecca (process variable): Xapakrepucrtuka npouecca CTepunmu3aumni,
N3MEHEHNE KOTOPOU BIMUAET HA MUKPOOUONMOrM4ecKyto SpPEKTUBHOCTD.

[MTpuMeyaHwne—[lpuMmepamn MOryT CNYXWUTb BPEMS, TEMMNepaTypa, JaBleHne, KOHLUEHTpaLUNs, BIa)XHOCTb,
NJIMHa BOJTHBI.

3.29 KaTteropua oo6paboTKu (processing category): ['pynna pasnnyHbIX NPOAYKTOB, KOTOPbIE MOXHO CTE-
PUNN3oBaThb BMECTE.

[] pPUMEeYaHNE — KaTeFOpVIVI 06pa60T|<v| MOIYT OblTb OCHOBaHbI Ha Tp66OBaHMFIX K COCTaBy, NIMOTHOCTWU UJTK 403¢€.

3.30 npoavkuusa (product): Pesynerar npouecca.

[TpunmMedyaHne—B craHgapTax Ha CTepunu3auuto NPoAYKUUKN SBNSAETCA MaTepuaribHoe TeN0 — ChIPbE,
nonynpoayKTel, cobupaemMble YacTu UMK rotToBas NPOAYKUUS 3[paBOOXpaHEeHUs.

[1ISO 9000:2005]

3.31 cemencTBO npoaykuuun (product family): Npynna un3 pasnu4Hbix BUAOB NPOAYKUNU, KOTOPbIE MOXHO
obnyyarb 0QUHAKOBOI 0301 CTEPUNM3ALIUN.

4
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3.32 NOBTOPHAaA arrectaumua (requalification): [loBTopeHne Yyactu Banuaauumn Cc LLenbio NoATBEPXKAEHUS
BOCMNpPON3BOAMMOU NPUEMINEMOCTU OnpeaeneHHoro npouecca.

[ISO/TS 11139:2000]

3.33 KOMMYHUKauum (services): CHabXkeHne OT BHELLHErO MCTOYHUKA UK OTBOJ,, HEODX0AUMbIE A1 pado-
Tbl 000pPYAOBaAHUA (HANPUMED, SNEKTPOIHEPIUA, BOAA, CXATbIN BO3AYX, KAHaANU3auus).

3.34 TexHu4Yeckue TpeboBaHua (specification): YTBep>kaeHHbIU AOKYMEHT, OroBapmuBaloLLUnin TpeboBaHUA.

3.35 ycTaHaBnuBaThb (specify): OroBapuBaTh B A€TaNAX B YTBEPXXAEHHOM JOKYMEHTE.

[ISO/TS 11139:2006]
3.36 ctepunbHbIn (sterile): CBOOOAHLIN OT XKN3HECMOCOOHbIX MUKPOOPraHM3MOB.

[ISO/TS 11139:2000]
3.37 ctepunbHOCTb (Sterility): OTcyTCcTBUE XKXU3HECTTOCOOHBIX MUKPOOPraHU3MOB.

[TpMMeyYyaHUne—Ha npakTuke HEBO3MOXHO AoKa3aTbk yTBepXAeHUe 00 abCONOTHOM OTCYTCTBUU MUKPOOPra-
HU3MOB (CM. 3.39).

[ISO/TS 11139:2000]
3.38 ypoBeHb CTepUINbHOCTH, YC (sterility assurance level, SAL): BepoaTHOCTb HaxoXXaeHna e AMHUYHOTIO

XXM3HECNOCOOHOro MUKPOOPraHn3ama Ha u3genum nocne CTepunmu3auun.

MTpuMeydyaHune—YC faeT KOMUYECTBEHHYIO XapakTepucTuky, o6bldHO 107° unu 1073, TpUMEHUTENbLHO
K oBecneveHuto ctepunbHocT, YC = 107° nMeeT MeHbLLYO BEMUYUHY, HO NokKasbliBaeT Bonbluee obecrnevyeHne cTepunb-
HocTH, YeM YC = 1073,

[ISO/TS 11139:2006]
3.39 ctepunusaumnsa (sterilization): BannaunposaHHbIn npouecc 0CBOOOXAEHUA NPOAYKLNN OT >KN3HECMO-

COOHbIX MUKPOOPraHM3MOB.

[TpuMeyaHuUe—B npouecce crepunusaumn MUKpoduonorndeckas MHaKTuBaUmMa NOAUYMHAETCA SKCMOHEHLUN-
anbHOMY 3aKOHY, NO3STOMY BbDKMBAEMOCTb MUKpOOpraHMsmMa Ha WHAUBUAYaANTBHOM U3AENUA MOXHO Bblpa3nuTb Yepes
BEPOATHOCTb. XOTA 3Ta BEPOATHOCTb MOXET ObITb CHUXEHA A0 OYEHb Manoro 3HadveHWs, oHa HUKorga He MOXET CHU-
3UTBCA A0 HynAa (cM. 3.38).

[ISO/TS 11139:2006]

3.40 ctepunusyrwwana ao3a (sterilization dose): MMHuManbHaa go3a ana O0CTUXKEHUA YCTAHOBNEHHbIX
TpeOoOBaHUU K CTEPUNBLHOCTI.

3.41 npouecc ctepunu3sauum (sterilization process): NocneaosarenbHOCTb AENCTBU U ONEpPALIMK, HE-
00X04MMbIX ANA AOCTUXXEHNA YCTAHOBIEHHbLIX TPEOOBAHUN K CTEPUITBHOCTM.

[MTpnmMmeyaHune—IlocnegoBaTtenbHOCTL AEACTBUIA BKNOYAET B cedba npegBaputensHyo 06paboTKy NpoayKumm
(Mpy He0BX0AMMOCTK), BbIAEPXKKY B CTEPUNU3YIOLLIEM areHTe Npu onpejeneHHbIX YCNoBusx U nobyro HeobxoanMyto noc-
neayroLwyo obpaboTtky. Npouecc cTepunusauun He BKItoYaeT B cebsa nrobble onepaunm OMUCTKU, Ae3NHAEKLUUN UMK
yMakoBbIBaHUSA, NpeALlUlecTBYHOLINE CTEpUNn3aLmu.

[ISO/TS 11139:2006]

3.42 ctepunusyrowmm areHt (sterilizing agent): Gusunyeckaa nnm xumm4eckas CyLLIHOCTb, NN COYETAHUE
CYLLIHOCTEN, UMEIOLLIas Npu onpeaerneHHbIX yCNnoBUAX MUKPOOULIMAHYIO aKTUBHOCTb, I0CTATOYHYIO A5 AOCTMXKE-
HUA CTEPUNBHOCTMN.

[ISO/TS 11139:2006]

3.43 ucnbiTaHue Ha CTepPUNBbHOCTD (test for sterility): [1poBoagnmMmaa Ha NPOoAYKLUMK TEXHUYECKASA Onepa-
UuA, onpeaeneHHada B odouumnanbHOM doapMakonee, crneayowas 3a BblAEp>XKOM B NPOoLIECCE CTEPUNU3aLni.

[ISO/TS 11139:200606]

3.44 ucnbiTaHue ctepunbHOCTU (test of sterility): TexHnyeckaa onepauund, npoBogMmMasa Kak 4acTb paspa-
OOTKM npouecca crepunusauun, Banuaauum Unum NOBTOPHOU atTectaumm ¢ LENbIO onpeaeneHns NPUCYTCTBUS XU3-
HECNOCOOHbLIX MUKPOOPraHM3MOB HA NPOAYKLUNN UMK €€ YaCTn.

[ISO/TS 11139:2006]

3.45 nepexoagHana go3a (transit dose): [losa, nornoweHHad BO BpeMA NepeMeLleHmna npoaykLummn unm
MCTOYHMKA N3 HEODNYYaeMOro NONOXXeHNA B 00nyyaemoe nim HaobopoT.

3.46 HeonpeneneHHOCTb U3MepeHusa (uncertainty of measurement): ['lapameTp, cBA3aHHbLIU C pe3ynbra-

TOM U3MEPEHUSA, XapaKTEPUIYIOLLMIA ANCTIEPCUIO 3HAYEHUS, KOTOPYHO MOXKHO OTHECTU K U3MEPSAEMON BENNYNHE.
[VIM:1993]
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3.4/ Banuaauud (validation): lokymeHTupoBaHHasa npoueaypa nonyvyeHunsa, permcrtpaumm n UHTEpNpeTauunmn
pe3ynbTaroB, HEOOXoAMMAaA ANAa NOATBEPXKAEHUA TOr0, YTO Ha BbIX0oAe npoLecca dyaet BOCNPOU3BOAUMO MOny-

4aTbCA NPOAYKLMA, COOTBETCTBYIOLLIAA 3apaHee onpeaeneHHbIM TEXHUYECKUM TPEBOBaAHUSAM.
[ISO/TS 11139:2006]

4 dnemMeHTbl CUCTEMbI YNPABJIEHUA KAYeCTBOM

4.1 JokymeHTaUuUA

4.1.1 Npouenypsbl paspadoTku, Banuaauuun, TEKYLLETro KOHTPOMNSA U BbIMyCcKa NPOAYKLIMKM NOCNe CTEPUNM3a-
LN JOJTKHbI ObITb YCTAHOBMEHHI.

4.1.2 TpebyloLumecs cornacHo HaCTOSALLEMY CTAaHAAPTY AOKYMEHTbI M MPOTOKOSbI A0IMKHbI aHANMM3npoBaTh-
C4 U yTBEPXKAAaTbCd HA3HAYEHHbLIM NepcoHanom (cMm. 4.2.1). JokyMeHTbI U NPOTOKONbI A0IMKHbI KOHTPOJIMPOBATLCSH
B COOTBETCTBUU C NPUMEHUMBIMU pasaenamu 1SO 13485.

4.2 OTBEeTCTBEHHOCTb YnpaBrieHUA

4.2.1 JJormkHbl ObITb YCTAHOBMEHbI OTBETCTBEHHOCTb U NEPCOHANNN 3a COOTBETCTBUE TPEeDOBAHUAM HACTOSA-
LLiero craHaapra n nx npumeHeHune. OTBETCTBEHHbLIM A0IMKEH HAa3HAYaTbCA KOMMNETEHTHbLIN NePCOHAan B COOTBET-
CTBUN C NPUMEHUMbIMUK pasgenammn ISO 13485.

4.2.2 Ecnu aencreua no TpedoBaHNAM HACTOALLETrO cTaHaapTa npeanpPUHUMaoTCs opraHM3aunuamMm ¢ coo-
CTBEHHbLIMU CUCTEMAMU YNPaBIEHUA KAYECTBOM, TO OTBETCTBEHHOCTb U MEPCOHANNN Ka)a0u U3 CTOPOH AOJIDKHbI
ObITb YCTAHOBIEHDI.

4.3 Peanusauuda npoaykKuuu

4.3.1 MNpoueaypbl npuodbpeTeHna A0MKHbI ObITb YCTAHOBMEHbLI U COOTBETCTBOBATL MPUMEHUMbIM pa3genam
1ISO 13485.

4.3.2 [Npouenypbl MUAEHTUPUKALMK NPOAYKLIMK U MPOCNEXNBAEMOCTU €€ NPOU3BOACTBA A0 KHbI ObITb YCTa-
HOBJIE€HbI U COOTBETCTBOBATbL NPUMMEHUMBIM pasgenam 1SO 13485.

4.3.3 Cncrema, COOTBETCTBYOLLAA NPUMEHUMbIM pasaenam 1ISO 13485 unn ISO 10012-1, gormkHa ObITb
yCTaHOBIEHA ANA KanuOpoBKKN BCero o00pyao0BaHus, B TOM Yncne npndopoBs AN UCMNbITAHUIA COrnacHo TpeboBa-
HUAM HACTOALLEro cTaHaapTa.

4.3.4 [losanmeTpusa, npumeHsaemas npu paspadboTke, Banuaaunumn u TekyLLeM KOHTPONE npoLecca Ctepunmaa-
LUnn, JormkHa obecneymnBarb €AMHCTBO U3MEPEHUN, BMIMOTb A0 HALMOHAIIbHOTO UIMN MEXKAYHAPOAHOro 3TanoHOB, U
MUMETb U3BECTHbLIM YPOBEHb HEONPEAENEHHOCTU USMEPEHUMN.

4.4 NamepeHue, aHanu3 v UCnpasBneHuve. YnpaBrieHMe HeCOOTBETCTBYHOLEN NPOOAYKLIMEN

[1poueaypbl KOHTPOMNA NPOAYKUMK, NMPU3HAHHOW HECOOTBETCTBYIOLLIEN, A TAKXKE NPoLUEeaypbl KOPPEKLUUU, KOP-
PDEKTUPYIOLLIETO N NpeaynpeXxaatoLlero AeNCTBUs 40IMKHbI ObITb YCTAHOBIEHbI U COOTBETCTBOBATL MPUMEHUMbIM
pasgenam SO 13485.

5 CocTtaBrneHue TexHNYeCKUX TpedboBaHUN Ha CTEPUNU3YIOWLUN areHT

5.1 Ctepunusyrowmmn areHT

5.1.1 JomxkeH ObITb YCTAHOBNEH TUN pagnaummn and npUMeEHEHUA B CTEPUNU3aLMoOHHON 0bpaboTke.

5.1.2 1na 3nekTpoHOB UMW PEHTIEHOBCKUX NyYen AO0IMKEH ObITb YCTAHOBIIEH YPOBEHb SHEPTUN INEKTPOH-
HOro ny4ka. Ecnm ypoBeHb aHeprum anekTpoHoB npeBbillaeT 10 MaB nnm ypoBeHb 9neKTpoHOB ANA reHepUpoBa-
HUA PEHTIEHOBCKUX Ny4ven npesbitaeT 5 MaB, gomkHa ObITb NpoBeAeHa oLleHKa BO3HUKHOBEHNA HAaBE4EHHOW
PaaM0aKTUBHOCTU NMpoayKuMKn. Pe3ynbrar oueHKU 1 000CHOBAHUE MPUHATBLIX PELLUEHUA A0IMKHbI ObITb JOKYMEHTU-
POBAaHbI.

5.2 MukpobouunaHada appeKTUBHOCTDb

PagnaumMoHHasa nHakTuBauusa MMKPOOPraHM3MOB U NPUMEHEHUE paanaummn B npoLieccax CtTepunu3aasmnm Bce-
CTOPOHHE OCBELLEHBI B nuTepartype. N3 nuteparypbl MOXKHO NOYEPIHYTb 3HAHUSA TOTO, KAKUM 00pa3oM nepeMeH-
Hbl€ BENMMYNHBI NPOLIECCA BNUAIOT HA MUKPOOMONOrM4ecKkyo MHaKTuBauuio. Hactoawmin ctaHaapT HE COAEPHUT
TpeboBaHUI CCbINOK Ha Takue obLume nceneaoBaHmus MMKPOOUONOrnyeckom MHaKTUBaLUN.
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5.3 BnuaHue matepuanos

BrnnaHue pagmauum Ha LULMPOKUIN CNEKTP MaTepuUanoB, NPUMEHAEMbIX ANA N3roToOBNEHNA MEAULIMHCKNX N3-
ern, BCECTOPOHHE U3YYEHO, U UTOrOBas AOKYMEHTAaLMA HE0OXoauMa TEM, KTO 3aHMMAETCH NPOEKTUPOBAHNEM U
pa3padoTKoOn MeaULIMHCKUX N3AENUN, CTEPUNN3YEMBbIX paanaunoHHbIM CMOCODOM. HacToALMI CTaHAAaPT HE Tpe-
OyeT npoBeaeEHUA UCcneaoBaHMK o BNUAHUIO HA MaTepuansl, HO TPebyeT npoBeaeHUe nccrneaoBaHnim No BIINS-
HUIO paguauunun Ha NpPoayKuuto (CMm. 8.1).

5.4 Bonpocbl OXpaHbl OKpYyXallen cpeabl

[omkHa BbITh NpoBEAEHA OLEHKA NOTEHUNANBHOTO BNMAHUSA paboTbl YCTAHOBKW paanauuoHHON CTEPUNN3a-
LIMK Ha OKPY>KAIOLLIYIO Cpeay, a Takke NepedmMcrneHsl MepPbI NO ee 3aluuTe. Takasa OUueHKa, BKITIOYaoLWas noTeHLUn-
anbHOE yaapHoe BO3AeNCTBUE (ECIM OHO BO3MOXKHO), AOJHKHA ObITb JOKYMEHTUPOBAHA, 8 Mepbl NPeaoTBpaLLe-
HUA (eCNKU OHKW onNpeaeneHbl) A0MKHbI ObITb YCTAHOBNEHBLI U BBEAEHLI B ENCTBUE.

6 CocTaBrieHMe TeXHUYECKUX TpedboBaHMN Ha npoLuecc u obopyaoBaHue

6.1 Npouecc

[1omxHbI ObITb NEPEYNUCNEHBI NEPEMEHHBIE BEMUYNHBLI NPOLIECCA U YCTAHOBIEHbI CPEACTBA TEKYLLIETO KOHT-
POIIA U YNPaBNEHUA UMI.

6.2 ObopyaoBaHue

6.2.1 JomKHbl ObITb YCTAHOBIEHbLI 00Ny4YaTenb N METO/ ero paboTel. TexHun4yeckmne TpeboBaHuda Ha obny4ya-
TEenb, NPU HEOOXOAUMOCTU, AOIMKHbI aHanu3npoBaTbca (CM. 12.5.1) n xpaHUTLCA B TEYEHUE BCEro CPoOKa ero
cyLlectsoBaHud (CMm. 4.1.2).

6.2.2 lcnonb3yemoe aAngd ynpasreHusa U/mnm TekyLlero KOHTpons npoecca nporpammHoe obecneyeHmne
[IOIMKHO ObITb NOArOTOBIIEHO B COOTBETCTBUM C CUCTEMON YNPaBIIEHUA KAYECTBOM, NPeA0oCTaBAAOLLEN JOKYMEH-
TUPOBAHHOE NOATBEPXKAEHWNE TOrO, YTO NporpamMmMHoOe odbecnevyeHne oTBe4vaeT NPOEKTHLIM 3aa4am.

6.2.3 TexHuyeckne TpeboBaHUA AnNga ramma-oonydvarenem AOMKHbl BKMOYATb, NO MEHbLLUEW MEpPE,
cneayroLlee:

a) HaMMeHoBaHWe obny4yarens U ero XapakTepPUCTUKMU;

D) TMN paguoHyKknuaa, ero akTMBHOCTb U T€EOMETPUIO FaMMAa-UCTOYHUKA,

C) NnaH NoMeLLeHNs, BKIoYas pacnonoxXxeHune obnyyarens;

d) mepbl, npegnpuHUMaemMble ANa pasaeneHns Heodnyd4eHHon n oonyvyeHHon npoaykummn (cm. 10.3 n 10.4);

€) KOHCTPYKLUUIO U onucaHue paboTbl BCEX AEUCTBYIOLLUX COBMECTHO C 00ny4vyaTtenem KOHBEUEPHbIX CUCTEM;

f) onncaHmne KOHBEUEPHOU NMUHUU (MUHUIN) U Anana3oH €€ (UX) CKOPOCTEMN;

g) pasmMepsbl, Marepuarnbsl 1 0COOEHHOCTU KOHCTPYKUMN KOHTENHEPOB AN 00NnyYeHUs;

h) cnoco® ynpaesneHnsa obnyyarenem n BCeMu 4€UCTBYHOLLUUMMU COBMECTHO C HUM KOHBEWEPHBLIMWU CUCTEMA-
MU, a TaKXKe nx o0CnyxuBaHus;

) cpeacTBa MHAUKALUMKU NONOXXEHNA raMMa-UCTOYHUKA,;

|) cpeAacTBa Bo3Bpara raMmma-ucrtovHMKa B NONOXKEHUE XpaHEHUA U aBTOMAaTUYECKOTo NpeKpaLLeHUAa JBUXe-
HMUA KOHBENEpa Npu oTKase Taumepa ynpaBrieH1Us npoueccom Unm KOHBeEMEepPHOU CUCTEMOMN,

K) cpeacrBa BO3BpaTa raMmMa-uCTOuMHUKA B MONOXEHUE XPaHEHUSA U aBTOMATUYECKOrO NpeKkpaLleHna ABUXKE-
HUA KOHBEUEpPA Unu cpeacTtea naeHTudunkaumm nogsepriencd pagunaumm npoaykuumn, ecnm raMma-ucTovHMK Ha-
XOAUTCHA HE B npeaHa3Ha4YeHHOM MECTE.

6.2.4 TexHn4yeckue TpedoBaHnsa AN odnydyarenen ¢ ANeKTPOHHbIM My4YKOM AOIMKHbI BKITHOYaTb, MO MEHbLLUEN
Mepe, cneaytoLlee:

a) HanMeHoBaHWe obny4yarensa U ero XapakTepPUCTUKMU;

D) XapaKTepUCTUKN SNEKTPOHHOIO NyyKa (3HEPIrnto INEKTPOHOB U, ECNKU 3TO NPUMEHUMO, CPEAHNIN TOK Ny4Ka,
LLUMPUHY N PABHOMEPHOCTL CKAHUPOBAHUA);

C) NnaH NnoMeLUeHns, BKIo4as pacnonoxXxeHune obnyyarens;

d) mepbl, npegnpuHUMaeMble ANa pasaeneHns Heobnyv4eHHon n oonyveHHon npoaykummn (cm. 10.3 n 10.4);

€) KOHCTPYKLUUIO U onnucaHue paboTbl BCEX AEUCTBYIOLLNX COBMECTHO C 00ny4yaTtenem KOHBEUEPHbIX CUCTEM;

f) onncaHmne KOHBEUEPHOU NMMHUU (NMUHUI) U Anana3oH €€ (MX) CKOPOCTEMN;

g) pasmMepsbl, Marepuarnbsl n 0COOEHHOCTU KOHCTPYKUUN KOHTENHEPOB AN 00ny4YeHus;

h) cnoco® ynpaesneHnsa obnyyarenem n BCEMU 4€UCTBYHOLLUUMMU COBMECTHO C HUM KOHBEWEPHBLIMW CUCTEMA-
MU, a TaKKe X 00CNy>kMBaHUA;
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) cpeacTea nHankKauum paboTbl Ny4yka nu KOHBENEPA;

]) cpeacTBa aBTOMAaTU4YECKOro npekpawleHmnsa obnyvyeHumnsa npm niobomM oTkase KOHBenepa, BnMsoLLEM Ha
403y,

K) cpeacrtBa npekpaLleHna ABUXXeHUA KOHBENEPaA UK CpeacTBa naeHTudukaumm nogasepriencsd pagnaumm
npoayKUMKU NPY BO3HUKHOBEHUK NOOOro oTKasa B NMy4dKe.

6.2.5 TexHn4yeckune TpedboBaHuUs ANd PeHTreHOBCKUX obnyyarenen 40mKHbl BKMOYaTb, N0 MEHbLLUEN MEPE,
cneaytoLlee:

a) HauMeHoBaHWe obnyyarens u ero XapakrepPUCTUKMU;

D) XapakTepPUCTUKN INEKTPOHHOIO ny4yka (SHEPruto 3aNeKTPOHOB UM PEHTIEHOBCKUX NMy4YEN U, ECIN 3TO NPU-
MEHMMO, CPeaHUN TOK Ny4Ka, LUWPUHY N PABHOMEPHOCTb CKAHUPOBAaHUA);

C) pasMepsbl, Matepuarnbl U 0COOEHHOCTU KOHCTPYKLIMU PEHTIEHOBCKOIO KOHBEPTOPA;

d) nnaH noMmeLleHuns, BKovaa pacnonoxeHne obny4yarens;

e) Mepbl, NpeanpuHMMaemMble And pasgeneHna Heoodny4YeHHon n oobny4veHHoun npoaykumm (CM. 10.3 n 10.4);

f) KOHCTPYKUUIO 1 onnucaHune paboTbl BCEX AENCTBYIOLLIMX COBMECTHO C 00ny4yarenem KOHBEUEPHbLIX CUCTEM;

d) onncaHmne KOHBEUEPHOU NUHUK (NMMHUKW) U AMana3oH €€ (MX) CKOPOCTEMN;

h) pasmepsbl, Marepuanbl U 0COODEHHOCTN KOHCTPYKLIMU KOHTENHEPOB AN 00NyYeHns;

) cnoco0 ynpasneHusa obnyyarenem u BCEMU 4ENCTBYIOLLMMWU COBMECTHO C HUM KOHBEMNEPHbLIMU CUCTEMA-
MU, a TaKXe X 00CINy>XMBaHUA;

) cpeacTBa MHAMKALUMK paboTbl Ny4Yka U KOHBEUEPA;

K) cpeacTtBa aBTOMaTUYECKOro npekpawleHna obnyvyeHmnsa npu nobomM oTKkase KoHBenepa, BAUAIOLLEM HA
403y,

M) cpeacTBa NpeKpaLleHnda ABUXKEHUA KOHBENEPA UMK cpeacTBa MAEHTUPUKALIMKM NoABEPrLIenca paguna-
LMW NPOAYKUMUKN NMPU BOSHUKHOBEHUN NIOOOro 0TKasa B My4dke.

7 OnpepeneHve npoayKuun

7.1 Mpoaykuua, npegHasHavYeHHasa Ang CTepunuaaumm, BKNo4Yas yrnakoBoyHble MaTepuansl, 40mkHa ObIThb
yCTAHOBIEHA.

7.2 omkHbl ObITb YCTAHOBNEHBI U3BMEHEHUSA B NPOAYKLWN, €€ YNAKOBKE UMK B NONOXXEHUU MPOAYKLINU BHYT-
pU ynakoBku (cMm. 12.5.2).

/.3 lomkHa ObITb YCTAHOBINEHA U BBEAEHA B 1ENCTBUE cUCTEMA, 0DecnevymnBatoLasa KOHTPOb COCTOAHUS
npoAyKUMKn, NnpeaocTaBneHHoON Ansg crepunusagymmn, B TOM YUcne ee OMoHarpysku, YToobl apdPeKTUBHOCTbL NPOLIEC-

ca ctepunusauum He morna ObITb yxyaLueHa. SPPeKTUBHOCTb CUCTEMbI A0MKHA ObITb NOKasaHa, 1 A0KHA BKITHO-
yaTb onpeaeneHue buoHarpy3ku B cootsetcteBun ¢ 1ISO11737-1.

/.4 Ecnu TpedbyeTcHa yCTAHOBUTb CTEPUNMUIYIOLLYIO A03Y ANA CEMENCTBA NPOAYKUMK, TO AOTKHbI BbIMOI-
HATbCA TPEOOBaAHNSA K CEMEUCTBY NPOAYKUUK, npuBeaeHHble B ISO 11137-2, pasaene 4.

7.5 Ecnn anga ueneun Tekywen oopaboTkn HeodXoAUMMO NPUMEHUTb KATEroputo 00paboTKn, TO AOIMKHA ObITb
npoBeaeHa oLeHKa NpoayKLnumM Ha COOTBETCTBUE AOKYMEHTUPOBAHHLIM KPUTEPUAM U MPUHATO PELLEHNE, A0IMKHA
N NPOAYKUMSA ObITb BKITIOYEHA B KATEroputo 00padboTkn. OueHKa omKkHa BKNOYaTb PACCMOTPEHUE NepeMEHHbIX
napameTpoB, CBA3AHHbLIX C NPOAYKLUMUEN U BNUAIOLLMX HA HEODXOAUMYIO A03Y U HA TEXHUYECKUE TpeboBaHUA
0bpadoTKn. BbiBOALI NPOBEAEHHOW OLIEHKU AO0JMKHbI ObITb AOKYMEHTUPOBAHLI (CM. 4.1.2).

7.6 [lepunoanyeckn AOmMKEH NPOBOAUTLCA aHANU3 KPUTEPUEB OLUEHKU MPOoAYyKLUUKW ANA BKIMIOYEHUSA €€ B KaTe-
roputo 00padoTKN N KpUTEPUEB OLIEHKU TPYMNbI MPOAYKLIMK, COCTaBNAOLLEN KaTeropmnto o0opadboTkn. BbiBOALI TAKO-
ro aHanusa goJmKHbl ObITb AOKYMEHTUPOBAaHbI (CM. 4.1.2).

8 OnpepeneHue npouecca

8.1 OnpepgeneHmne makCuMmanbHO AONYCTUMOU 403 bl

8.1.1 lna npoaykumun AormkHa ObITb onpegeneHa makcumarnbHaa gonyctumas gosa. 'ocne oopaboTku Mak-
CUManbHO AONMYCTUMOM A030W1, NPOAYKUMSA A0IMKHA COOTBETCTBOBATb YCTAHOBNEHHbIM PYHKLIMOHANbHbIM TPE00-
BAHUAM Ha NPOTA>KEHUW BCErO ONpeaeneHHOro cpoka Crny>obi.

8.1.2 'lpn onpeaeneHnn makCumMmanbHO JONMyCTUMOW A03bl HEODX0ANMMO 0DecneynTsb:

a) MNPUBIIEYEHUE Yy4YpeXaeHUa, CnOCOOHOro MnPOU3BECTU OLIEHKY MPOAYKLUMW C TOYKM 3PEHUA €€
Ha3Ha4YeHuq;

b) penpe3eHTaTUBHOCTL NPOAYKLUNUN — ee COOTBETCTBUE TON, KoTOpas dyaet o6padarbiBaTbCA B TEKYLLEM
npouecce;
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C) COOTBETCTBYIOLLUWA UCTOUHUK paanaumnmn, crioCoOOHbIN reOMETPUYECKN N KONTMYECTBEHHO TOYHO 0becne-
YnuTb TPpedbyemyto Ao3y (CM. 8.4.1).

8.2 OnpeneneHue cTepuUNU3yioLWeun A03bli

8.2.1 lna npoaykuun gormkHa ObITb onpeaeneHa CtTepunuayioLLliasa ao3a.

8.2.2 [lna onpeaeneHna ctTepunmaytoen A03bl NPUMEHAETCA OAUH U3 ABYX NOAXO0A0B:

a) MNony4aloT AaHHblE MO KONMYECTBY OMOHArpy3kmn U/mnu ee ycton4mBoCTuU K paamnaumm n UCNOnNb3yoT UX
Ana onpeaeneHna CTepUnuaytoLLlen ao3bl.

[TpumMedyaHNe— Metoabl onpeaeneHna CTepunuayrolLen 4o3bl U YCNOBUA, NPU KOTOPLIX OHU NMPUMEHUMBI,
npuBedeHbl B NyHKTe 6.1 1SO 11137-2;

D) cTepunuaytoLLyio 403y BbIOMpatoT n3 3HayveHum 25 unn 15 kl'p n odbocHoBbIBAtOT BbIOOP. [1pn 0O00CHOBA-
HUU BbIOPAHHOW A03bl NEPBUYHbLIN NPOU3BOAUTENL A0INKEH UMETL 0Ka3aTENbCTBA TOro, YTO OHA CNocobHa 0bec-
NeYnTb JOCTUXKEHNE YCTAHOBIEHHbLIX TPeOOBaAHNN K CTEPUINBbHOCTU (CM. 1.2.2).

NMpuMeyvyaHune —Meronbl VD 2° U VDo '° 060CHOBAHUS CTEPUNU3YIOLLEN [03bl U YCIIOBUS, MPU KOTOPLIX
OHU NPUMEHUMBI, NpuBedeHbl B nogpasgene 6.2 |1SO 11137-2. 5T MeToAbl HanpaBreHbl Ha AOCTUXEHUE YPOBHA
cTepunsHoctn 107°.

8.2.3 [lpn onpeaeneHnun crepunnayoLien 4o3bl HE0OXoaANMMO 0DecneYmnTb:

a) NpuBreYeHne KOMNEeTEHTHOU MUKPOOKNONornyeckon naboparopumn ansd npoBeaeHusa n3mepeHnn dnoHar-
py3kn B cooTBeTCTBUU C |SO 11737-1 n ucnbiTaHUN CTEPUNBHOCTU B COOTBETCTBUU C |1SO 11737-2;

D) penpe3eHTaTUBHOCTbL MNPOAYKLUN — €€ COOTBETCTBUE TOWU, KOTOpada OyaeT obpabaTbiBaTLCA B TEKYLLEM
npouecce;

C) COOTBETCTBYIOLLIMN UCTOYHUK paanauumn, CnoCoOHbIN rEOMETPUYECKN N KONMYECTBEHHO TOYHO 0DecneYnTb
Tpebyemyto o3y (cMm. 8.4.2).

[TpumedyaHune—PykoBogcTBo No JO3MMETPUYECKUM BoNpocaM pagnatuoHHON cTepunusaumn MoXXHO HauTu
B ISO 11137-3.

8.3 YcTaHOBNeHne MmakCumMaribHO A0NYCTUMOU O03bl U CTEPUNTU3YIOLLEN A03 bl

MakcumMmanbHO A0oNyCTUMAasA A403a U CTEPUNU3YIOLLIASA 403a ANd NpoAYKUUKN AO0IHKHbI ObITh YCTAHOBIEHLI B
OOKYMEHTaLMW.

8.4 lNepeHOC 3HAYEHUN MAKCUMArIbHO AONYCTUMOW, MPOBEPOYHOU U CTEPUNU3YIOLLEN A03bl
C OAHOro UICTOYHUKa OONny4YeHuUa Ha gpyrou

8.4.1 NlepeHOC 3HAYEHUN MAKCUMASIBHO AONYCTUMOU AO03bl

[1pn nepeHoce 3Ha4YEeHUA MaKkCUMarnbHO A0NMYCTUMOUN A03bl HA UCTOYHUK, OTNHUYaIOLLMUCA OT TOT0, Ha KOTO-
POM A03a Oblna onpeaeneHa nepeBoHavarnsHo, A0mMkHa ObITh NPOBEAEHA OLUEHKA pa3nuyinun napamMeTpoB obny4e-
HWUA 3TUX ABYX UICTOYHUKOB, NOKa3bIiBaIOLLAA, UTO 3TU Pa3nMyns He BNUAKOT HA 000CHOBAHHOCTb A03bl. OLEeHKa U
BbIBO bl 4OIMKHbI ObITb JOKYMEHTUPOBAHbLI (CM. 4.1.2).

8.4.2 NlepeHOC 3HAYE€HUN NPOBEPOYHOUN O03bl UITU CTEPUNU3YIOLLEN O03bl

8.4.2.1 ['lepeHoc 3Ha4YeHUN NPOBEPOYHON A03bl UM CTEPUNMN3YIOLLEN A03bl HA UCTOYHUK, OTNUYaOLLMUCA OT
TOr0, Ha KOTOPOM A03a Oblna onpeaeneHa nepsoHa4vanbHO, A0NYCKAETCA TOMNMbLKO B Cny4asax, koraa:

a) Nony4eHbl AaHHble, NOKa3biBatloLLUe, YTO pasnnynsa B pabodymx napamMmeTpax aByx UCTOYHUKOB 00Nny4YeHuns
HEe BINUAIOT HA MUKPOOULIMAHYIO 3 EKTUBHOCTD;

D) npuMeHUMbI ycrnosud 8.4.2.2unn d.4.2.3.

8.4.2.2 [ina npoaykUuuKn, HE coagep>kaLluen Boay B XXUAKOM COCTOAHUU, NEPEHOC 3HAYEHUN NPOBEPOYHON
N03bl UNN CTEPUNU3YIOLLEN A03bl AONYCKAETCA:

a) C OIHOro raMmmMma-oony4yarens Ha gpyrou;

D) C 0QHOro reHeparTopa 3NEeKTPOHHOro ny4ya Ha 4pyrou;

C) C OQHOro reHeparopa PeHTreHOBCKMUX NTy4en Ha APYyrou.

8.4.2.3 [lna npoaykuun, coaepxaLlien sogy B XMAKOM COCTOAHUU, MEPEHOC 3HAYEHUIN NMPOBEPOYHOU 403bl
NN CTEPUNU3YIOLLIEN A03bl AOMYCKAETCA:

a) C 0AHOro raMmma-odnyyarens Ha 4pyrou;
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b) C 04HOro reHeparopa aneKTPOHHOro nyya Ha APYrov Npu yCnoBuu, YTo OHW paboTaroT Npu 0ANHAKOBLIX
napameTpax;

C) C OAHOr0 reHeparopa peHTreHOBCKUX NyYen Ha APYron Npu yCnoBun, YTo OHU padoTatoT Npu 0ANHAKO-
BbIX MapamMmeTpax.

9 Banupauusn

9.1 ATTecTauusa yCTaHOBJIEHHOro o6opyaoBaHuUA

9.1.1 Inga obny4yaTtensa n cB43aHHOW C HUM KOHBEWEPHOW CUCTEMbI AOIMKHbI ObITb YCTAHOBMEHLI pabo4une
npoueayps.l.

9.1.2 ObopyaosaHune anga oopadoTku U BCoMoratenbHoe 00opyaoBaHme, BKNoYasa HE0OX0AMMOE NporpamMm-
HOe obecneyeHne, A0IMKHbI ObITb UCMbITAHbI C LENbIO NOATBEPXAEHNA UX PA00TbI B COOTBETCTBUN C MPOEKTHLIMY
xapakrepuctnkamu. Metoabl UCnbITaHUA 1 Pe3ynbraThbl A0MKHbI ObITb JOKYMEHTUPOBAHLI (CM. 4.1.2).

9.1.3 JTioOble U3MeHeHUs, BHECEHHbIE B 00my4aTenb BO BPpEMSA MOHTAXA, AO0IMKHbI ObITb JOKYMEHTUPOBAHDI
(CM.6.2.1).

9.1.4 [1na ramma-oony4arens A0mKHbl ObITb JOKYMEHTUPOBAHbI aKTUBHOCTb MCTOMHMKA N ONUCaHNE pacmno-
NOXXeHUA 0TAENbHbLIX KOMMOHEHTOB UCTOYHUKA (CM. 4.1.2).

9.1.5 [Ina anekTpoHHOro obny4yarensa A0IMKHbl ObITb AOKYMEHTUPOBAHbLI XapakTEPUCTUKN My4dKa (3HEep-
'MA 3NEKTPOHOB, CPEAHUMN TOK MydKa, a Takke LUMpuHa u 0ogHOPOAHOCTb CKaAHUPOBaHUA, rae STo NPUMEHUMO,
cM. 4.1.2).

9.1.6 Inga peHTreHoBCKOro obnyyarens 40mkHbl ObITb JOKYMEHTUPOBAHbI XapaKTEPUCTUKN NMy4Ka (SHeprus
ANEKTPOHOB UMW PEHTIEHOBCKUX NMy4YEN, CPeAHUU TOK Ny4Ka, a TaKkkKe LuMpuHa u 0oqHOPOAHOCTb CKAHUPOBAHUA, Tae
3TO NPUMEHUMO, CM. 4.1.2).

9.2 ATTecTauusa AencTByrowWwero ooopyaoBaHus

9.2.1Nepeg npoBeaeHneM atrecrauumn gencreytolero ooopygosanHusa (AQO) gomkHa ObITb NOATBEPXKAEHA
KanndpoBKa BCeEX NPUOOPOB, B TOM YUCHe NpudopoB ANS UCNbITAHUW, NPUMEHAEMbIX ANA TEKYLLEro KOHTPONS,
ynpaBneHna, UHaQuKauuun n pernctpaumm (cm. 4.3.3).

9.2.2 AI1O aomkHa BbINMONHATLCA MyTEM 00NTy4YEHUA TOMOreHHOro Martepuana, penpe3eHTaTuBHOro no OTHO-
LLUEHUIO K CTEPUNU3YEMON NPOAYKLIMU, C LIENBIO MOKa3aTh, YTO 000pyaoBaHMeE obecneymnBaeT Tpedyembin guana-
30H A03bl ANA NPOBEAEHUSA YCTAHOBIEHHOIO NpoLecca crepunusauun (cMm. pasaen 8). AlO aomkHa nokasaTth, UTO
obny4yarenbs nocne 3aBepLUeHns MOHTaXka cnocobeH paborarb M obecnevnBarb COOTBETCTBYIOLLIME A03bl B Npeae-
nax yCTaHOBMNMEHHbLIX KPUTEPUEB NPUEMMNEMOCTMN.

9.2.3 [1ng onncaHusa odbny4vaTtens ¢ TO4ku 3peHNUA NPOCTPAHCTBEHHOIO pacrnpeaeneHus 4o3bl (cM. 9.2.4) n ee
HEepPaBHOMEPHOCTHU (CM. 9.2.5) AOMKHO BbINOJIHATLCA TONOrpadmnposaHne A03bl.

[TpuMedaHUe—PykoBOACTBO NO TonorpagupoBaHuto o3kl npuBeaeHo B ISO 11137-3.

9.2.4 TonorpadupoBaHue J03bl 40IMKHO BbIMONMHATLCA C UCNONMb30BAHMEM KOHTEMHEPA ANndA 00ry4eHuns, 3a-
NONMHEHHOro 04HOPOAHbLIM MO NIIOTHOCTU MaTepuanom A0 BEPXHEro npeaena cornacHo NPOeKTHON AOKYMEHTAaLUN.
B KOHTENHEpPE ANnA onpeaeneHns 403bl B TOUKAX HA pa3nnyHbIX onpeaeneHHbiX rmyounHax BHYyTpU matepuana
OOJDKHbI NPUMEHATLCA J03UMETPbI.

TonorpadupoBaHue 403bl AOIMKHO BbINONHATLCA NPU 3PPEKTUBHOU UMUTALNN MONMHOCTLIO 3arpy>XeHHOro
obny4yarens, Ang 3Toro B obny4varene ycraHaBnmMBaloT 4OCTATOMHOE KONMYECTBO KOHTEMHEPOB, 3aMNONMHEHHbIX 40
BEPXHETO Npeaena TeM Xe Mmarepuanom, Yto n KOHTEUHEP C A03UMETPaAMM.

9.2.5 KonnyectBo KOHTEMNHEPOB, NPUMEHAEMBbIX ArdA TonorpadomnpoBaHns A03bl, 4OIMKHO ObITb 4OCTATOYHbIM
ONA BbIABNEHUA pacnpeaeneHna n HepaBHOMEPHOCTU A03bl MEXAY KOHTENHEPAMMN.

9.2.6 Ecnu ana obpaboTkn npoayKUMnU NpUMEHAI0T bonee oaHOro KOHBEUEPHOro MapLUpyTa, TO Tonorpadu-
POBaHME [03bl AOIMKHO ObITb BbIMOJHEHO ANA KAXA0ro MmapLupyra.

9.2.7 BnuaHue npepbiBaHUA NpoLiecca Ha 403y A0IMKHO ObITb onpeaerneHo n AOKYMEHTUPOBAHO (CM. 4.1.2).

9.2.8 [lokymeHTauuna no tonorpadupoBaHmio 403bl A0SHKHA BKIOYATL B CE0A onncaHne KOHTENHEPOB AN
obnyyvyeHunsa, padbounx napameTpoB odnyyarens, UCNofb30BaHHbIX MaTepnanos, U3AMePEHUN A03bl U cAENaHHbIX
BbIBOAOB (CM. 4.1.2).

9.2.9 [Ina ramma-obny4yatenen AomkHa OblTb onpeaeneHa B3anMoCBA3b MEXy YCTAaHOBKOW TanMepa,
CKOPOCTbIO KOHBENEPA U J030M.

9.2.10 [1nga anekTpoHHO-NYYEBLIX U PEHTIEHOBCKMX 00ny4varenemn OTKIOHEHUS XapakTepucTuk nyya (cm. 9.1.5
nnun 9.1.6) Bo Bpem4a TonorpaduposaHua 403bl AO0MKHbI ObITb B Npeaenax 40nycKkoB TEXHUYECKUX XapaKTePUCTUK
obny4yartena (CM.6.2.4 unn 6.2.5).
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9.2.11 [1na aneKTPpOHHO-Iy4YEeBbIX U PEHTIEHOBCKMUX obnyyareneun 4omkHa ObITb onpeaeneHa B3anMOCBA3b
MEXAY XapakTepuctukamu nyya (cm. 9.1.5u1 9.1.6), CKOpoCTbI0 KOHBEUEPA U J030M.

9.3 ATTecTauusa akcnnayaTupyemMmoro ooopyaoBaHus

9.3.1 TonorpadupoBaHne a03bl AOIMKHO ObITb BbINOMTHEHO C UCMONb30BAHMEM NPOAYKLINN, 3arpy>KEHHOU B
KOHTENHEP AN 00ny4YeHUa B COOTBETCTBUUN C YCTAHOBNEHHOW CXEMOM 3arpy3Kkn, YTOObI:

a) onpeaennTb 3Ha4YeHna MakcumManbHON U MMHUManbHOW A03bl U MECTA UX PACNONOXKEHUS;

D) onpeaennTb B3aMMOCBA3b MeXAy MakCuManbHOU/MUHUMANbHOW 40301 M 40301 (J03aMK) B MECTE (MEC-
Tax) TEKYLLEro KOHTpOnN4.

9.3.2 lNpwu atTecrauum akcnnyarmpyemoro obopyaosaHnsa (AS0) AomMKeH ObITb ONMcaH crnocob npenocTas-
NeHnsa NPoAyKUUK Ha cTepunu3auuito. B Hero A4omxHbl BXOAUTD:

a) pasMepbl U NNOTHOCTbL yNaKOBAHHOW MPOAYKLIWK;

D) opueHTaumna NpoaAyKLUMN BHYTPU YNAKOBKM;

C) onnucaHne KoOHTenHepa ans oony4veHusa (ecnm BHYTPKU 00ny4varens UCnonb3yrTCA KOHTEMHEPbI Pas3fnYHbIX
TUNOB);

d) onncaHne KOHBENEPHOro MapLupyTa (ecnm BHYTPpU obny4varens Ucnosnb3yloTcs pa3Hble KOHBEUEPHbIE
MapPLLUPYThI).

9.3.3 TonorpadupoBaHune 403bl AOIMKHO ObITb BLINOITHEHO ANA Ka){Q0M KaTeropumn oobpadboTku (Cm. 7.5).

9.3.4 Ecnn npu TekyLlen obpadoTke HeoOXo0AMMO NCMOMb30BAaTL YACTUYHO 3aNOSIHEHHbIE KOHTEWHEPLI A1
00ny4eHuns, To JOIMKHO ObITb YCTAHOBIEHO U AOKYMEHTUPOBAHO (CM. 4.1.2) BNUAHNE YAaCTUYHOTO 3anOofIHEHUSA Ha:

a) pacnpegeneHne 403bl BHYTPU KOHTENHEPOB ANA 00ny4YeHuns;

D) 403y N ee pacnpeaeneHne B Apyrnx KOHTEMHeEpPax, HaxoaALLIMXca B obnyyarene.

9.3.5 TonorpadmnpoBaHune 403bl AOIMKHO ObITb BbIMOMHEHO C UCMOSIb30BAHUEM PENPE3EHTATUBHbBIX KOHTENHE-
POB ANA 00nyyYeHnsa B 4OCTATOMHOM UX KONMUYECTBE, YTOOLI ONpeaennuTb OTKITOHEHWE 403bl MeXOY KOHTEMHEPaMM.

9.3.6 TonorpadupoBaHne 403bl AOIMKHO ObITb BbINOMHEHO AJA KAXXKA0ro KOHBENEPHOIO MapLLUPyYTa, UCMNOJIb-
3yemMoro aAnsa oopaboTku onpeageneHHon npoayKLnu.

9.3.7 [lna ramma- n peHTreHOBCKUX obnyyarenen tonorpaupoBaHne 403bl 4OIMKHO ObITb BbIMOMHEHO C
Lenbio onpeaeneHua npoaykunm unu kKateropumn oo padoTku (ecrm oHUM NPUMEHAIOTCS), KOTOPbIE MOTYT ObITb 00pa-
OOTaHbl BMECTE C NMPpoAyKLUMen, ¢ KoTopoun npoBoannock TonorpadouposaHue. [omkHoO ObITb onpeaeneHo pacripe-
JeneHne ao3bl B NpoAyKUMK pa3nMyHOUW NMOTHOCTU, HAXoasLWencs B obnyyarene, ¢ Lenbo onpeaeneHusa npoaykx-
LKW, KOTOPYIO MOXKHO 00OpadarbiBaTb BMECTE.

9.3.8 lokymeHTauua no tonorpadonpoBaHnto 403bl AOIMKHA BKIOYaTh B cE0A: OnMcaHMe KOHTEUHEPOB AN
00ny4YeHuna, cxembl 3arpy3kn, KOHBEMEPHOro MapLupyra, pabodmnx napamMeTpoB obnyyarens, USMepeHun 03bl U
cAenaHHbIX BbIBOAOB (CM. 4.1.2).

9.4 AHanu3 u yTBepxXageHue sanuaauumu

9.4.1 NlHdpopmauma, nonyyeHHasa BO BpemMd BCEX BUAOB aTTecTtaumnm (yCTaHOBINEHHOIO, AENCTBYIOLLIETO U
aKcnnyarupyemoro obopynosaHus), A4omkHa ObITb NpoaHanu3nposaHa. BeiBoa no pesynsratamMm aHanusa AormkeH
ObITb JOKYMEHTUPOBAH (CM. 4.1.2).

9.4.2 Ha oCHOBaHWU pacCMOTPEHNA MHCpOpMAaLIMK U ee aHanu3a A0JMKHbI ObITb NOATOTOBMNEHbLI TEXHUYECKUE
XapakTepucTtuku npouecca (cm. 4.1.2).

9.4.3 [Ina ramma-obny4eHna TeXHUYecKkmue XxapakTepUCTUKA npoLiecca A0MKHbI CoaepxaTh:

a) oNnMcaHne ynakoBaHHOM NpoayKuuKn, BKNo4vaa pasmMepsbl, NIOTHOCTb U OPUEHTALUIO NPOAYKLUKU B YNAKOB-
Ke (CM. pasaen 7/, 9.3.2), U ux AoNyCTUMbI€ OTKITOHEHUA;

D) cxemy yKnagku npoaykumMn BHYTPU KOHTEUHEpa Ana obny4vyeHus (cm. 9.3.1);

C) UICNONb3yeMbl€ KOHBENEPHbIE MAPLUPYTLI (CM. 9.3.6);

d) makcumanbHO AONYCTUMYIO A03Y (CM. 8.1);

€) CTEPUNU3VYIOLLYIO A03Y (CM. 8.2);

f) Ana npoaykuun, noaaepxumBaroLLlen poCcT MUKPOOPraHM3MoB, — MakCUManbHbIM UHTEPBAT BPEMEHU MEX-
1y NPOU3BOACTBOM MPOAYKLIMKX U 3aBepLUEHNEM 00MNyYeHUs;

J) TOUKY (TOYKN) TEKYLLETO A03UMETPUYECKOrO KOHTPONA (KOHTPOMBbHbLIE TOUKN);

N) B3aMMOCBA3b MeXXAQy A030U B KOHTPONbHOU TOYKE (TOYKaX) U MUHUMANbHOU U MAKCUMaNbHOWN J03aMU
(CM. 9.3.1);

) ANA NpoayKUMK, KOTopaa A0mKHa NoABEPratbCA MHOMOKpPaTHbIM 3KCNO3NUUAM B paguauMoHHOM Mone, —
BCE HEOOXOAMMbIE UBMEHEHUA €€ OPUEHTALIMKU MEXKAY SKCMO3ULUAMMN.
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9.4.4 [1na 3neKTPOHHO-NY4EBOIo U PEHTIEHOBCKOIo 00Ny4yeHns TEXHUYECKME XapakTepPUCTUKN npoLiecca
OOJKHbI COAEepP>KaTh:

a) onMcaHne ynakoBaHHOW NPOAYKLWK, BKNOYasa pasMepbl, NNOTHOCTb M OPUEHTAaLNIO NPOAYKUNN B YNAKOB-
Ke (CM. pasgen 7/, 9.3.2), U ux 4onyCTUMbI€ OTKITOHEHUA;

D) cxemy yKknaaku npoayKLUnUu BHYTPU KOHTEMHEpPA AN oony4veHus (cm. 9.3.1);

C) UCNOJNb3yEMbI€ KOHBENEPHbIE MAPLLUPYTLI (CM. 9.3.6);

d) MakcumManbHO OMYCTUMYIO A03Y (CM. 8.1);

€) CTEPUNU3YIOLLIYIO A03Y (CM. 8.2);

f) Ana npoaykunn, nogaepxmaaroLLien pOCT MUKPOOPraHM3MOB, — MaKCUManbHbIU UHTEPBAT BPEMEHUN MEXK-
1y NPON3BOACTBOM NPOAYKLIMU N 3aBepLLUEHNEM 00NYy4YEeHUS;

d) TOUKY (TOYKN) TEKYLLETO AO3UMETPUYECKOTO KOHTPONA (KOHTPOTbHbLIE TOYKU);

N) BBAMMOCBA3b MEXXAy 40301 B KOHTPOJNBbHOU TOYKE (TOYKax) U MUHMMAnNbHOU U MAakCcuManbHON A03aMu
(CM. 9.3.1);

) paboune napameTpbl obny4yarend U UX AONyCKM (HanpuMmep, XapakTepucTUKU nyda u CKOPOCTb
KOHBEWEPA);

) ANa npoaykumn, Kotopasa gofmkHa noaseprarbcad MHOTOKpaTHbLIM 3KCNMO3nLUmnam B pagmauuoHHOM none, —
BCE HEOOXOAMMbIE UBMEHEHUSA €€ OPUEHTALIMU MEXKAY SKCMO3IULUAMMN.

10 TeKywinm KOHTPOJNb U ynpaBreHne

10.1 Mpoueaypbl odbpaLueHna ¢ NpoaykUumMen N cCoOXpaHeHUs ee LIenoCTHOCTU nepes, BO BPEMS U NOCNe
00ny4YeHns OMmKHbl ObITb YCTAHOBIIEHDI.

10.2 CnucteMbl cHeTa NpoayKLMn U MPOBEPKU €€ KONMn4ecTBa A0MKHbI OblTb BCTPOEHbI B LIEMNOYKY NOyYe-
HUA, 3arpy3Ku, BbIrPy3KK, obpaLlueHnsa v Bbinycka npoaykumn. Bece pacxoxageHna B KONUMYECTBE AOIMKHbI ObITb
YCTpaHeHbI nepeg 00paboTKON U/NNKN BbIMYyCKOM.

10.3 Heobny4yeHHasa n obny4yeHHas npoaykumna A0mKHbl ObITb pa3aeneHoil.

10.4 YyBCcTBUTENDBHBLIE K 0ONY4YEHUIO BU3yanbHble MHAUKATOPLI HE AOMKHbI NCNONb30BATLCA B KAYECTBE
[10Ka3aTenbCcTBa 4OCTATOMHOWN paanaLnoHHON o0paboTKn Unu B Ka4yecTBe eIMHCTBEHHOIO CPeACcTBa Pas3nMyns
Mexay oony4yeHHON n HeoOny4YeHHON NPOAYKLUMNEN.

10.5 Npoaykumnsa gormKHa 3arpyatbCa B KOHTEWHEP AN 00ny4eHna B COOTBETCTBUUN C TEXHUYECKMMMU Xa-
pakTepucTtukamum npouecca (cM. 9.4.3 unn 9.4 .4).

10.6 Ho3umeTp(bl) AOMKEH(HbI) ObITb NOMELLEH(HbI) B KOHTPOJbHYIO TOYKY (TOYKK) AN TEKYLLEro KOHTPOA.
[locne 0bny4vyeHna nokasaHmsa 4o3MMeETPa(oB) A0HKHbI ObITb UBMEPEHDI, a Pe3ynbTaT AOKYMEHTUPOBAH (CM. 4.1.2)

U NpoaHanu3npoBaH.

10.7 YacToTa ncnonb3oBaHUs 403MMETPOB A0MKHA ObITb AOCTATOMHON ANA TOro, YTOObI ObITh YBEPEHHbIM,
YTO NPOLECC HAX0AUTCHA NOoA KOHTPONEM. ITa YactoTta n ee 060CHOBaHUe AOMKHbI ObITb YCTAHOBMEHDI.

10.8 [Ina ramma — obny4yartenen:

a) yCTaHOBKAa TanmMmepa n/unm ckopocTb KOHBEUEpa A0MKHbI ObITb OTPErynMpoBaHbl C y4eTOM PaaUOHYKNA-
HOro pacnaja B COOTBETCTBUN C AOKYMEHTUPOBAHHOWU NPOoLEAYPOU;

D) AOIMKHbI KOHTPONMMPOBATLCA N AOKYMEHTUPOBATLCA (CM. 4.1.2) NONOXXEHME UCTOYHUKA, YCTAHOBKA TANME-
pa U/MNn cCKOPOCTU KOHBEUEPA U ABUXKEHUE KOHTENHEPOB AN 00ny4YeHus.

10.9 [1na anekTrpoHHO-Ny4YeBbIX U PEHTIEHOBCKUX 0Dny4YaTenen AomKHbl KOHTPONMMPOBAaTbLCA U AOKYMEHTUPO-
BaTbCH (CM. 4.1.2) XxapakTepUCTUKMN INEKTPOHHOrOo nyya (cMm. 9.1.5 1 9.1.6) n ckopoCTb KOHBEUEPA.

10.10 INpn BO3HMKHOBEHUU NMpepbiBAHUA U/UIMN HECOOTBETCTBUA NPOLIECCA OHU A0 KHbI ObITb AOKYMEHTUPO-
BaHbl BMECTE C NOObLIMK NPeANPUHATLIMU AENCTBUAMMU (CM. 4.1.2).

10.11 JJokymeHTauua o paamaumoHHon obpaboTke ormKHa cogep>kaTtb gaTy o0ny4yeHms n UMeTb CBA3b C
OOKyMeHTauuen o naptum (cm. 4.3.2).

11 Bbinyck npoaykuun nocrne crepunu3auum

11.1 MNpexxae Yyem BbINyCTUTb NPOAYKLUMIO MOCHe CTEPUNU3aLmMmn, HeoBxoaMMO BbINONTHUTL BCE cneluanbHble
NepUOANYECKNE UCTLITAHUA, KAaNMOPOBKN, MEPONPUATUSA MO 0DCNY>MBAHUIO U HEOOXOAMMYIO NOBTOPHYIO aTTeCTa-

LU0, a TaKke JOKYMEHTUPOBAThL BbIBOALI (CM. 4.1.2).

11.2 Heobxoaumo yctaHOBUTL NpoLeaypbl aHanu3a AOKyMEeHTaUWUKU U BbINMyCKa NPOAYKLMK NOCIEe CTEPUNNU-
3aumun (cMm. 4.1.2). 3T npoueaypbl 40MKHbI coepxaTb TpeboBaHua (Hanpumep, 9.4.3 n 9.4.4), nossonqatoLumne
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NPU3HaThL NPoLEeCCc cTepunm3altnmn COOTBETCTBYIOLLUUM, C YYETOM HeonpeaeneHHOCTU NU3MEPUTENBHON CUCTEMBI
(cucrem). Ecnn aTn TpedoBaHnUsA HE CODMNMOAEHBI, NPOAYKLWSA A0MKHA ObITb NPU3HAHA HECOOTBETCTBYIOLLEN, U C
HeNn HeoOXxoanmo obpaLlaTbes cornacHo 4.4.

YTOoObI NpoAyKUKA OblNa BbiNyLUEHA KaK CTEPUNbHAaga U NnocTynuna B oopalleHue, MOXeT noTpeboBaThCS
OOMNONHUTENBLHAA AOKYMEHTALMUA O NPOU3BOACTBE U MHCNEKUMUA NPOAYKLIMN COrNAacHO CUCTEME yNpPaBNeHUs Kaye-

CTBOM (CM. |SO 134895).

12 TloppepxaHue 3¢pPeKTUBHOCTU MNMpoLecca

12.1 leMOHCTpaLUunAa coXpaHeHUA 3P MEeKTUBHOCTI
12.1.1 O0Owumne cBeaeHUNA

CoxpaHaoLwasaca 3aPPEKTUBHOCTb YCTAHOBNEHHOW CTEPUNU3YIOLLIEN A03bl A0KHA ObITb MOKa3aHa NyTem
NPOBEAEHUSA:

a) onpegeneHnsa OMoHarpysku ¢ Uerbto KOHTPOIA Kon4yecTtsa MUKPOOPraHM3mMoB, MPUCYTCTBYIOLLUX Ha MPO-
OYKLUWWN, B CPABHEHUN C 3aJaHHbIM KONMMMYECTBOM COrMMacHO TEXHUYECKUM XapaKTEPUCTUKAM;

D) ayanta CcTepunuaylolen A03bl C LENbO KOHTPONSA paanauMoOHHOM YCTOMYMBOCTU OMOHArpy3ku Ha

NPOaYKLINIO.

[TpnuMedyaHUWe— MeToguka npoBeeHUA ayauta cTepunusyrowen aosbl, npueegeHHaa B 1SO 11137-2,
BKITHOYAET PYKOBOACTBO MO onpefeneHuno OUoHarpysKku.

12.1.2 HacToTa onpeaeneHna OMOHArpys3Kku

12.1.2.1 na npoaykuuu co cpeaHen dOnoHarpy3kom He meHee 1,5 MmakcumanbHbIN UHTEPBAN BPEMEHU MEXK-
1y ee onpeaeneHnamm 40mKeH ObITb TPU Mecsaua.

12.1.2.2 lna npoaykuuu co cpeaHen ouoHarpy3kon meHee 1,5 makcmmanbHbI MUHTEPBAN MEXAy ee onpe-
aeneHnamm 4omkeH ObITb TP MecsLa, €Crn:

a) cTepunuaytoLlaga ao3a obina ycraHosneHa no metrogy 2 (cm. 1SO 11137-2);

b) Obina BbiOpaHa ctepunuaytoaa ao3a 25 kl'p (cm. 8.2.2).

12.1.2.3 [Inga npoaykumnm co cpeaHen bnoHarpy3konm meHee 1,5 makcumanbHbIM UHTEPBA MeXay ee ornpe-
aeneHnaMmmn oImKeH ObITb 0AUH MeCAL, ECIN:

a) crepunuayloLlasa gosa obina ycraHosneHa no meroay 1 (cm. 1ISO 11137-2);

b) Obina BbiOpaHa crepunuaytotaa ao3a 15 kl'p (cm. 8.2.2).

12.1.2.4 Ecnu uHTEpPBAan BpeMEHN MeXxay Npon3BoaCTBOM NMapTUKU NPOoAYKUMN NPEBLILLIAET TPU UMK O4UH
MeCSL COOTBETCTBEHHO (CM. 12.1.2.1—12.1.2.3), onpeaeneHne duoHarpys3km 4omKHO NPOBOANTLCS HA KaXa0u
NPON3BOACTBEHHON NAPTUMN.

12.1.2.5 Ecnu pesynbrar onpeaeneHns OuoHarpyskm npeBbILLAET HOPMUPOBAHHbLIW Npeaern, Heo0XoanMmo
NPoBECTUN nccnegosaHne B cooreetcTteun ¢ 1SO 11737-1. Ecnun B pesynbrate nccneaoBaHUsA BbIACHUTCSH, YTO
onpeaeneHne duoHarpy3sku gano npasunbHbIN Pe3ynbTaT, A0MKHbI ObITb NPEANPUHATLI AEUCTBUSA B COOTBETCTBUN
Cc 4.4, a Takke HEMEOQNEeHHO NPOBEAEH ayaAUT CTEPUNN3YIOLLIEN A03bl. B 3aBMCMMOCTKU OT pesynbrara ayauta
CTEPUNU3YIOLLEN A03bl HEODX0ANUMO BbIMONHUTL CrieAYIOLLEE:

a) ecnu pesynbrar ayamTta ABNAETCA HEYAOBNETBOPUTENbHbLIM, HEOOX0AMMO NPEANPUHATL AENCTBUSA CO-
rmacHo 12.1.3.5;

D) ecnu pe3ynbTar ayauTa ABNAeTca yaoBNETBOPUTENbHLIM, @ OMOHarpy3ka npoAoKaeT NpeBbILLATL HOP-
MUPOBAaHHbIN MpPeaen, crepunusaunio cneayetr npoBoAUTb, UCMONb3ysa A03y, NMPUMEHABLLUYHOCA A0 ayauTa.
Kpome 3Toro:

1) ecnn ctepunuaytowlas go3a obina ycraHosrneHa no metroay 1 (cm. ISO 11137-2), To AOmKeH NPUMEHATLCH
TPEXMECAYHbLIM MHTEPBAN ANd ayauta CTepUnu3ytoLlen Ao3bl 40 TEX NOpP, Noka OuoHarpyska He BEpPHeTCH K
HOPMUPOBAHHOMY npeaeny, NMbo He OyaeT nepeycTaHOBNEHA CTEPUNU3YIOLLAA 4034;

2) ecnu ctepunnaytowlas go3a obina ycraHoBrieHa no metoay 2 (cm. 1ISO 11137-2), To 40mKeH NPUMEHATLCH
TPEXMECAYHbLIM NHTEPBAN ANd ayauta CTeEPUNU3YIOLLIEN A03bl 40 TEX NOP, NOoKa He OyaeT AOCTUTHYTO COOTBET-
ctBue 12.1.3.2;

3) ecnu 6bIna BeibpaHa ao3a 25 klp ¢ o6ocHoBaHWeM no metoay VD, . 2°, a cpeaHsis GuoHarpyska CocTas-
naet meHee 1000, To cneayeT NpoAomKUTb ayauT A03bl C NMPEXXHEN YaCTOTOMU,

4) ecnu Bbina BbiOpaHa gosa 25 klp ¢ 06ocHoBaHMEM no metoay VD,...>°, a cpeaHas BuoHarpyska cocTas-
naet 6onee 1000, TO CTEPUNU3YIOLLYIO A03Y HEOOXOAMMO YCTAHOBUTbL C UCMOMb30BaAHUEM APYroro MeToaa;
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5) ecnu Bbina BbiGpaHa o3a 15 kp ¢ o6ocHoBaHueM no metoay VD, ... 2, a cpeaHas GuoHarpyska cocTas-
nqaeT meHee 1,5, To cneayeT NpoAoIKUTb ayauT A03bl C NPEXHEN YAaCTOTOWU;

6) ecniv Obina BbiGpaHa gosa 15 klp ¢ o6ocHoBaHueM no metoay VD, .. 1° a cpeaHsa GuoHarpyaka cocTas-
naet bonee 1,5, To cTepunuaytoLLyIo 403y HEODX0AUMO YCTAHOBUTL C UCMOMb30BaAHUEM APYroro MeToja.

12.1.3 YacToTa ayauToOB CTEePUNU3yIoLWen Ao3bl

12.1.3.1 ['lpn nepBoHa4yanbLHOM onpeaeneHnn HTeEpBana BpeMEHU MEXAY NPOBEAEHUEM ayAUTOB CTEPUIIN-
3yloLLEeNn A03bl HEODX0AMMO MCNONb30BAaTb OAUH U3 HUXKENEPEUNUCNEHHBIX NOAX040B:

a) BbIOMpaeTCca TpEXMECAYHbLIN MUHTEPBAN BPEMEHN MEXAY ayAUTaMU A03bl;

b) Npu BbIDOPE NepBOHAYANbLHOINO MHTEPBANa BPEMEHN MEXAY ayauTamMn J03bl TOTOBUTCA U JOKYMEHTUPYET-
cA ero obocHoBaHue. [Npu noagrotoBke 000CHOBAHUA HEODX0ANUMO Y4ECTb U JOKYMEHTUPOBATL aHanu3 cneayto-
LLINX BONPOCOB U CAENAaHHbIX N3 HETO BbIBOJOB:

1) ycTaHOBNEHHbIN Npeaen OMoHarpy3Ku;

2) UMEoLLNECS AaHHbIE NO onpeaerneHnto OMoHarpy3Kkun, BpeMs, B TEY4EHUE KOTOPOro 3TU AaHHbIE ObInu
MONy4eHbl, U ONMNCaHNE MUKPOOPraHU3MOB, COCTaBNAIOLLNX 3Ty OMOHArpys3Ky.

[] PUMMeEeYHaHNE— OnucaHue MoXeT ObITb OCHOBQHO, HAlipuMep, Ha MOpCbOJ'IOFVII/I KONMOHWA UK KNeTOK, CBOUCTB
lTaMMa Ul CeNieKTUBHOIoO KyJiesTUBUPOBaHWA,

3) nmetoLmecs gaHHbIe N0 YCTOMYUBOCTU MUKPOOPraHM3MOB, COCTaBNAIOLLUNX OMOHArpy3Ky;

4) METO, UCNONb30BAHHbLIN ANA YCTAHOBNEHUA CTEPUNU3YIOLLIEN A03bI, U CBA3aHHbIE C HUM OFPaHUYEHUS;

5) pasnuyne mexay 40301, NPUMEHAEMON NPU TeKyLLEN 00paboTKe, U CTEPUNU3YIOLLIEN 030U, CO BCEMMU
orpaHU4YeHnamMun, CBA3aHHbIMU C 3TUM Pa3NUYUEM;

6) maTepunanbl, BXoAsLINe B COCTaB NPoAyKUun, 0COOEHHO MaTepuarnbsl NPUPOAHOro NPOUCXOXKAEHUS, U
KOHTPOMb MUKPOOMONOrM4eCcKoro Ka4ectsa marepumarnos;

/) NpOn3BOACTBEHHbIE NPOLECCbl, 0COOEHHO NPOU3BOACTBEHHbIE CTAAUN, BNUAIOLLIME HA DMOHArpy3Ky Unu
ee YCTOMYUBOCTD;

8) npoueaypbl KOHTPONSA U CNEXXeHU4 3a NPOU3BOACTBEHHbLIM NPOLIECCOM;

9) UHTEpPBAanN BPEMEHN MEXAY NPON3BOACTBOM NApPTUN MPOAYKLINM;

10) npon3BoACTBEHHAA OKpYKatoLLAa cpeaa, 0COOEHHO CTeNneHb MUKPODUONOrMYECKOro KOHTPOSA U CHEXKe-
HUA, U UMEIoLLMECA AaHHblE O CTADUNBbHOCTU MPOU3BOACTBEHHON OKPYXKaIOLLEN Cpebl BO BPEMEHMU;

11) cpeacTBa KOHTPONA 340P0BbA, YUCTOThI M 04EXAbl MepcoHana B Npon3BoACTBEHHOW 30HE;

12) uMmeroLumnecs AaHHbl€ N0 MUKPOOMONOrMYeCKOMY Ka4eCcTBY APYrom NpoaykLUnumn U3 Toro XxXe cemMeunucTBa.

12.1.3.2 YBenn4yeHune nHrepeana Mexay nposeaeHnamMm ayamrta Cte pUnusyoLLlen 403bl BO3MOXXHO TONbLKO B
cnydasax, ecnu:

a) HE MEHee YeTblpex nocneaoBaTenbHbIX ayauToB 403bl OblNK NPOBEAEHLI NPU paHeEe BbIOPAaHHOM UHTEPBA-
ne Mexxay HUMKU U X pesynbraThbl He noTpeboBann HU yBENMUYEHUS 403bl, HN HOBOTO ONnpeaeneHns CTepunmnaylo-
LLIEN AO3bl;

D) MEIOTCA AaHHble, NoATBEPXXAatoLLUue CTabUNbHOCTL OMOHArpy3Ku B npegenax TeEXHUYEeCKnX TpeboBaHnm
B TEYEHME TAKOr0 Xe nepuoaa BpeMeHHU, Kak B nepeyncnermne a). 3tu JaHHble BKMOYatoT B ced4:

1) pesynbrarbl onpegeneHns OMoHarpy3ku, BbIMorMHEHHOW HE peXke 0AHOro pasa B Tpu Mecaua;

2) onucaHue buoHarpyskm (Hanpumep, MopdponorMm KONOHUN NN KNETOK, CBOUCTB LUTAMMAa UMK CENeEKTUB-
HOIO KYNbTUBUPOBAHUSA);

C) OuoHarpyska npu npom3BoACTBE NPOAYKLIMN KOHTPONMUPYETCA, N 3DPMEKTUBHOCTb TAKOTO KOHTPOMNA NoA-
TBEPXXOAETCA NPUMEHEHNEM SNEMEHTOB CUCTEMBI YNPaBIEHUA KAY4€CTBOM ANA CTEPUNBbHbLIX MEAULMHCKUX N3 e-
nMn no 1SO 13485.

12.1.3.3 Ecnn He npumeHsaeTca TpedoBaHne 12.1.3.4, MakcuMarnbHbIN MHTEPBAN MEXAy ayanTamMn CTEPUIIN-
3yloLLEN A03bl AOIMKEH cocTaBnATh 12 Mec.

12.1.3.4 Ecnn nHtepBan BpeMeHun Mexxay npou3soaCcTBOM NAPTUN NPoayKLUUK DonbLUE MHTEPBAaNa, yCTaHOB-
neHHoros 12.1.3.1 u/imnn 12.1.3.2, ayauT CTepUnn3ytoLLien 403bl 40IMKEH BbINMONMHATLCA ANA KaXX40U NPON3BOA-
CTBEHHOUW NAPTUMN.

12.1.3.5 Ecnn pesynbrar ayguta cTepunumsyioLLien 403bl HEYA0BNETBOPUTENEH, A0IMKHbI ObITb MPEeANPUHATDI
nencreud B cooTBeTcTBum ¢ pasgenom 10 1SO 11137-2. ['lpu aTOM YacToTa ayamurta CTEPUNU3YIOLLEN A03bl A0IDKHA
ObITb HE peXxe 0OAHOro pasa B TPU MecALa A0 TEX NOP, NOKa He DyAyT:

a) BbIACHEHA NPpU4MHa HEYAOBNETBOPUTENLHOIO pe3ynbrara ayauta CTEPUNU3YIOLLIEN A03bl UNN YBENUYE-
HUA OMOHArpys3Kkn U NPeAnNPUHATbI KOPPEKLIMA NN KOPPEKTUPYIOLLNE AENCTBUS;
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b) nepecmoTpeHo obocHoBaHue (cM. 12.1.3.1) HTEepBana Mexay npoBeAeHUeEM ayanToB CTEPUNUIYIOLLEN
103bl U, NPU HEOOXOAMMOCTU, YCTAHOBEH HOBbLIW UHTEPBAT;

C) BbINOJNMHEHbI KPUTEPUN YBENUYEHNA MHTEPBANA MEXQY NpoBeAEeHNEM ayaUTOB CTEPUNU3YIOLLEN A03bI
cornacHo 12.1.3.2.

12.2 MoBTOpPHAA KanNnUMobpoBKa

Cpeacrea U3MeEPEHUd, NPUMEHAEMbIE ANA ynpaBneHnd, MHAMKaUun nnm 4oKyMeHTUPOBAaHUSA nNpoLecca CTe-
pUNU3aunin, JOMmKHbI NePUOaNYECKU NOBEPATLCHA B COOTBETCTBUN C4.3.3.

12.3 ObcnyxuBaHue ob6opyaoBaHusA

12.3.1 [Npodomunakrnyeckoe odocnykMBaHne 40MKHO NNaHUPOBATLCA U BbIMONMHATLCA COrnacHo A0KYMEHTU-
poBaHHbIM rpoueaypam. [NpoTokonbl 00CNY)XMBAHUA A0IMKHbI XPAHUTLCA B COOTBETCTBUMU C 4.1.2.

12.3.2 'paduk, npoueaypbl U NPOTOKOSbI 00CNY>XMBAHUA AOMKHbI C YCTAHOBIMEHHOW NEPUOANYHOCTbIO aHa-
NMM3NPOBaTbLCA OTBETCTBEHHLIM NULOM, a PE3ynbTarbl aHanu3a A0MmKHbl JOKYMEHTUPOBATbLCA.

12.4 NoBTOpPHAA aTtTecTauua ooopyaoBaHuUsA

12.4.1 [loBTOpPHAA arTecTauud npoLecca crepunm3aumm 40ImKHA BbINMONHATLCA C onpeaeneHHOU NPoayKLK-
en 1 C 3a1aHHbIM 000pYyAOBaAHMEM; OHA A0JDKHA MPOBOAUTLCA C onpeaeneHHon nepuognvyHOCTbIO U NOCIE OLIEHKU
MoObIX NAMEHEHUN (CM. 12.5). OObeM NOBTOPHOU aTTecTauumn JomKeH ObITb 0OOCHOBAH.

12.4.2 [Mpouegypbl NOBTOPHOW aTtTecTaunmn AOIMKHbI ObITb YCTAHOBMNEHLI, @ MPOTOKONbI O HEN XPAHUTbLCH
(cM. 4.1.2).

12.4.3 [1aHHbIE NOBTOPHON aTTecTaumm HEOOXO0ANMO CPABHUTL C YCTAHOBIEHHbIMU KPUTEPUAMU MPUEMITEMO-
CTU MO AOKYMEHTUPOBaAHHbLIM npoueaypam. [poTokonbl CpaBHEHUA AOIMKHbI XPaHUTBLCA (CM. 4.1.2), TaK >Ke KaK 1
BbINONTHEHHbIE KOPPEKLUUKN U NPEeANPUHATLIE KOPPEKTUPYIOLLUE AEUCTBUSA B Clny4ae, €Cnu YCTaHOBNEHHbLIE KPUTE-
PUN MPUEMNEMOCTU HE AOCTUTHYTHI.

12.5 OueHKa u3aMeHeHUn

12.5.1 JTioboe nameHeHne B obnyyarene, KOTOpoe MOXET NMOBMUATL Ha 03y UINK €€ pacnpeaeneHue, J0onx-
HO cTaTb NPeaAMETOM OUEHKW. ECcnu oueHKa BbIABUT Takoe BIUAHUE, TO HEOOX0ANUMO BbIMOMHUTL YACTUYHO UMK
NONMHOCTbIO BCE BUAbI aTTecTtaunum o0opyaoBaHUA — YCTAHOBIIEHHOIO, AE€UCTBYIOLLErO U SKCNyaTupyemoro
(cM. 9.1, 9.2 unun 9.3). Pe3ynbrar OUeHKU, BKNto4asad 0O0CHOBAHWE MPUHATbLIX PELUEHUN, AOIMKEH AOKYMEHTUPO-
BaTbCA B COOTBETCTBUU C 4.1.2.

12.5.2 NameHeHne B NpoayKLnmn, ee ynakoBKe UInmn crnocodbe ee npeaocraBneHnsa ansg crepunusaymm Heoo-
XOAWMO OLIEHUTb C TOYKU 3PEHNA NX COOTBETCTBUA NPOLIECCy cTepunmnsaunn. Ha oCHoBaHUK CYLLLHOCTU U3MEHE-
HWU HEODX0AMMO onpeaennUTL Te YaCcTU ONMCaHUA Npouecca Unu artTecrtauumn aKkcnnyaTupyemoro ooopyaosaHus,
KOTOpPble HEOOXO0AMMO BbIMONMHUTL. Pe3ynbrar oLeHKU, BKItovasd 000CHOBAHMNE MPUHATBIX PELLEHUW, AOIMKEH A0KY-
MEHTUpOBAaTLCA (CM. 4.1.2).
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[lpunoxeHue A
(pekoMeHayemoe)

PykoBoACTBO

[TpumMmedaHUA

1 INpnBeadeHHOe B HAcCToALLEM MPUITOXEHUN PYKOBOACTBO He ABNAETCA TEXHONOMMYEeCKON KapToUu No oLeHKe COOoT-
BETCTBUA HACTOALLEMY CTaHAapTy. PyKoBOACTBO NpeAHa3Ha4yeHo ANA NOMOoLWM B AOCTUXKEHUN eAUHOODpa3HOro NoHUMa-
HUA N NPUMEHEHNA HacTodALWero ctaHgapTa nyTeM npefoctaBneHna NOACHEHUN U NpUeMnemMbiX METOAOB LOCTUXEHUSA
COOTBETCTBUA YCTAHOBIEHHLIM TpeboBaHNAM. MOryT NpUMeEHATLCA U Apyrue MeToabl, OTNUYHbIE OT NPUBELEHHbLIX B
HacToALLEM PYKOBOACTBE, ogHaKo UX 3pPeKTUBHOCTL B JOCTUXKEHUU COOTBETCTBUA HaACTOALLEeMY CTaHZapTy AOMKHa
ObITb NOATBEPXKAEHA.

2 [1na obneryeHna YTeHMA CCbINOK HyMepaunsa B HacToALLEM NPUNOXKEHUU COOTBETCTBYET HyMepaLnM B HOPMaTUB-
HOW YacTu cTaHaapTa.

A.1 0bnacTtb NpuUMeHeHUA

A.1.1 PykoBoaCTBO OTCYTCTBYET

A.1.2 PykoBoaCTBO OTCYTCTBYET

A.1.2.1 PykoBOoACTBO OTCYTCTBYET

A.1.2.2 Ona pa3paboTku, Banngaumn N TEKYLLEro KOHTPOMA npouecca crepunusaumm MeguumHCKUX U3genni
HeoOXoAMMO 3PEKTUBHOE NPUMEHEHNE ONpedeneHHbIX U AOKYMEHTUPOBAHHLIX Npoueayp. Takne npoueaypbl 0ObIMHO
CHUTaKTCA aNeMeHTaMU CUCTEMBI yNpaBneHUa KavyecTBOM. HacToAWMN CTaHAapT NepedvYnucnaeT U YyTOUHAET Takue ane-
MEHTblI CUCTEMbI YNpaBneHUA Ka4veCcTBOM, CyLLECTBEHHbIE ANA 2(PMEKTUBHONO KOHTPONA CTepunusaunmn, 4yepes obsa3a-
TeNbHbIE CChINKN Ha cTaHgapT ISO 13485 cuctemMbl ynpaBleHUA KadecTBOM ANa MeAUUWHCKUX nsgenuin. Hactoalnm
CTaHAapT He TpebyeT HXM NONHOro NPUMEHEHNUSA CUCTEMBI yNpaBneHna kKauecTBOM Mo 1SO 13485, HWM OLIEHKM 3TUX YCTaAHOB-
NEHHbIX 3NEMEHTOB CUCTEMbI YNpPaBfiEHUA Ka4yeCTBOM TPeTbeW CTOPOHON. ObpallaeTca BHUMAHUE Ha CyLLECTBOBaHMUE
HaUuMOHanbHbIX U PermoHanbHbIX HOPMaTUBHbLIX TPeOOBaHUW K CUCTEMaM ynpaBneHUA Ka4vyeCcTBOM MpU NPOU3BOACTBE
MeAUUWMHCKNX U3gennuin N K oUeHKe TakuX CUCTEM TPETbEN CTOPOHOMWN.

A.1.2.3 Vlcnonb3oBaTk Ouonorndeckne MHAUKaTOpbLl ANA Banugauun U KOHTpona npouecca pagunalnOHHON CTe-
punnusaumum He peKOMeHAYETCA, MOCKOMNbKY B3aUMOCBA3bL MeXay MUKPOOULMAHON aKTUBHOCTLIO U A030W OONyYeHns
XOpOLUO onpegeneHa.

A.1.2.4 PykoBOACTBO OTCYTCTBYET

A.1.2.5 PykoBoACTBO OTCYTCTBYET

A.2 HopmaTUBHbIe CCbINKU
peboBaHNA, NpuUBeAEHHbIE B HOPMATUBHLIX CChINIKax, ABNARKTCA TpeboBaHUAMW HACTOALLEro cTaHgapTa TOMbKO
B TOW CTEMNEHW, YTO OHU LUTUPYHOTCA B 00A3aTENBHOW YacTU 3TOro AOKYMEHTA, UMTUPOBAaTLCA MOXET Lenbl cTaHa4apT Unn
oTAeNbHbIE pasgens.

A.3 OnpegeneHun
PYKOBOACTBO OTCYTCTBYET
A.4 OnemMeHTbl CUCTEMbI yNpaBrieHUs KaueCTBOM

[TpumevdyaHune —CM. A1.22.

A.4.1 JokymeHTauuA
peboBaHNA K KOHTPOSO JOKYMEHTOB WU NPOTOKONOB YCTaHOBMEHbl B NyHKTax 4.2.3 n 4.2.4 1SO 13485 coOTBET-
CTBEHHO.

B ISO 13485 TpeboBaHUA K AOKYMEHTaUNK KacatoTca pa3padoTKU U KOHTPONSA AOKYMEHTaUWN (B TOM YUCTE TEXHU-
YeCKUX TpeboBaHUN U Npoueayp) U NPOTOKOMOB.

A.4.2 OTBETCTBEHHOCTb ynpaBrieHUs

TpeboBaHMA K OTBETCTBEHHOCTU WU PYKOBOACTBY YCTaHOBNEHbl B nogpasgene 5.5 [SO 13485, a TpeboBaHMA K
coTpyaHUKam B nogpasgene 6.2 1SO 13485.

TpeboBaHMA K OTBETCTBEHHOCTU YyNpaBneHUa OMNUCLIBAOT HadeneHue MNOMHOMOYUAMKU ynpaBneHus, 3alnuTy
noTpedbutena, MNONUTUKY KadvecTBa, MNaHUpoBaHWe, OTBETCTBEHHOCTb, MOMHOMOYNA U CBA3b, a TaKXKe MepecMoTp
yrpasJieHUS.

B paspaboTKy, Banugaunto U TEKYLLIMW KOHTPOSMb npoLuecca ctepunmsaumun Moryt OblTb BOBNEYEHBI HECKOMBKO
OTAENbHbLIX YY4AaCTHUKOB, KaxAabll U3 KOTOPbLIX HeceT OTBETCTBEHHOCTL 3a onpefenieHHble 3NneMeHTbl. HacToAluun
cTaHAapT TpedyeT, 4YTOObI Y4acCTHUK, MPUHMMAKLIMA YaCTUYHYHO OTBETCTBEHHOCTbL, ObIN onpeaeneH, a cdepa ero
OTBETCTBEHHOCTU OblNla AOKYMeHTUpoBaHa. Takoe onpeaeneHne NONHOMOYUA U OTBETCTBEHHOCTU AOKYMEHTUPYETCH
B CUCTeMax ynpaBfeHUs KaueCTBOM YKa3aHHbIX y4aCcTHUKOB. OT yYacTHUKa, MPUHUMAaKLLEro OTBETCTBEHHOCTL 3a onpeje-
NEHHbIE AMEMEHTHI, TPebyeTCca NOPYUNUTL 3TU SMEMEHTLlI KOMNETEHTHOMY NepcoHany, Ybs KOMMNETEHTHOCTL MNOATBEPXKAE-
Ha COOTBETCTBYHLLMM ODYYEHUEM N KBaNMUPUKaLIMEN.

B paavauMOHHOW cTepuUnmMsaunm MoryT OblTb iBa OCHOBHbLIX BOBMEYEHHbLIX YY4aCTHUKA: NePBUYHLIA MPONU3BOAUTEND
n onepatop obnydatend. OnepatopoM obnydatensd MOXET OblTb crneunann3npoBaHHbIl KOHTPAreHT, NpefocTaBnato-
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LLIMA YCIyrn No ctepunusauun, nmbo Yyacte OUPMbl NEPBUYHOIO npousBoanTena. B aTux cny4vadax nepBUYHbLIA NPOU3-
BOAUTENL WU onepaTop obnyvatena UMeT COOCTBEHHLIE CUCTEMbl YMNpaBrieHUa KadecTBOM, a MOSIHOMOYUA U OTBET-
CTBEHHOCTb onpeAeneHbl B KOHTpaKTe WUNKU TeXHUYECKOM cornalleHnn. Humxe npuBedeHbl HEKOTOPbLIE rMaBHblE BUALI
OTBETCTBEHHOCTU, KOTOPLIE MOrYT OblTb HaNOXeHbl Ha NEPBUYHOrO NPOU3BOAUTENSA N onepaTtopa obnydarens:

a) [lna nepBUYHOro Npous3BoguTENS:

- onpejeneHne CTepUNU3yOLLEN A03bI;

- pa3paboTKka ceMelUcTB NpoAyKLUUN;

- onpefeneHne MakcumanbHO JONYCTUMOW AO3bI;

- aTTecTauMa aKkecnnyaTupyemMoro obopyaoBaHus;

- ynpaBlieHne Npou3BOACTBEHHBIMU NpoLeccaMu, BKNOYaa COOTBETCTBUE MPOAYKUMKW, NpeaocTaBNAeMoON onepa-
TOpy obny4yaTend, TEXHUYECKUM TpeOoBaHUAM, Hanpumep, no NAOTHOCTU NPOAYKUWU, €€ OPpUeHTaUuun, pasMepam;

- NPOBEPKa TEXHUYECKUX TpeDboBaHWW, NpefoCcTaBNeHHbIX onepaTtopy obnydarens;

- KOHTPOmb 3a U3BMEHEHUAMU B MPOAYKUMN N UX BKITKOYEHWE B OTYET O MapameTpax NpoayKUNK, KOTOpble BITUAIOT Ha
KaTeropun obpadoTKu;

- KOHTPONb NPOAYKUWN C MapKUPOBKOW «CTepuUnbHO» nepen npoBeAeHUeEM CTepunuaauum;

- BbIMYCK NPOAYKLUUMN.

b) Ana onepaTtopa obny4vaTtens:

- aTTecTauna ycTaHoOBMNEHHOro 0bopyaoBaHus;

- aTTecTauna paboTatrollero obopyaoBaHUS;

- KOHTPONb npouecca obny4vYeHus;

- KOHTPONb U3MEHEHUW B obnyJaTene;

- cepTudUuKauma gosbl 0bny4vyeHus;

- pa3paboTKka KaTeropuin odpaboTKu.
A.4.3 Peanusauua npoayKkuuu

[TpumMmedvyaHune—BISO 13485 TpeboBaHuUA K peanunsauun NpoayKLUKU paccMaTpmuBaroTCAa NPUMEHUTENBHO KO
BCEMY XUIHEHHOMY LIMKNY NMPOAYKUMKW, BKNOYaa onpegeneHne tpedboBaHn notpebutend, KOHCTpyUpoBaHUE U paspa-
OOTKY, MOKYMKY, KOHTPONb NPOAYKLUUK, KannbpoBKY CpeACTB U3MEPEHUS.

A.4.3.1 TpeboBaHMA K NOKyNKe npuBeaerbl B nogpasgene 7.4 1ISO 13485. B yacTHOCTHU, HEODXOANMO OTMETUTD, YTO
TpeboBaHNA B NyHKTe 7.4.3 ISO 13485 K npoBepKe NpuobpeTeHHON NpoAYKUMN NPUMEHUMBI KO BCEN NPOAYKLMN W
ycriyram, noryyvyeHHbIM OT CTOPOHHUX opraHusauui.

A.4.3.2 TpeboBaHUA K U AEHTUpPUKALUNN U UCTOPUKM NPOU3BOACTBa NPOAYKUMK NpuBeaeHsbl B NyHKTe 7.5.3 SO 13485.

A.4.3.3 TpeboBaHUSA K KannbpoBKe CpelcTB U3MepPEeHNa npuBedeHbl B nogpasgene 7.6 |ISO 13485.

A.4.3.4 PykoBoacTBO No BonpocamM AO3UMETPUN B padWnalMOHHOU cTepunusauumn npmeegeHo B 1SO 11137-3.

A.4.4 iamepeHue, aHanus U ucnpaeneHue. YnpasrneHue HECOOTBETCTBYOLWEN NpoaYyKUUeENn

[TIpouenypbl ynpaBneHUA HECOOTBETCTBYIOLLEN NPOAYKLUNEN U KOPPEKTUPYIOLLNE AEUCTBUA NpUBEAEHBLI B MyHKTaX
8.3 1 8.5.2 |SO 13485 cOOTBETCTBEHHO.

B ISO 13485 TpeboBaHUA K UI3BMEPEHWNIO, aHanNu3y U UCNpaBneHUO paccMaTpUBarOTCA NPUMEHUTENBHO K TEKYLLE-
MY KOHTPOM npouecca, ynpaBlieHU0 HECOOTBETCTBYIOLWEN NpoayKUUen, aHanu3y AaHHbIX U UCNpaBneHUo (BKIoYas
KOppEKTUpyLWKWe U npegynpeautenbHble 4eUCTBUA).

A.5 CocTtaBneHue TeXxHUYeCKuXx TpedoBaHU Ha CTEPUITUIYIOLLUN areHT

A.5.1 CTepunuayroliumn areHT

OueHKa BO3MOXHOCTU SMTEKTPOHOB UMW PEHTITEHOBCKUX NyYel ¢ YPOBHEM 3HEPIUU BhlLLE YKasaHHOMo obpasoBhl-
BaTb B OONMy4YeHHOW NpoAYyKUMK [paAnOaKTUBHLIE] paAUOHYKNMAbLI AOMKHA OblTb OCHOBaHa Ha UMeKLWeNca nutepaType,
N3IMEPEHUN HaBeAEHHOW pagUOaKTUBHOCTU W/UNKU MogenupoBaHUU HaBedeHHOW paAnoaKTUBHOCTMU.

[TouMep OoUEHKU ¢ UCNONBb3OBaAHUEM KaK 3KCNEepUMEHTANbLHOrO, Tak U TeopeTudeckoro noaxoga cMm. [21]. B AaH-
HOW paboTe npuBeaeHbl U3MEPEHHBIE U pacyeTHble BENMUYUHLI HaBeEHHON paaNOaKTUBHOCTU BO MHOMMX MaTepuanax,
MCNOMb3YEMbBIX B MeAUUMHCKUX N3gennax n obrnyyeHHbIX PeHTreHOBCKUMU NyvamMn, reHepupoBaHHbLIMU 3MNEKTPOHHLIM
My4YKOM C SHepruen snekTpoHoB 7,5 MaB, ¢ gosamu obnydveHna go 50 kl'p. Taknmm matepunanamMu aenarTCA:

a) Matepuansl ¢ KpaihHe Manon cnoCoOHOCTLH CTAaHOBUTLCA paAnoakTUBHBIMU [(HEMEeTaNNMYeckne) marepuans
Ha OCHOBeE YyrneBo4opoaoB, HanpuMep, NoNMUaTUIEH U NOUCTUPON];

b) MaTepuansl ¢ 3aMeTHbIM, XOTA U ManbiM, BO3MOXHbLIM YPOBHEM HaBeAE€HHOU paguoaKTUBHOCTU (Hanpumep,
HepXXaBetowaa cTanb U OpoH3a);

C) MaTepuanbl coO CPpaBHUTENBHO BbICOKUM BO3MOXHBIM YPOBHEM HaBeAEHHOW pagWOaKTUBHOCTU, Tpebytollne
LeTanbHON OUEHKM (Hanpumep, TaHTan).

MaTtepuanbl, He uccneaoBaHHble B yKasaHHOW paboTe [peropa, Moryt notpedoBaTh AeTanbHOro U3y4eHUa HaBe-
0EHHOW paAnoakTUBHOCTKU (HanpuMmep, cepebpo U 30M0TO).

A.5.2 MukpobouungHada achdpeKTUBHOCTb
PYKOBOACTBO OTCYTCTBYET.

A.5.3 BnuaHue matepuanosB
PYKOBOACTBO OTCYTCTBYET.
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A.5.4 Bonpocbl oxpaHbl OKpyXatoLwlen cpeabl
PUHUMUMBI CUCTEMBI YNpaBneHNa OXpaHOW OKpyXaloLllen cpedbl MOXHO NMPUMEHATL U K npoueccy paguaunoHHOU
cTepunusaunin. TexHun4deckme TpeboBaHUA K CUCTEME yNpaBneHNs OXpaHoW oKpyxatrLlen cpeabl npuseaeHsl B 1ISO 14001
PykoBoACTBO NO pa3padoTKe OUEHKU XU3HEHHOro unkna unagenuna npmeegeHo B SO 14040. OueHka aonXHa ObITh
BbINOSITHEHA C YYETOM BCEX B3PbIBOOMNACHLIX U rOPHOYNX CBOUCTB 0OnyYaeMblX MaTepuanos.

A.6 CocTtaBneHue TeXxHUYeCKUX TpeboBaHUU Ha nNpouecc n obopyaoBaHue

[MTpunMeyaHune— Llenbto HacTosILLEero pasaena ABNsAeTca onpejeneHne NpMMeHIeMoro B NpoLiecce CTEPUNK-
3aumn obopyaoBaHusa u ero paboThl.

A.6.1 PYKOBOACTBO OTCYTCTBYET.
A.6.2 PykoBoACTBO OTCYTCTBYET.
A.7 OnpegeneHune npoaykummn

MpuMeyaHUe— Lenbto HacTosLero pasaena ABNAeTcA onpefeneHne cTepunn3yemMon npoaykumm n ee
MUKPOONONOrMYecKnx CBONCTB A0 CTepunmnsauum.

A.7.1 PykoBoacCTBO OTCYTCTBYET.

A.7.2 PyKOBOACTBO OTCYTCTBYET.

A.7.3 Llenbto aBnaeTca geMOHCTpauUns Toro, Yto ypoBeHb OWOHarpy3km HU3OK U CTabUNeH, ¢ Y4eTOM CBOWUCTB
CbipbA, YNAKOBKN NPoAYKUUW U NpedcTepunin3auuoHHbIX npoueayp. Kak npaBuno, sTo AOCTUraeTca NpUMEeHEHUEM CUC-
TEMbl ynpaBrieHUa KadyecTBoM Mo ISO 13485 Ha npoTaAXeHWUN BCEro unkia npoussogcrtea MeguUUWMHCKOro Usgenus.

A.7.4 Cm. I1ISO 11137-2, pasgen 4.

A.7.5 B pagnaunoHHOW cTepUnmsalmn KpUTeEPUN OLEHKM NPOAYKUMKW, ANA €€ BKIKYEHUA B KaTeropun odpadoTiu,
MMELOT CBOU OCODEHHOCTU U He BCerga NPUMEHUMBI B ApYyrux MeTodax cTepunusaumm (Hanpumep, oKCuaom STUNeHa unu
BNaXXHbIM TEMNOM).

[aMMa- N peHTreHoBCKMe obnydartenu ANa Tekywen odbpadoTKn npoayKkunm oObliMHO npeanonaratoT Hanndme 00onb-
OO Konn4yecTBa KOHTEMHEPOB ANnga obnydveHns. BnuaHne npoaykunm, Haxogawenca B COCeAHUX KOHTENHeEpPaX, Ha 403y
onpegenaeTca Bo BpemMa TonorpadhnupoBaHna 403kl NpU aTTecTauun gencTeyrollero obopyaoBaHua U nNpeaocTaBnaeT
MHOPMaLUNIO O BUAaxX NpoaYKUMKW, KOTOpble MOXHO obpabaThbiBaTb OAHOBPEMEHHO. OOBLIYHO MHAOPMAaLNA, MOMNyYeH-
Hada BO BpeMdA TonorpadpupoBaHna 4o3bl, NIPUMEHAETCA TakKe ANA OLUeHKU NPOoAYKUUKN € Lenbio ee BKNKYEHUA B KaTero-
puto 0OpaboTKM NpU nNraaHnpoBaHuUM oOpaboTKM nNpPoAYKUWUKU onepaTopoM obnydarens.

[1na raMma- U peHTreHOBCKUX obnydaTtenen AByMS rMaBHbIMU KPUTEPUAMU MPU OLEHKE NPOAYKUMN ANA €€ BKITHOYe-
HUA B KaTeroputo obpaboTKK ABNAKTCA 4ONYCTUMOCTb OAQUHAKOBOW A03bl (CTEPUNUIYIOLLEN A03bl U MAaKCUManbHO AOMy-
CTUMOW A03bl) U XapaKTepUCTUKM NOrNoLeHNa Ao3bl (HanpuMep, NNOTHOCTL U cXeMa 3arpys3ku). B obwem cnydae, npo-
OYKUWA BKNKOYaeTca B KaTeropuro oopaboTKKu, ecnm Bo3MOXHa ee 0bpaboTKa Npu OAHOW U TOW Xe yCTaHOBKe TalMepa,
M NPU STOM HE HapyLIakTCA YCTaHOBIMEHHbIE Npedenbl 403kl BHYTPU KaTeropum oobpaboTkn. Heobxoanmo npoBeCTy
TonorpadupoBaHue Ao3bl ANA NOOKU NpoayKUKK, npeanonaraeMoln K BKITHOYEHWUIO B KaTeropuro obpaboTKN, ecrnin Takoe
TonorpapmpoBaHne He NPOBOAUNOCL NPW aTTecTaunun AeNCTByoLero ooopyaoBaHus.

[na aneKTpOHHO-Ny4YeBbIX 0bny4vaTenen BO BpeMsa aTTecTtaunun akcnnyatupyemoro odbopyaoBaHUA BbINOMHAETCH
Oonblle nccnegoBaHum No TonorpaupoBaHUio 403kl A4Na NHANBUAYanNbHBIX BUAOB NPOAYKUMN, YeM ANS PEHTIeHOBCKUX
W ramma-obnydartenen. OgHako, ANA YMeHbLUEHUA HeobxoaumMoro odbema TonorpapupoBaHns A03bl NPOAYKUNIO
MOXHO CrpynnupoBaThk B Kateropum obpaboTku. [pynnupoBaHne NpoayKUUnU B KaTEropun BO3IMOXKHO TOMBKO B TOM CNy-
Yae, ecnu NpoayKUKna, ee ynakoBKa U cxema 3arpy3ku B KOHTEWUHepbl ANa obnyvyeHna no3ponarT obpadaThiBaTh NPOAYK-
LWIO NPU OAUHAKOBLIX NapamMeTpax npouecca, 6€3 npeBbllUEHUS NpeaenoB A03bl, YCTAHOBMNEHHLIX ANA onpeaeneHHOoN
KaTeropun obpadboTkn. HeoOX0AMMO yYUTLIBATL KONMUYECTBO, pacnpeierieHne n opueHTauuMo Nnpoaykunn B KOHTENHeEPE
0na obnydyeHUa, a Takke ee NMOTHOCTb U pacnpegeneHmne Macchi.

M3aMeHeHNne nepeMeHHbIX NapaMeTpoB, CBA3AHHbLIX C NPOoAYKUNEN U BIMUAKOLLKMX Ha 403y, MONyYEeHHY0 NpoayKuuen,
N Ha TEXHUYECKNE XapaKTepUCTUKN npouecca, MOXET U3SMEHUTb OCHOBaHWE ANA BKIMHOYEHUA NPOAYKUUN B TY UITU UHYIO
KaTeropuro oopaboTKN; eCcnu 3TO cry4vyaeTcs, HeoOX04MMO YCTAaHOBUTE HOBYHO KaTeroputo oopaboTku. INpumMepamn Takux
nepeMeHHbIX napamMeTpoB, CBA3AHHbLIX C NPOAYKUMEN, MOTYT CIYXUTb:

a) pasMepbl KOpPOOKK;

b) BeC KOpOOKK ¢ NpoayKUUEN;

C) OpUeHTaUMa NpoayKUnUn B KOPODKe,;

d) Konn4ecTBO eanHUL, NPoAYKUNK B KOPOOKE;

e) cTepunuayroLlasa gosa;

f) MakcumManbHO gonyctumasa posa.

A.7.6 llepnogunyeckas akcnepTnsa kareropuit oopadboTku 0ObLIYHO NPOBOAUTCA €XEroAHo.

A.8 OnpegeneHue npouecca

[MTpnuMedaHune— Llenbto onpeaenenns npoLecca siBNSETCA YCTAHOBNEHWE MaKCUManbHO J0OMYCTUMOW A,03bl
N CTEPUNU3YIOLLIEN A03bl NpoLecca cTepunuaaumm, Heobxoammoro AnNsA onpefeneHHon npoaykuun (cMm. pasaen 7).
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A.8.1 OnpeaeneHune MakCMManbHO AONYCTUMON OO3 bl

A.8.1.1 ObecneveHne KavecTtBa, 6€30NaCHOCTU U pPaboTOCNOCODHOCTM NPOAYKUNK Ha NPOTAKEHUN ONpeaeneHHo-
ro cpoka cnyXobl AOMKHO Ha4YMHaTbLCA € BbIOOpa nogxoadawmnx matepunanoB (cMm. [16]). OBbIMHO, Npu pa3padoTKe npo-
rpaMMbl UCMbITAHUA HEOOXOAWMO OLEHUTb CreayrLlIne nepemMeHHble OaKkTopbi:

- CbIpbe;

- MPOU3BOACTBEHHLIE MNPOLECCHI;

- 403a pagunauuu,

- TUN pagunauuni;

- YCNOBUA XpaHeHUa nocne obnyyeHus.
porpaMmma AOSKHa BKMoYaTh OLUEHKY PYHKUNOHANBHOCTU U 6e30MacHOCTU, B TOM Yucne duonoruvyeckon 6e3o-
nacHocTu (cM. [3]), C NPUMEHEHUEM COOTBETCTBYHOLLUUX UCMBITAHUNA CO cneunanbHbIMU KPUTEPUAMU NPUEMKM.

[lo3a, onpeaeneHHaa B pesynbraTe nporpaMmbl UCNbITAHUN, UCNONBL3YETCA ANA onpefeneHna MakcumManbHO
BO3MOXHOW A03bl ANA NpoayKUUM.

CneayrLlnm HeoOXO4MMBIM LLIAroM nporpaMmmbl UCMbITaHUW ABNAETCA NONyYeHUe JOCTaTOMHOrO NOATBEPXKAEHUS
TOro, YTO NPOAYKUNA OyaeT oTBeYaTb KPUTEPUAM MPUEMKU Ha MPOTSXKEHUU ONpeAeneHHoro cpoka ee cnyxoul. OaunH
MeToh, pa3paboTaHHbIA ¢ Uenbio onee OLICTPOro NOMyYeHUA 3TOU UHpOPMaUUKU, YeM MNPU OMbITE IKCnNyaTauuu B
peanibHOM BPEMEHMW, 3aKM4YaeTca B NMPUMEHEHUN NporpaMMbl YCKOPEHHOro ctapeHus. HebnaronpuaTtHele adodekThl B
NpoAyKUMKW Nof BO3AEUCTBUEM pagnaunin pasBuBaroTca ObICTPee NPU NOBLILWEHHBIX TEMMOepaTypax, U UMerTCA padoThl,
CBA3bIBaloLlMe U3MEHEHUA NPU MOBbILWLEHHBIX TeMnepaTypax ¢ U3SMEHEHUAMU, BOIHUKAKLWNMK B pealibHOM BPEMEHMU
(CcM. [16]). TeM He MeHee, YCKOpPEHHOE CTapeHne He ABNAETCA 3aMEHOW CTapeHUto B peallbHOM BPEMEHMU.

LononHuTenbHoe pykoBOoACTBO MO AO3UMETPUN MOXHO nonyynTtb B SO 11137-3, pasgen 6.

A.8.1.2 PykoBoACTBO MO A03UMETPUYECKMM BONpocaM pagnaunoHHOW cTtepunusaumm npueegeHo B 15O 11137-3.

A.8.2 OnpegeneHue CTepUNU3yioLeEN A03bl

A.8.2.1 Cm. ISO 11137-2.

A.8.2.2 YTo KacaeTca 8.2.2 nepeyncneHne a), Ana onpegeneHua cTepunusyrowen o3kl B COOTBETCTBUU C STUM
NoAXO40M MOXHO NPUMEHUTb crnejyroLlee:

1) ANa onpepeneHna CTEPUNU3yOLWEN 403kl NPOAYKUNN CO CPpeAHUM 3HadveHUeM OnoHarpyskm He meHee 0,1
MOXHO WUCMONMb30BaTb 3HaHWEe KOonuyectBa WU YCTOUWYMBOCTU  MUKPOOPraHU3MOB, COCTaBMAKOWWUX  OUOHarpysky
(cMm. |SO 11137-2, pasgen 7);

2) ANa onpedeneHna cTepunuayrowen Ao3bl NpoayKumMn ¢ nobblM cpedHUM 3HaYeHUneM OUOHarpyskn MOXHO
MCNONb30BaTb 3HaHWE YCTOMYMBOCTU MUKPOOPraHNU3MoB, cocTaBnarownx duoHarpysky (cm. 1ISO 11137-2, pasgen 8).

UTOo KacaeTca 8.2.2 nepedvncnerune b), To B pasgene 9 ISO 11137-2 npuBefeHbl COOTBETCTBYHOLWLNE METOALI 000-
CHOBaHWA A03bl 25 KI'p Ana npoaykuun co cpegHen dbuoHarpyskon He donee 1000 unun aoswl 15 kl'p ANa npoayKUnK co
cpeaHen buoHarpyskon He bonee 1,5.

A.3.2.3 PYKOBOACTBO OTCYTCTBYET.

A.8.3 YcTaHOBNEHUe MaKCUManbHO AONYCTUMOUN A03bl U CTEPUNU3YIOLLEN O03bI
PYKOBOACTBO OTCYTCTBYET.

A.8.4 [lepeHOC 3HaY€HUU MaKCUMaribHO AONYCTUMOU, NPOBEPOYHOU U CTEPUNU3YIOLLEUN A03bl C OOHOIO UCTOU-
HUKa obnyvyeHuda Ha gpyrou

A.8.4.1 [lepeHOC 3HAYEHUN MAaKCUMaNbHO AONYCTUMON A03bl

OueHka 000CHOBAHHOCTU MaKCUManbHOW AONYCTUMOW A03bl ANA WHOMO UCTOMHUKA U3NYYEHUA, YEM TOT, Ha KOTO-
POM OHa OblNa onpeferieHa nepBoHaYaribHoO, AOMKHa NPUHUMATL BO BHUMaHWE MOLUHOCTb A03bl U3MTyYEHUA U TEMMe-
paTypy NpoAyKUnn BO BpeMa obnyyeHna. Hanpumep, YeM Bbllle MOLWHOCTL 403bl U3NTYYEHUA, TEM MEHbLLE HeXenaTenb-
HOe BO3J4eNCTBUE Ha npoayKuuro. [Npoaykuna, atrecTtoBaHHasa Npyu HU3KOW MOLLHOCTU 03bl (raMMa- UMW PeHTreHOBCKOoEe
n3nyvyeHue) obbI4YHO TpedbyeT MUHUMANbHOW aTtTecTaunn Ana NoATBEPXAEHNA COBMECTUMOCTU MaTepuana npu donee
BbICOKOW MOLLHOCTK A03bl (3NEeKTPOHHLIA Ny4okK). 1 HaobopoT, MaTepuan, aTTecToBaHHbIA NMPU BbICOKOW MOLLHOCTU 403l
U3Ny4YeHna, MOXeT noTpeboBaTb Oonee oO6CTOATENBHOW aTTecTaumm npu NPUMEHEHUU HU3KOW MOLLHOCTU A03blI.

ECINMAN MOLLHOCTU A03bl U3NyYeHUa U TeMmnepaTypbl NpoayKUMU B UCTOYHUKAX U3NTyHYEHUA O4WHAKOBLIX TUNOB 3KBU-
BaneHTHbI, TO NepeHOC 3Ha4YeHUN MakcumManbHOU AOoMNYCTUMOW A03bl MeXAy HUMU ABNAETCA YMECTHLIM.

A.8.4.2 [lepeHOC 3HAYEeHUN NPOBEPOYHOU UNTU CTEPUNUIYIOLLEN 403bl

A.8.4.2.1 CNOXHbLIM BONPOCOM ABNAETCA NEPEHOC MeXAY UCTOUYHUKAMKW U3NyYeHUA padHbIX TUNOB C CUMBHO pas-
nuyaroWLnMMnUCca MOLLHOCTAMMU 403kl U3NYYEHUA, PEe3yNbTaTOM YEro MOXET CTaTb HeogWHakoBasa MUKpoOULUMAHaa adodek-
TUBHOCTb. YUTOOLI NepeHoC OblNT 0OOCHOBAH, HEODXOAMMBIM YCNOBUEM ABNAETCA AOKA3aTENLCTBO TOr0, YTO U3MEHEHMUE
MOLLHOCTK A03bl U3NYHYEHUSA HE BNUAET Ha MUKPODULUMAHYIO 9O PEKTUBHOCTD.

A.8.4.2.2 SKcnepuMeHTanbHbIW ONLIT NOKa3blBAET, YUTO €CnNKU 00Ny4YeHne NPOBOANTCA B «CYXUX» YCITOBUAX, MUKPO-
onunaHas apdPeKTUBHOCTL HE 3aBUCUT OT paboumx napaMeTpoB UCTOYHUKOB, NOITOMY NEPEHOC BO3IMOXEH.

UTO KacaeTca nyHKTa 8.4.2.2 nepedncrneHme b), To npyu nepeHoce Mexay WUCTOMHUKaMW pa3sHbIX TUNOB pasfuyune
B MOWMHOCTU [03bl W3NyYeHUA wnmMeeT OoOnbLIOEe 3HAYeHUEe — MOLWHOCTb A03bl MOXET U3AMEHUTb MUKPOOULIMAHYIO
o(pPeKTUBHOCTL. Takoe cpaBHeHUEe MOLUHOCTEWM [03bl U3NYyYeHUA C Uenblo NnokasaTb, YTO NepeHOC He BIUSAET Ha
MUKPOOULMAHYO 3PPEKTUBHOCTL, AOMKHO ObITb AOMOMNHEHO NPOBEAEHUMEM YCMELLIHOro SKCnepumMeHTa ¢ NPOBEPOY-
Hon goson (cM. ISO 11137-2) Ha UCTOYHUKE U3NYyYEeHUA, ANA KOTOPOro paccMaTpuBaeTca NepeHoc.
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A.8.4.2.3 Ytobbl nepeHoc Obin 0OOCHOBaAH, HEODOXOAMMBIM YCINOBUEM ABMAETCA A0OKA3aTENLCTBO TOr0, YTO U3ME-
HEHWE MOLLHOCTWU A03bl U3NYYEHWUA He BIUAET Ha MUKPOOUUNAHYH b PeKTUBHOCTL. MMELWMNCA sKenepuMeHTanb-
HbI OMbIT NOKA3bIBAET, UTO eCrnn obnyvyeHne NpoBoaUTCA B NMPUCYTCTBUU XNAKOW BOALI, HA MUKPOOULIMAHYH 3P dEKTUB-
HOCTb MOIMYT BIUATb pabodne XxXapakKTEPUCTUKU WUCTOYMHWUKOB W3NY4YEHUA, MNO3TOMY BO3MOXHbI OrpaHU4eHua Ha
nepeHoc. YKasaHHOe AoKa3aTenbCTBO HeOOXOAUMO AONOMHUTL NPOBEAEHUEM YCMNELLHOro 3KCNEPUMEHTa C NPOBEPOU-
HOW J030M Ha UCTOYHUKE U3NyYEeHUA, ANA KOTOPOro paccmarpupaeTca nepeHoc (cMm. 1SO 11137-2).

A.9 Banupauus

[TpumMmevyaHN4a

1 TpUMEHUTENBHO K HacToAWeMY CcTaHAapTy, Banugauuva BKN4YaeT B cebsd He MeHee TpexX OCHOBHLIX
BNEMEHTOB — aTTecTauUnn YCTAaHOBMEHHOMO, AE€NCTBYOLLErO WU SKCnnyaTupyemMmoro obopyaoBaHuUS.

2 B cnyvae, ecnu yctaHoBKa obopyaoBaHUsS UK BBeAeHWE HOBbLIX eAnHUL, 000opyaoBaHUA ABMAKTCA CYLLECTBEH-
HBIMW, CHa4ana onpeaensaT U AOKYMEHTUPYIOT TpeboBaHUA nonb3oBaTend. [locne onpeaeneHna noTeHUWanbHbIX MNo-
CTaBLLUMKOB 0DOpyAOBaHUA €ro TEXHUYECKNE XapaKTEPUCTUKN U CXeMa pacnonoXeHUa opuunanbHO aHann3npyrTca Ha
COOTBETCTBUE TpeboBaHUAM Monb3oBaTenen U Hanu4due nodblX BbIABNEHHLIX NPOTUBOPEYNA. STOT npoLecc 0ObIMHO
Ha3blBaloOT aTrecTtaunen npoekra (All). HacToawmn cTaHaapT He coaepXuT TpedboBaHui K All.

A.9.1 ATTecTauus ycTaHOBNEeHHOro obopyaoBaHuUA

ATTecTtauma yctaHoBneHHoro obopygosaHua (AYO) BbIMOMHAETCA ANA AEMOHCTpaUUN TOro, YTo CTEPUNU3aLUMOH-
Hoe obopyaoBaHUe U Nodble BCNOMoraTenbHble N3A4eNna NOCTaBNEHLl U YCTAaHOBMNEHLI B COOTBETCTBUN C UX TEXHUYECKK-
MU TpebOBaHUAMMN.

AYO HaunHaeTca ¢ pa3paboTkn AOKYMeEHTaUUKW, ONUCLIBatoLLEN NPOEKT U TpeboBaHMA NO MOHTaXy (CM. Takxe A.9,
npumedaHune 2). AYO gonxHa OCHOBbLIBATbCA Ha MUCbMEHHBLIX TpeboBaHUAX. KOHCTPYKUNA U MOHTaX AOMXKHbI ObITh
OLIEHEHbI Ha COOTBETCTBUE STUM TpeboBaHMAM. B gokymMeHTauuo AYO A0nXHbl OblTb BKIKOYEHBI YepTEXN U AETaNTNPOB-
Ka BCeX KOHCTPYKUWOHHLIX MaTepuanoB, pa3MepoB U AOMNYCKOB Ha obopyaoBaHue, KOMMYHWUKAUWUA U 3NeKTPpONUTaHusa.

AYO ponxHa ObITb 3aBeplUeHa A0 Havana npoBefeHna atrectauun gencrteyrowlero obopyagoBaHus.
PaAnalnoHHbIE 3aBObl, KOTopble padboTanu Ao nyonukaummn SO 11137, MOryT He UMETL NPOTOKONOB U3MEHEHNI
B obny4aTtene, caenaHHbIX BO BPEMA MOHTaXa. PeTpocnekTuBHaa paspadboTka TakMx MpOTOKONOB He TpebyeTca.

A.9.2 ATTecTauua geucrTByloLlero obopyaoBaHus

[To go3umMmeTpuyecknm Bonpocam paguaunoHHon ctepunumsaunm cm. 1SO 11137-3.

A.9.3 ATTecTauua aKkcnnyatupyemoro obopyaooBaHuA

AB0 aABnAeTcA cTaguven Banupauun, Ucnonb3yrollel onpedeneHHY npoayKUWKo ANA NOATBEPXAEHUA TOro,
yto obopyaoBaHUEe MNOCTOAHHO paboTaeT cornacHo 3apaHee 3afaHHbIM KpUTepUsm, obecnedmnBaeT obnydyeHne go3amu
B YCTAQHOBMNEHHOM AWana3oHe A03 U NOSTOMY BbldaeT NpoAyKUWIo, OTBeYaloLly YCTaHOBMNEHHBIM TpeboBaHUAM K CTe-
PUINTBHOCTW.

[To Ao3uMeTpuYecknm Bonpocam paguaunoHHoOM ctepunumsaunm cm. 1SO 11137-3.

UTo KacaeTcda 9.3.2 nepedncneHue b), To opueHTauua npoayKuun BHYTPU YNaKOBKU ABNAETCA KPUTUYHOU MNPWU
ONEKTPOHHO-Ny4YeBOW 00paboTKe. bBonee Toro, opueHTaumMa MOXeT ObITb KPUTUHYHON TakKe Npu raMmMa- U PEHTITEHOBCKON
00paboTKe, ecnn NNOTHOCTbL MOXET BNUATbL Ha pacnpefeneHne Ao3bl (Hanpumep, KOHTENHEPLI C XUAKOCTAMU UMK
MeTannn4eckne nMmnnaHTaHTel 6egpPeHHON KOCTN).

UTO KacaeTca 9.3.2 nepeyncneHue c), ecnn cuctemMa npuMeHseTca ana dukcaumm npoaykuun B KOHTEUHepe
Ona obnydvyeHua, B TeXHU4Yeckne TpeboBaHUA HeOOXOAUMO BKMKOYUTL ONMUCaAHUE UCMONMb3yeMbIX MarepuanoB U MeToa
ukcaumnm.

A.9.4 AHanu3 u yTBepXxaeHue Banupgauuu

[aHHasa cTagunsa BritovaeT B cedA aHanus gaHHbIX Banvgauun n ero JOKYMeEHTUPOBaAHNUE C LeNbo NOATBEPXKAEHNS
NPUEMNEMOCTHU NpoLecca CTepUnusaunn u pas3padboTkm N yTBEPKAEHUA TEXHUYECKUX TpeboBaHUN npoLecca.

A.10 TeKyLLMKN KOHTPONb U yNpaBneHue

[TpnMedaHne— Llenbto TeKyLLEro KOHTPONS M YNpaBneHns ABnsaeTcsa JeMOHCTPpaLUnsa TOro, YTo Ha NpoayKLUto
OKasarl Bo3[elCTBNEe BanuanpoBaHHbIA MU YCTaHOBIIEHHBIA MpoLiecc CTepUnu3aLmm.

A.10.1 PyKOBOACTBO OTCYTCTBYET.

A.10.2 ISO 13485 coaepXuT TpedboBaHUA K COXPaHHOCTU NPpoayKUUKM N 0bpalleHUo C HEN.

A.10.3 lpn pasgeneHnn NpoayKUUN MOXHO NMpeayCMOTPETD:

a) pusnyeckoe pasgeneHue nNpoayKuuu;

b) npuMeHeHne HageXHON UHBEHTAPU3ALMOHHOW KOHTPONBHOW CUCTEMBI. YacTbo 3TOW npoueaypbl MOXET ObITh
MCMONb30BaHUE 3TUKETOK W/UNKW LUTaMMoOB.

A.10.4 PykoBoACTBO OTCYTCTBYET.

A.10.5 Ecnn npoaykuma Bo BpemMa oOpaboTKM MOXET HeNpegHaMeEPEHHO nepemMellaTbCca BHYTPU KOHTENHEpa ANng
00rnyyeHna n Takum odpasoM BNUATL Ha pacnpegeneHne Ao3bl, To ANA ero npeaoTepalleHna npoayKumns gormkHa ObliTb
3apuKcupoBaHa ¢ NpUMeHeHMeM ynakoBOYHOro MaTtepuana.

A.10.6 AHanuna pe3ynsTaToB TEKYLLUEero KOHTPONA napaMeTpoB npouecca U TeKylen A03UMETPUN UCNONb3IYETCH
0119 NOATBEPXKAEHUA TOro, YTo NPoAyKUMa Oblna obpaboTaHa B COOTBETCTBUU C TEXHUYECKUMU TpeboBaHMAaAMU. Ecnu
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pesynbraTtbl U3AMEPEHUA BhLILIMK 3@ YCTAHOBIEHHbIE NMpeaenbl, TO B aHanna AoMmKHbl OblTb BKMNHOYEHBLI AENCTBUA, KOTOPLIE
HeoOX0AUMO NpPeaAnpPUHATS.

[na pe3ynsraTtoB U3MEPEHUN, BbILLEALLMUX 3a YCTaHOBMNEHHbLIE Npeaenbl, AOMKHbI OblTb AOKYMEHTUPOBaHLI U Bbl-
NONTHEHLI NpoUeaypbl, ONUCLIBalOLWMe HEOOXOAUMBIE B TakKUX cnydasax AeUcTBuUa (Hanpumep, NoBTOpHas obpaboTka,
NpoBepKa HageXHOCTU HeyAOBMETBOPUTENBHLIX NOKasaHWN, BbIMPy3Kka NpoayKUuUKM, HEODXOAWMOCTb AOMNONMHUTENBHON
00paboTKNn).

ObnyyaTtenn ¢ SNEKTPOHHLIM NMy4YKOM pasnnyatoTca No CBOMM XapaKTepUCTUKaM U No cnocobam TeEKYLLEro KOHTPO-
na. OTHOCUTENBHbLIWM BKNag KOHTpoONa padbodyunx napaMeTpoB U BLIMNOMHEHUSA TeKyLWen A03UMETPUN B obecrneyeHune cTa-
OUNMBHOCTU BO3AEUCTBUA CTEPUNUIYIOLLEN A03bl Ha NPOAYKLUWIO pasnuyeH ANAa pasHblx obnydatenei. Onepatop obnyya-
Tena AOMKeEH pa3paboTaTh Npoueaypy TEKYLEro KOHTPONA, BKMHOYaAKLWYH TEKYLWMUKA KOHTPONb padbounx napaMeTpoB W
BbIMNOMTHEHNE TEKYLLEWN AO3UMETPUKN, KOTOPLIN 0BecneunT HeobXoanmMoe NoATBEPXKAEHNE TOro, YTO NPoOLECC CTEpPUNn3a-
LUNW BbINONHAETCA AOMMKHBIM 0DpasoMm.

A.10.7 T'lo go3sMMeTpu4eckum BonpocamM pagnauMoHHOU ctepunusaunm cm. SO 11137-3.

A.10.8 PYyKOBOACTBO OTCYTCTBYET.

A.10.9 PykoBOACTBO OTCYTCTBYET.

A.10.10 AHanus3 pesyneraToB TEKYLLUEro KOHTPONA napamMeTpoB npouecca U TeKkylwen Ao3MMETPUN UCNONb3YETCH
018 NOATBEPXAEHMUA TOro, YTO NPOoAyKUMA Oblna obpaboTaHa B COOTBETCTBUM C TEXHUYECKUMU TpeboBaHuamMu. Ecnu
npouecc OblN NpepBaH, TO B aHalnn3 A0/MKHbl ObIThb BKNHOYEHbl 4EUCTBUA, KOTOPLIE HEODXOAUMO NPeaAnpPUHATL.

OTKNOHEHNA OT HOPManbHbIX pabounx yCroBun (Takue, Kak OTKIHOYEHWUE SHEPrUn UM HenpaBUITbHOE ABUXEHUE
koHBeWepa) AOIMKHbI MPUBOAUTE K HEMEeANEeHHOMY MpepbiBaHUID npouecca U aBToOMaTUu4eckoMy nepesogy UCTOYHUKA B
pexnm desonacHoro xpaHeHna. HomkHbl ObITb AOKYMEHTUPOBaHLI NMPUYMHBI NPEpPbIBAHUA Npouecca U ero AnUTenb-
HOCTb, a TakXe AOKYMEHTUPOBaHbl U BLIMOMHEHbLI Npoueaypbl MOBTOPHOINO Nycka.

B cnydyae oTkasa obnydvaTtens Unn KOHBEUEPHOW CUCTEMBI HEODXOAMMO crefoBaTh JOKYMEHTUPOBAHHOW NMpoLeay-
pe, YUTOObI pe3ynbTaToM nocneayrowmnx 4eNCcTBUA cTana NPoAyKUMA, NonydYmnBLUasa CTEPUNUIYIOWYIO A03Y, U YTOOLI Npw
3TOM MakcumanbHO AonycTumas fos3a He Oblna npeBbILUEHA.

CCNU NpepbiBaHUe npouecca NPpOoUCXoanT ¢ NpoayKunen, He cnocobHOW nogaepxmBaTte MUKPOOUONOrNYeCcKUiA
POCT, U NPU 3TOM ABUXEHNE NMPOAYKUMW B obnyyaTene npekpallaeTcsd, TO Takoe npepbiBaHUe 0ObIMHO He TpebyeT aei-
CTBMA. TeM He MeHee, Takue npepbiBaHUA npouecca AOMKHbI ObITb AOKYMEHTUPOBAHLI U NpoaHann3npoBaHbl, YTOOL
yoeanTLCA B AOCTOBEPHOCTU AO03UMETPUHECKUX UIMEPEHUN.
CCNW npepbiBaHWe npouecca NPoUcXoanT ¢ NpoagyKUunen, cnocobHON nogaepuBate MUKPOOUONOrM4YeckMini pocT,
TO B TEXHUYECKON JOKYMEHTaUMM Ha npouecc yKasbiBarTCA:

- MakcumarsnibHoe BpeMsd, KOTopoe MOXET MNPOUTU MeXAy 3aBeplUeHUEM UIroTOBMEHNA NPpoaYKUUK U 3aBepLUEeHN-
eM ee CTepunmn3aunoHHONn obpaboTKu;

- YCINOBUSA XpaHEHUA U TPaHCNOPTUPOBAHNA, KOTOPpble HEODXOAMMO NoAAEpPXUBaTL B TEYEHNE ITOMO BPEMEHMN.

MakcuManbHOe BpeMsA U yCNOBUA BbIOMpaOTCA TakMMKU, YTOOLI MUKPODWONOrM4yeckoe KavyecTBO MPOAYKUWK He
yXygLllano ee CTepuUnbHOCTL. Ecnu npepbiBaHMe npouecca NpoUcxXoanuT BO BpeMa cTepunumsaunn n anutca gonblie
YCTAaHOBJTIEHHOIO BPEMEHN, CrneayeT pacCMOTPETL €ro BNUAHUE HAa MUKPODUOMOrnYeckoe KavecTBo NpoayKLUNUKU N BLIMOI-
HATb COOTBETCTBYHIOLLNE AEUCTBUA. DTO MOXKET NOTPedOBaTh BLIFPY3KN NPOAYKLUN.

—CINW OTKNOHEHME B npoLecce NpUBOAUT K YMEHBLUEHUO NONYYEHHOW 403kl MO CpaBHEHUID C TpebyeMOon, NPoaYK-
LNA MOXET OblTb 00nyveHa AOMNONHUTENBHOW A030W, ecrnu:

a) OblNa NpuUHATa BO BHMMaHWE CrocODHOCTbL NPpOoAYKUUKM nogaepxmBaTe MUKPOOUONOrM4YeCcKU pocT;

b) obnyyeHne [ONONHUTENBHOW A030W BO3MOXHO TakMM obpasoM, YToObl obecneyvynTb B CyMMe AOCTUXEHUE
MUHUMarnbHOW A03bl, HO MPU 3TOM HE NPEBLICUTL MakCUManbHO AOMNYCTUMYHD O03Y.

LlononHutenebHoe pykoBoacTBo cM. B SO 11137-3.

[To posumeTpuyeckum Bonpocam cMm. |SO 11137-3.

A.10.11 PyKoBOACTBO OTCYTCTBYET.

A.11 Bbinyck npoayKkuuu nocrne crepunusayumn
PYKOBOACTBO OTCYTCTBYET.

A.12 lNoppepxaHue adhbdPeKTUBHOCTU Npouecca

A.12.1 deMoHCcTpauus coxpaHeHUs 3pdpeKTUBHOCTHU

A.12.1.1 Obwime cBeaeHUNA

YUTOOBLI CTEpUNU3yIoLLaa Ao3a ocTaBallacb AEACTBUTENBHOW, NPOAYKUMUA AOSKHA U3roTaBNMBaTLCA B KOHTPOSTUPY-
eMbIX YCNOBUSAX, AalolUnX CTabUNBHYH NO KONMUYECTBY M TUMaM MUKPOOPraHUamMoB OMoHarpysky. Ana gemMoHcTpaumm
NOCTOAHHOWN AEUCTBUTENBHOCTU CTEPUNUIYIOLLEN A03bl NPOBOAATCA ayauUThl CTEPUNUIYIOLLEN A03bl Yepel 3apaHee On-
peferneHHble UHTepBarbl BPEMEHN.

YCTaHOBMEHHbIE MakCUManbHble UHTEpBanbl BPEMEHU OCHOBaHbLI Ha:

a) onbiTe, NPUODPETEHHOM B 3KCMEPUMEHTaX MO YCTAaHOBKE A03bI;

b) HeoOXoAMMOCTU ODOHapyXUBaTb U3MEHEHUA B MPOU3BOACTBEHHLIX NpoLeccax U MaTepuanax U Ha NPUHATUNY
KOHCEHCYCa O CTEMEHU pUCKa, CBA3AHHOMo € 4YacTOTOW NOUCKa TaKUX U3SMEHEHWUN;

C) BO3MOXHOCTU CE30HHbLIX NN APYrMX NU3MEHEHUIA MUKPODUONOrMYecKoro Kadectsa MaTepnanoB UK Npon3BoOa-
CTBEHHbLIX YCINMOBWMU;

d) oOLENPUHATON YacTOTe NOBTOPHOW Banuvpauun npouecca cTepunnsauunm.
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A.12.1.2 HacToTaonpeaeneHnsa OMOHarpys3Kn

A.12.1.2.1 PYyKOBOACTBO OTCYTCTBYET.

A.12.1.2.2 PYyKOBOACTBO OTCYTCTBYET.

A.12.1.2.3 PYKOBOACTBO OTCYTCTBYET.

A.12.1.2.4 PyKOBOACTBO OTCYTCTBYET.

A.12.1.2.5 pn ycTtaHoBNeHUU npegena OUoHarpy3kn ¢ Lenbo 4eMOHCTPpaUnn NOCTOAHHOW 3 EKTUBHOCTHU CTE-
PUNU3YIOLWEN A03bl STOT Npeaen AonXeH OblTb YCTAaHOBMEH HA OCHOBE CEPUN OMNLITOB € NPEBLILLEHMEM Npeaena OUoHar-
DY3KW A0 AOCTUXKEHWUSA YCTAHOBMNEHHbLIX TpeboBaHUN K cTepUNbHOCTU. CM. Takke B ISO 11737-1 nHdopmaunto o ctadbunu-
3auUmun npegenoB OUOHarpyskn ana apyrux Uenemn.

A.12.1.3 YacToTa ayguToB CTEpUNU3yloLlen Oo3bl

A.12.1.3.1

a) IcTopuyeckn crnoXunoch, YTo TpexXMecAaAYHbIN MHTepBan UCNONbL3YIT ANA onpefeneHNa Ce30HHbIX OTKITOHEHNI
B OnoHarpyske. lNpoaykuma, npomsBegeHHas B KOHTPONMUPYEMbBIX YCNOBUAX MOXET HE MoKasaTb CE30HHbLIX OTKNOHEHUN
B OMoOHarpyske. Ecnn KOHTponb BUOHarpy3km No KOMMYECTBY U TUNAaM MUKPOOPraHM3MOB NOKa3bliBAET OTCYTCTBUE CE30H-
HbIX OTKITOHEHUU, TO MOXHO pacCMOTPETL BONPOC O CHUXKEHUW YacCTOThl ayaouTOB A403bl. TakoW aHann3 AoJKeH BKoYaTh
BOMPOCHI 00paboTKN U TEKYLLENO KOHTPONSA, YCcTaHOBNEHHbIE B 12.1.3. CneagyeT OTMETUTL, UTO HEOOXOANMO PACCMOTPETL
BCE OTMeYeHHbIE BOMPOCHl, XOTA He 00A3aTeNnbHO BCE U3 HUX NOTPeOYHOT onpefeneHHbiX 4eUCcTBUMU Unn oyayt UMeTb
OANHaKOBLIN BecC (T. €. OyAyT OAUHAKOBO BaXHbl).

b) PYKOBOACTBO OTCYTCTBYET.

A.12.1.3.2 Tlo Mepe HaKkonmneHnsa onbiTa paboThbl ¢ NPOAYKUNEN N ee U3rOTOBNEHUA NPOUCXOAUT YBENUYEHNE UH-

TepBana BpeMeHU Mexay npoBejeHUeEM ayauToB CTEpUIIU3YOLWLEN A03bl (CHaYana ¢ UHTepBalioM B TPU MecAula, 3aTeM
LLIeCTb MecALEeB W, HaKoHel, ABeHaalaTb MecAleB).

CnepyeT NOHUMaATL, YTO YMEHbLUEHWE YacTOoThl NPOBEAEHUSA ayauTa CTEPUNUIYIOLLEN A03bl CO BpeMEHEM NPUBO-
OUT K YMEHbLIEHU BO3MOXHOCTU BbIABNIEHUA U3MEHEHUU B NPOU3BOACTBEHHOM npouecce. CnepgoBarenbHO, Ha 3TOT
apheKkT BCcerga Heobxoanmo obpallaTe BHUMaHUE A0 TOro, Kak YMEHbLUUTL YacToTy ayauTa.

A.12.1.3.3 PyKkoBOACTBO OTCYTCTBYET.

A.12.1.3.4 PyKkoBOACTBO OTCYTCTBYET.

A.12.1.3.5 PyKkoBOACTBO OTCYTCTBYET.

A.12.2 lNMoBTOpHAaA KanubpoBKa
PYKOBOACTBO OTCYTCTBYET.

A.12.3 O6cnyxuBaHue obopyaoBaHUA

[Tpn aHanunse NpoTOKONOB 0BCNYXMUBaAHUA ero rpaduk U npoueaypbl AOMKHLI NepecMaTpuBaTbCH B TOW Mepe,
YToObl Nony4veHHaa o6 obopyaoBaHUM UHPpOpMaUna Obina NPUMEHEHa NO Ha3Ha4YeHUHo.

A12.4 MNMoBTOpHada aTTecTauusa obopyaoBaHuUs

MHTepBanbl Mexay NOBTOPHLIMW aTTecTaunaMmun obnydartens AOKHbI BbIOUpaTbCca TakuMK, 4ToObl 0becnednTh
NOCTOAHHYI paboTy obny4vaTtena B npegenax TexHu4eckux TpedboBaHUn. [na ramMmma-obnydatenen noBTopHas atrecTa-
LA 0ObIMHO NPOBOAUTCA BMECTE C NOMNONIHEHNEM UCTOYHUKOB. [Na SNeKTPOHHO-NYYEBbLIX U PEHTITEHOBCKUX 0Ony4aTenen
NOBTOPHAA aTTecTayna oObIYHO NMPOBOAUTCA €XErogHO, HO HEKOTOPLIE YacTn aTTecTauuMmn NPOBOAATCA C ODofiee KOPOTKK-
MW WHTEepBanamMu BpeMeHU B npegenax rogosoro uukna. Ecnu namepeHuna npun AYO n ALO nokasanu, YTo COCTOAHUE
obny4arena U3MeHUNoCb, TO MOXET noTpedboBaTbCcA NOBTOpHaA AJ0.

A.12.5 OueHKka U3BMeHEeHUNn

A.12.5.1 Ana ramma-obnyyatenen npuMmepamm U3MeEHEHUN, MNOCMe KOTOpbIX AOMKHa ObiTb BbiNonHeHa ALO,
ABJTAOTCA:

- MONOJTHEHUE UCTOYHUKA,

- NL3BMEHEHUA B reOMEeTPUN N MONOXEHUU UCTOUHUKE,;

- UBMEHEHUSA B KOHBeNepe;

- U3AMEHeHWe MapLlpyTa NpoaYyKUNK;

- UIBMEHEHNE B KOHTeWHepe ANna obny4eHns.

CTeneHb npoBeaeHnsa ALOO 3aBUCUT OT TUMA U CTENEHU U3MEHEHUA (CM. Tabnuuy A.1).

[NAa anekTpoOHHO-Ny4YeBbLIX obnyvaTenen npuMepamMn U3MeHeEHUn, Nocne KOTOpbIX AoMnXHa ObiTb BeiNonHeHa ALO,
ABITAFOTCA:

- UIBMEHEHUSA B KOHBeWepe;

- YBENUYEHNEe MaKCUMalbHbIX NPOEKTHLIX pasMepoB KOHTENHepa ANA 0ONyYeHus,;

- PEMOHT UNU 3aMeHa CKaHUPYIOLWEro MarHuTa [MarHuta pasBepTKuU];

- PEMOHT UMW 3aMeHa OTKITOHAKLWEro MarHuTa,

- PEMOHT UNMKW 3aMeHa MarHuTa, obecneymBarolLlero napannenbHOCTb Nyyka (POKYCUPYHOLLEro);

- UBMEHEHUNA B aneMeHTax obnydarens, cosgatolunx adhdekT pacceaHuns.

CTeneHb npoeeaeHna ALO 3aBUCUT OT TUNA U CTEMNEHU U3MeHeHUsA (cM. Tabnuuy A.2). Hanpumep, yBenn4eHue
MaKCUManbHbIX MPOEKTHLIX pasMepoB KOHTEWHepa Ana obnydvyeHuUsa noTpedyeT NOMHOM MOBTOPHOW aTTecTtaunun, B TO
BpeMSA KakK Nocrie 3aMeHbl 4acTu KOHBeWepa MOXET NMoTpedboBaTbCA TOMBKO NOATBEPXAEHWE Haanexawen padoThbl
KOHBeWepa.
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[1na peHTreHoBCKMX obnyyaTtenen npuMmepamMmm N3AMEHEHUI, Nocne KOTOPbIX A0MKHa OblTk BelnonHeHa ALO, aBna-
lOTCA:

- UIBMEHEHUSA B KOHBeWepe;

- YBENMUYEHNE MaAKCUManbHbIX NPOEKTHLIX pa3sMepoB KOHTEWHepa Ana obnyvyeHus;

- PEMOHT UNN 3aMeHa CKaHUPYILWEero MarHuTa [MarHuTta pasBepTKu];

- PEMOHT UK 3aMeHa OTKIOHALWEro MarHuTa,

- PEMOHT WUNX 3aMeHa MarHuTa, obecne4ymnBatoLLlero napannenbHOCTb Ny4kKa;

- NAMEHEHUA B aneMeHTax obnydaTtens, co3farollmx addekT pacceaHuns,

- NL3BMEHEHUA B MULLIEHN PEHTIEHOBCKUX NyYell [B aHTUKaTOAEe PEHTIEHOBCKOW TPyOKNU].

CTeneHb npoBegeHna ALO 3aBUCUT OT TUMNA U CTENEHU U3MEHEHUSA (cM. Tabnuuy A.3). Hanpumep, yBenuyeHume
MaKCUManbHbIX NPOEKTHLIX pa3MepoB KOHTENHepa ANA obny4veHMa noTpedbyeT NonHOM NMOBTOPHOW aTTecTauun, B TO
BpeMA KakK nocrie 3aMeHbl YacTu KOHBeWepa MOXET NnoTpeboBaTbCA TOMBKO NOATBEPXAEHWEe Haanexawen padoThl
KOHBeWepa.

A.12.5.2 PYKOBOACTBO OTCYTCTBYET.

Tadbnuua A1 — PykoBoacTBo No atrectaumn MU3AMEHEHUA B raMMa-obny4aTene

AYO AIO
N3meHeHKne MOHTaXHble
5 McnbiTanne | Kanu6poska | omorpagu-
B O0JiyHarTene NCIMblITAHWA W G poBaHue Tn TOHOFpaq)HPOBaHHFI
o6opyaoBa- | o6opyaoBa-
AOKYMEHTAaLUWNA 1036l n03bl
HNUA HWUA
Ha obopynosa- obnyyaTens
HWe

NoBaBneHue, yaaneHue v \ "OMOreHHbIiA MaTepuan go
WNU NMepeKkoMMNOHOBKa pa- TPOEKTHLIX NpefenoB
OVOHYKNUAa

I3MEHeHWe KOHCTPYKUUH v v v OMOFeHHbIi MaTepuan Ao
HoCUTeNnA/KoHTelWHepa ANS TPOEKTHLIX NpefenoB
oOny4eHns

CHSATME WU nepeMeLlle- v v v TOMOreHHbI MaTepuan Ao
HWe MOABEeCHOro KoHBelepa NPOEKTHbLIX NPeaenoB
BHYTPU KaMepbl 00nyyYeHms

CHSTME UNU nepeMelle- v v v "OMOreHHbIi MaTepuan Ao
HWEe YCTPONCTB OCTAaHOBKM Ha TPOEKTHBIX NpeenoB
KPUTUYECKOM MapLLpyTe Mpo-
OYKLU

CHATUE UNKN nepemellle- v v
H1Ue YCTPONCTB OCTaHOBKU BHE
(PUTUYECKOrO MaplipyTa
TPOAYKLMNA

3aMeHa Kabenen B UCTOU- v v
HUKe

I3MeHeHWe npoeKkTa Cu- v v MMepexoaHaa Ao3a
CTEMbl  JBWKEHUA  UCTOM-
HUKa

MlaMeHeHUe npoekTa, v v v OMOFeHHbIi MaTepuan Ao
BNUAKOLLIEE Ha PpacCTOSAHUE OT TPOEKTHLIX NpeenoB
NCTOYHMKa A0 MPOAYKLUK TlepexoaHasa fo3a

MIaMeHeHWe npoeKTa Ccu- v v v [OMOreHHbIM MaTepuan Ao
CTEMBI LUAacCU UCTOMHMUKA NPOEKTHBLIX NpeaenoB
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OkoHr4YaHUe mabnuubi A.1

AYO ALO
|/|36MEHEHME MOHTaXHble onbiTaHne | Kanu6poska Tonorpachu-
B oQJiyHaTene NMCMNbITaAHNA poBaHue Tun TonorpaqjmpOBaHMﬂ
obopypoBa- | obopyaoBa-
OOKYMeHTauUKng 03kl
5 HIS HN S AO3bl A
Ha 0LOpPyAOBa- o6nyyaTens
Hue
MaMeHeHne Tuna Tanme- v v v
pa UuKna B obnyyarene
M3MeHeHne Tuna npubo- v v v
POB TeKyLWlero KOHTponsa pa-
,EI,ME:'ILI,MOHHOVI Oe30nNacHOCTHU
obny4aTtens
M3MeHeHne Tnna npuoo- v v v
POB TeKYLWEero KOHTpONS (ecnun npu-
BOAbLI B pesepByape obny4ya- MEHUMO )
Tens

[TpumMmedaHund

1 [JobaBneHune pagnoHyknnga 6€3 NsMeHeEHUA reOMEeTPUN UCTOUHUKA MOXKET NoTpeboBaTh BbIMOMHEHUA TOMNBKO
4acTU roMoreHHoro TonorpadhMpoBaHnUa 403bl ¢ LUenbio NOATBEPXKAEHUA pPe3ynberaTtoB MarteMaTudecKoro Mogaenupo-
BaHWA WUNU Uenen M3MeHEHUA, B TO BpeMa Kak gobaBneHne paguoHyknuga ¢ U3MEHEHUEM FeOMEeTPUN UCTOUYHUKA
MOXeET NoTpeboBaTk NOMTHOMO rOMOrEHHOro TonorpadupoBaHna 403kl C MOBTOPEHMUEM BCEX KapT A03bl, @ TakKe HEKO-
TOPbIX BCMOMOraTenbHbIX UCCNedOBaHWN, TakKUX KaK 3arpyska no UeHTPpY WUNKU YacTUYHaa 3arpyska.

2 [o nonydenua pesyneratoB AJO (Hanpumep, NpoBEPKU MNOMNOXEHUA UCTOYHUKA), NOCNe 3aMeHbl kKabenewn
MCTOYHUKA MOXET noTpeboBaTbCcA TonorpadpupoBaHne Ao3bl obnyyarens.

3 PesynbkraTthl TONOrpadgpupoBaHna aosbl npu ALO MOoryT npuBecTu K noBTOopeHUto A30.

Tadbnunua A2 — PykoBoacTBO NO aTTecTaumMn USMEHEHUI B SNEKTPOHHO-NY4YEeBOM obny4arene

HOLLKUX MalrHUTOB

AYO AOO
N3ameHeHNe MoOHTaXHble
B obnyJyaTene NCrnblTaHNA K MCI'IblTaHVIe Rannbposka fororpacpu- Tun Tonor
B AencTBumn | obopygosa- | POBAHUE pagupoBakmA
OOKYMEeHTauumA e n03b! N03bl
Ha 0bopyAoBa- o6nyvyaTens
Hue
MexaHundeckasa perynum- v v PaBHOMEPHOCTbL CKaHWpoBa-
POBKa ycKOpUTenA HUA B HanpaBli€HUU CKaHUPO-
BaHMA Ny4Kka v rmyobunHa NpoHUK-
HOBEHWA 403kl B HanpaBneHUM
nyyKa
B cuctemax ynpasndato- v v PaBHOMEPHOCTbL CKaHWpoBa-
LLIMX U POKYCUPYIOLLIUX Mar- HUA B HanpaBli€HUU CKaHUPO-
HUTOB BaHUA NyyKa U rmyoOuHa NPOHUK-
HOBEHWA 403kl B HanpaBneHUM
nyyKa
B cuctemax OoTKINOHA- v v v PaBHOMEPHOCTbL CKaHWpoBa-

HUSA B HamnpaBleHUN CKaHWpPO-
BaHWA Ny4Ka U rmyonHa NPoHMK-
HOBEHWS J03bl B HANpaBreHWN
ny4Kka
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AYO AQO
N3ameHeHne MOHTaXHble
McnbiTanue | Kanu6poska | Tonorpacgpu-
B OﬁﬂyanEHE NCMNbITaHWNA W 3 OBaHue Tun TonorpachpOBaHMFl
okvMeHTauma | B AecTBUM | obopyfoBa- P
AOKY 4 HUG 003bl A03bl
Ha obopyAoBa- obnyyaTens
Hue
Cucrtema TeKyLlero KoH- v v v PaBHOMEPHOCTbL CKaHUpoBa-
TPONA TOKa nydka HUA B HanpaBneHUn ABUXEeHNA
1pOAYKLUUN
B cucteme MarHuUToB \ v v PaBHOMEPHOCTbL CKaHUpoBa-
CKaHUPOBaHWA ANA B HallpaBJIeHUN CKaHWNPO-
BaHWA MNMy4Ka
B cXeMOTexHUKe TeKy- \ v v PaBHOMEPHOCTbL CKaHUpoBa-
LLLEMO KOHTPOJ1A n/nnu YrpaB- AWA B HallpaBlieHWU IBUXEHWA
NNEHNA CKOPOCTbLI KOHBEMW- 1poaAYKLUNMN.
epa MicnblTaHue ¢ npepbiBaAHUEM
npouecca
8 ABUratenax, pPeMHsAX v v
M pefyKkTopax KOHBENEPHOU
CUCTEMDb

[TpuyMeYyaHN e —

Pes3ynbraThl TOnorpadupoBaHna osbl npu ALO MOryT NnpUBeCTU K NOBTOpPeHU0 AS0.

Tadbnunua A3 — PyKkoBoaACTBO Mo arrectaulnn USBMEHEHUA B PEHTFEHOBCKOM obnyyaTene

AYO ANO
N3mMeHeHne MoOHTaXHble
5 Menbitanne | Kanu6poska | lonorpagu-
B O0JliyMaTene NCMNbITaHAA A poBaHue Tun TOI‘IOFpaq)MpOBaHHFI
obopyaoBa- | obopyaoBa-
AOKYMEHTALUWNA 1036l 103bl
Ha 000 OBa- HIAA R
PYA obnyvaTens
HUe
MexaHu4veckaa perynu- v v PaBHOMEPHOCTbL CKaHUpPOBa-
POBKa YCKOPUTEITIA ANA B HallpaBJ1I€EHWWN CKaHWPO-
BaHWUSA Nyyka U rnmybuHa npo-
HUKHOBEHWUA O03bl B HaAllpaB-
JIeHUW Ny4Ka
B cuctemax ynpaBnaroLmMx v v PaBHOMEPHOCTbL CKaHUpPOBa-
M POKYCUPYHOLLNX MAarHUTOB HUA B HanpaBneHUN CKaHUPO-
BaHUSA nyyka U rmybuHa npo-
HUKHOBEHWUA O03bl B HaAllpaB-
JIeHUW TNy4Ka
B cuctemax oTKNOHALLNX v v v PaBHOMEPHOCTbL CKaHUpOBa-
MalHATOB ANA B HallpaBJ1I€eHWWN CKaHWPO-
BaHUSA nyyka U rnybuHa npo-
HUKHOBEHWUA O03bl B HallpaB-
JIeHUW TNy4Ka
CucrtemMa TeKyLLlero KOHT- v v v PaBHOMEPHOCTbL CKaHUpOBa-
POJ1IA TOKA MNy4Ka AWA B HalpPaBJICHUW ABUXKEe-
HUA NPOAYKUNK
B cuctemMe MarHMToB cKa- v v PaBHOMEPHOCTb CKaHUpOBa-
HUPOBAHUSA HUA B HanpaBlIEHUU CKaHUPO-
BaHWUA Ty4YKa
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OKoHYaHUe mabnuubl A.3

AYOQO ALO
N3ameHeHne MOHTaXHble
B obnyvaTene ncnbitanng n | enbiTanne | Kanmoposka Tog::;rgﬁb?em- Tun TonorpacupoBaHms
noKyMeHTa LA obopyaoBa- | obopyaoBa- P s 1030,
Ha obopyAoBa- it td OSH?ILIETEJ'IFI
HUe
B cxeMOoTexHUKe TeKylLle- v v v PaBHOMEPHOCTE CKaHUpPOBa-
ro KOHTpONa W/unu ynpasne- HUA B HanpaBleHUU ABUXe-
HUA CKOPOCTLIO KOHBeWepa HUA NpoaYyKUUN.
McnblTaHue ¢ npepbiBaHUeM
npouecca
B aBuratensax, peMHax u v v
peayKkTopax KOHBEUEPHOU CU-
CTEMBbI
M3aMeHeHNne KOHCTPYKUNU v v v PaBHOMEPHOCTE CKaHUpPOBa-
HOCUTeNA/KOHTENHepa AnA HUA B HanpaBlieHUU ABUXe-
00OnyYeHns HUA NpoayKUUN.
nybuHa nNPOHUKHOBEHUSA
003bl B HanpaBleHUn aBUXe-
HUA nNpoayKUUK
CHATUE UK nepemelle- v v v PaBHOMEPHOCTbL CKaHUpoOBa-
HWe KOHBeWepa BHYTPU KaMe- HUA B HanpaBlneHUU ABUXKe-
pbl 0ONMy4YeHuns HUA NPOAYKLIMN.
"NybnWHa NPOHUKHOBEHUA
003bl B HanpaeBleHUn aBUXe-
HUA nNpoayKUUK
MaMeHeHNe NpoeKTa, v v v PaBHOMEPHOCTE CKaHUpPOBa-
BIMAKOLLEE Ha pacCTOAHUE OT HUA B HanpaBlieHUU ABUXe-
MCTOYMHUKa 40 NpoaYyKUNKY HUA NpoAaYyKUUN.
PaBHOMEPHOCTbL CKaHUpOBa-
HUA B HanpaBneHUU CKaHUpo-
BaHNA NnyJka.
[MyOWHa NPOHUKHOBEHUA
003bl B HanpaBleHUn ABUXe-
HUA nNpoayKUUK
M3MeHeHne Tuna npuodo- v v v
POB TEKYLLEro KOHTPONA paau-
aUNOHHOW ©e30nNacHOCTU 00-
nyyartens
3aMeHa, M3IMEHeHNe v v v PaBHOMEPHOCTbL CKaHUpoOBa-

KOHCTPYKUUW UK pErynmnpoB-
Ka PEHTreHOBCKOU MULLEHW
(aHTUKaToAa)

HUS B HanpaBneHUsx CKaHu-
POBaHWA NyYKa U ABUXEHUS
Ty4Ka.

PaBHOMEPHOCTb CKaHWpoOBa-
HUS B HanpaBNeHUU ABUXKe-
HUSA NPOAYKLNN.

nybvHa nNPOHWKHOBEHWUS
N103bl B HanpaBlieHUU ny4Ka

[TpnuMedaHune — Pesynbratel TONorpadgpupoBaHna aosbl npn ALO MOryT NnpuBeCcTU K NOBTOPEHUIO AS0.
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CBegeHusa o0 COOTBETCTBUN MEeXrocyadpCrTBeHHbIX CTAHOAPTOB
CCbINMOYHbIM MEeXAOYHAPOAHDbIM CTAHAOAPTAM

Tadbnunua A1

O6o3HavyeHMe U HauMeHOBaHWe CTeneHb O6o3HavyeHMe U HauMeHOBaHue
MEXAVYHapOAHOTO CTaHdapTa cCoOOoTBeTCTBWNA MEXTIocydapCTrBEeHHOIo CraHiapTa
1ISO 10012-1:1992 TpeboBaHMUA 00ecneyeHnNs Ka- — *
yecTBa ANA U3MepUTeNnbHOro obopyaoBaHua.
YacTb 1. Cucrtema MeTponorn4yeckoro nogTeep-
XOEHUA NS N3MePUTENIbHOro oobopyaoBaHUS
SO 11137-2:2006 Ctepunusauna MeguUUHCKOW DT [OCT SO 11137-2—2011 CTepunusauma meau-
TpoAykuun. PaguaunoHHaa cTepunusauuns. LMHCKOW nMpoAykuun. PagnaynoHHasa CTepUnu-
YacTb 2. YcTaHOBNEHUE CTEPUNU3YIOLLEN 403kl 3aumna. YacTtb 2. YcTaHOBNEHUE CTEPUITUIYIOLLIEN
403bl
ISO 11737-1:1995 CTtepunusauna MeaULMH- IDT [OCT ISO 11/737-1—2011 CTtepunusaumna megu-
CKUX usgenunin. Mukpobunonorn4yeckme MeToabl. UWHCKUX n3gennin. Mnukpobnonornvyeckme MeTo-
YacTb 1. OueHka nonynaumMm MUKpOOpraHM3MoB abl. YacTte 1. OueHka nonynaunm MUKpoopraHuns-
B NpoAYyKUNY MOB B NMPOoAYKLUMU
1ISO 11737-2:1998 Ctepunusauna MeguUnH- DT [OCT ISO 11737-2—2011 CTtepunmsayna meaun-
CKUX usgenunin. Mukpobunonorn4yeckme MeToabl. LUWHCKUX nsgenunin. Mukpobunonorndeckme MeTo-
YacTb 2. MlcnbiTaHMA Ha CTePUNBbHOCTL, NMPOBO- abl. YacTtb 2. MicnblTaHUA Ha CTepPUNBHOCTL, NPO-
AUMble NpW Banugauuu npoueccoB CTepunmia- BOAWMBIE NpPU Banugalun npoueccoB CTEPUIIU-
LW 3aumu
ISO 13485:2003 Mapgenuna meguunHckme. CuUc- IDT [OCT SO 13485—2011 MN3genua meguUnMHCKNE.
TeMbl MEHe)XMeHTa KadecTBa. CUCTEMHbIE Tpe- CuUcteMbl MeHegXXMeHTa KadvecTBa. CUCTEMHLIE
OoBaHMA ANa uenen perynupoBaHuUs TpeboBaHMA Ana uenen perynupoBaHUs

* COOTBETCTBYHLUMA MEXroCyaapCTBEHHbBIN cTaHAapT OTCYTCTBYET. [lo ero yTBepXAeHUA PEKOMEHYETCA UC-
Nonb3oBaTb NEPEBO/ Ha PYCCKUIA A3bIK JaHHOI0 MeXAyHapoAHoro ctaHaapTa. [lepeBoj AaHHOro MexayHapoaHOoro
cTaHpapTa HaxoauTtca B ®efepanbHOM MHADOPMALIMOHHOM OHAE TEXHUYECKUX PEernaMeHToOB U CTaHA4apToB.

[] PMMEYaHNE — B HaCTOALLUEM CTaHdapTe NCMNOoJ1Ib30BaAHO CriedyroLllee yCIiOBHOE 0003Ha4YeHne CTENeHn

COOTBETCTBUA CTaHAapTa:
- IDT — npgeHTu4Hble cTaHgapThl.
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[1] SO 9000:2005
2] SO 9001:2000
[3] IS0 10993-1:2003

[4] 1SO 11137:1995

5] SO 11137-3—2006

6] ISO/TS 11139:2006

7] 1SO 11607-1

8] 1SO 11607-2

[9] 1SO 14001:2004

[10] ISO 14040:1997

[11]

[12] 1SO 22442-1

(He onyOnuKoBaH)

[13] SO 22442-2
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[14] SO 22442-3
(He onyonukoBaH)

[15] EN 556-1:2001
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buonuorpadua

Quality management systems — Fundamentals and vocabulary (Cuctembl ynpasne-
HUA KadecTBOM. OCHOBHbLIE NMOHATUA U CroBapb)

Quality management systems — Requirements (Cuctembl ynpaBneHUA Ka4yecTBOM.
TpeboBaHua)

Biological evaluation of medical devices — Part 1. Evaluation and testing (buonoruvec-
Kaa oueHka MeauUunHckux usgenun. Hactb 1. OueHka U UcnbiTaHUA)

Sterilization of health care products. Requirements for validation and routine
control. Radiation sterilization (Ctepunusauna meguunHcKoW npoaykumn. TpeboBa-
HUA K Banugauun n TekylleMmy KOHTponk. PagnaunoHHaa ctepunmsanmns)
Sterilization of health care products — Radiation — Part 3: Guidance on dosimetric
aspects (Ctepunusauna megunumHckon npoaykunmn. Paguauma. Yacte 3. PykoBoa-
CTBO MO [O03UMETPUN)

Sterilization of health care products — Vocabulary (Ctepunusauna meguUMHCKOW Npo-
aykunn. CnoBapb)

Packaging for terminally sterilized medical devices — Part 1. Requirements for
materials, sterile barrier systems and packaging systems (YnakoBka gna ¢oUHULLHOW
cTepunusaumn MegquUMHCKUX nsgenunn. Yactb 1. TpeboBaHMA K MaTepuanam, CUCTe-
MaM CTepunbHoro bapbepa U cucTeMam ynakoBbiBaHUA)

Packaging for terminally sterilized medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes (YnakoBka Ana (OUHULLHOW CTepUnunia-
LUK MegUUWHCKUX u3genuin. YacTteb 2. TpeboBaHNA K Banngaunm npoLeccoB popMUpo-
BaHWA, CKIenBaHUA U COOPKK)

Environmental management systems — Requirements with guidance for use (Cucte-
Mbl YrpaBleHUA OXPaHOW OKpyXatrLwein cpeabl. TpedoBaHMA N PpYKOBOACTBO NO NPpUME-
HEHWIO)

Environmental management — Life cycle assessment — Principles and framework
(YNpaBneHne oxpaHou okpyxatoLlen cpefbl. OueHKa cpoka cnyXobl. [TpUHLUMNLI U CTPYK-
Typa)

nternational Vocabulary of Bsic and General Terms in Metrology (VIM), BIPM, |EC,
FCC, ISO, IUPAC, IUPAP, OIML, 2nd ed., 1993 Geneva (1993) (MexgyHapoaHbIN Cno-
Bapb OCHOBHbIX U 0OLLKX TepMUHOB B MeTponorkn (VIM). 2-e nag., 1993 XXeHeBa)
Medical devices utilizing animal tissues and their derivatives — Part 1. Application of
risk management (MeauunHckue uUsgenusa, copepXallne XMBOTHLIE TKaHU U UX NPO-
nasogHble. Hactbe 1. [lpuMeHeHMe ynpaBneHUss PUCKOM)

Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on
sourcing, collection and handling (MeguunHckne nsgenna, copepXxallme XWUBOTHbIE
TKaHW U Ux nNponsBoaHble. HacTb 2. KOHTpONb UCTOYHUKOB, cOopa 1 obpalleHKna)
Medical devices utilizing animal tissues and their derivatives — Part 3. Validation of
the elimination and/or Inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents (MegununHckue nspgenuna, cogepxallne XMUBOTHbIE TKa-
HU U UX NnpousBodHble. YacTe 3. Banupauna yaaneHua W/unu nHakTuealumn BUPYCOB U
areHToB TPaHCMUCCUBHON ryddaToin sHuedanonatun TSE)
Sterilization of medical devices — Requirements for medical devices to be designated
STERILE — Part 1. Requirements for terminally sterilized medical devices (Ctepunu-
3auna MeguUMHCKUX usgenuin. TpeboBaHUA K MEAULMHCKAM WU3OENUAM, KaTeropuu
«CTepuneHO». YacTtb 1. TpeboBaHMa K MegUUMHCKAM U3fennuam, nognexawinm pu-
HULWHOW cTepunusaummn)

Radiation sterilization — Material qualification (PagnaunoHHaa ctepunusauuna. ATTec-
Tauna martepuarnoB)

Sterilization of medical Devices — Requirements for products Labelled «Sterile»
(CTepunusauna MeguUunHCKUX usgenuin. TpeboBaHUA K NPOAYKUMW C MapKUPOBKOW
«CTEepUnNbLHOY)

Safe Design and Use of Panoramic, Wet Source Storage Gamma lrradiators (Category
IV) and Dry Source Storage Gamma Irradiators (Category Il), Health Physics Society,
MclLean, VA, 2001 (besonacHoe nNpoeKTUpoBaHUE WU NPUMEHEeHNe NaHopPaMHbIX ram-
Ma-obny4yaTenen ¢ BnaXHblM XpaHeHNneM UCToYHUKA (KaTeropuun 1V) n ramma-oony4ya-

Tenen ¢ cyxum xpaHeHmem uctodHuka (Kateropuum ll). OOwecTBO PU3MKKM 340pOBLS,
MaknuH, Banomuur, CLLUA, 2001)




[19]

[20]

[21]
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|AEA Safety Series No. 107, Radiation Safety of Gamma and Electron Irradiation Facilities,
Vienna, 1992 (MATAT3, Cepua besonacHocTb, Ne 107. PagnaumnoHHas 6e30nacHoOCTb
npeanpUAaTUn ramma- U ANeKTPOHHOro obnydveHna. Bena), 1992

Global Harmonization Task Force (GHTF) — Study Group 1 (5G1), Document
NO29R16:2005 — Information Document concerning the definition of the term "Medical
Device” (Pabodvaqa rpynna no BCeMUPHOW rapMoHusaumu (GHTF). ['pynna nay4yeHus
Ne 1 (SG1). HokymeHT NO29R16:2005 — MHpopMaLNMOHHBIN JOKYMEHT, paccMaTpu-
BalOWKW onpedeneHne tepMnHa «MeauumMHCKoe n3genunen»)

GREGOIRE, O., CLELAND, M.R., MITTENDOORFER, J., VANDER DONCKT, M., and
MEISSNER, J. Radiological safety of medical devices sterilized with X-rays at 7.5 MeV,
Radiation Physics and Chemistry 67, Issue 2, June 2003, pp. 149—167 (I perop O.,
nenang M. P, MutteHgopdep . BaH aep LoHKT M., MelccHep . Pagnornorvyeckas
0e30NacHOCTb MeAWLUUHCKUX WU3AENUN, CTEPUNN3OBAHHBLIX PEHTFIEHOBCKUMU NyYaMu C

SHeprueun 7,5 M.aB. — PagnaunoHHaa dpusmka n xumusa, 67, Bbinyck 2, UtoHb 2003,
cTp. 149 —167)
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