MEXTOCYOAPCTBEHHbIA COBET MO CTAHAAPTU3ALMKU, METPOIOrMU U CEPTUGUKALIMK

(Mrc)
INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(1sC)
) rOCT
MEXFIOCYOAPCTBEHHBIH 8.651—
CTAHOAPT .
2016

FocypnapcTBeHHas cuctema obecneveHust egUHCTBA
U3MepeHun

MEAMUUHCKUE U3OENUA.
PAOWALUUNOHHAA CTEPUITU3ALIUA.
METOOUKA AO3UMETPUN

UzpaHue odbuumnansHoe

Mocksa
CranpapTuHdopm
2016


https://meganorm.ru/Index2/1/4293747/4293747732.htm

roCT 8.651—2016

Npeancnosue

Llenu, ocHOBHblE NPUHLIMMBI U OCHOBHOW NOPsIAOK NpoBeAeHust paboT No MeXrocyaapcTBeHHOW cTaH-
Aaptuzauum yctaHoeneHsl NOCT 1.0—2015 «MexrocyaapcTeeHHas cuctema ctaHgapTusaumm. OCHOBHblE
nonoxeHusi» UFOCT 1.2—2015 «MexrocygapcTeeHHas cuctema ctaHaaptusaumun. CtaHaapTel Mexrocyaap-
CTBEHHblE, NpaBuna 1 pekomMeHAaLmnm1 No MexrocyaapcTBeHHOW cTaHAapTu3aumu. MNpasuna paspaboTku, npu-
HATUA, OGHOBNEHNA U OTMEHbI»

CBeaeHuUs o cTaHaapTe

1 PASPABOTAH ®epnepanbHbiM rocyaapcTBEHHBIM YHUTAPHBIM npeanpuatnem «Bcepoccuiickuin
Hay4HO-UCCNeaoBaTENbCKUA UHCTUTYT (DUSUKO-TEXHUYECKUX U paguoTexHudeckux usmepeHunn» (Oryn
«BHUNDTPW»)

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHUYECKOMY peryriupoBaHuio 1 MeTposnorum

3 MpuHaT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTM3aLImMM, MeTponorum u ceptucukaum (NpoTo-
Kon ot 29 aHsapA 2016 r. Ne 84-11)

3a npuHATUE NporonocoBasnn:

KpaTtkoe HaumeHoBaHUe CTpaHbl Kop cTpaHbl no CokpalleHHOoe HaUMEHOBaHWe HaUMOHANBLHOTO opraHa
no MK (UCO 3166) 004—97 MK (UCO 3166) 004—97 no craHgapTvsauuu
ApmeHus AM MwuHakoHoMukM Pecrybriviku Apmenus
Benapych BY loccranpgapt Pecnybnuvkm Benapycb
KasaxcraH KZ loccranpapT Pecnybnuim KasaxcrtaH
Kuprusus KG KbipreiactangapT
Poccus RU Poccrangapt
TagxukncTaH TJ TagxukcTanaapT

4 Tpukaszom PefepanbHOro areHTCTBa Mo TEXHUYECKOMY perynMpoBaHuio n MeTponorum ot 21 oktabps
2016 r. Ne 1471-cT mexrocygapcTBeHHbli ctaHgapT FOCT 8.651—2016 BBegeH B AelCTBME B KayecTBe
HaunoHanbHOro crangapta Poccunckon ®enepaunn ¢ 1 pespansa 2017 r.

5 Hacrosawwuii ctaHgapT paspaboTaH Ha ocHoBe NpuMmeHeHna FOCT P 50325—2011*

6 BBEJEH BMEPBbIE

* TMpvkasom PegepanbHOrO areHTCTBa Mo TEXHUYECKOMY PerynupoBaHuio U metponorum ot 21 oktabps 2016 r.
Ne 1471-cT FOCT P 50325—2011 otmenHeH ¢ 1 dheBpans 2017 r.

UHpopmayus 06 usMeHeHuUsIX K Hacmosiwemy cmaH@apmy rybiuKyemcsi 8 exe200HOM UHGDOpMaULUOH-
HoM yKkazamerne « HayuoHanbHble cmaHOapmbi», a MeKem U3MeHeHUU U NI0MpasoK — 8 EXXeMeCsIHHOM UHGOop-
MayUOHHOM yKasamene «HauyuoHanbHble cmaHOapmel». B crniydae nepecMompa (3aMeHbl) Unu OMMeHsI
Hacmosiweao cmaHdapma coomsemcmsyoujee ysedoMmneHue bydem onybruUKO8aHO 8 eXeMeCSYHOM
UHhopMalyUOHHOM yKasamerne «HauuoHanbHble cmaHOapmei». Coomeememesyiowjasi UHhopMayusi, yee-
OoMIIeHUe U meKembl pasMeujaromesi makxe 8 UHGhopMayUoHHoU cucmeme obuieao rosib308aHusi — Ha ogu-
yuansHoMm calime ®edepanibHO20 azeHmMcmea o MexXHUYECKOMY peaynuposaHuro U Memposnoauu 8 cemu
UHmepHem (www.gost.ru)

© CranpapTtuHdopm, 2016

B Poccuiickoih degepaLlm HaCcTOALWMA cTaHAapT He MOXeT BbITb MOMHOCTLIO UMM YaCTUHYHO BOCMPOU3-
BeleH, TUpaXKMpPOBaH MU pacrnpocTpaHeH B kayecTBe oduumansHoro nsgaHunst 6es paspelwerHms degepansHoro
areHTCcTBa Mo TEXHUYECKOMY perynnmpoBaHuto U MeTposorum


https://meganorm.ru/Data2/0/4294801/4294801019.htm

rocT 8.651—2016

ConepxaHue

1 OBNacTb MPUMEHEHNST . . . . . . o o o it i e e e e e e e e e e e 1
2 HOPMATUMBHBIE CCBIMKM. . . . . . o o v i e e e e e e e e e e e e e e e e e 1
3 TepMuHbI, OMPeAeneHNa M COKPALLEHMS . . . . . . . . o o o i i e e e e e e e e e e e 2
4 HopMbl NOMPELIHOCTU UBMEPEHUI . . . . . . . o v i o e e et e i e e e e e e e e e e e e e e 5
5 TpeboBaHWA K CPEACTBAM U3MEPEHUS U UHOMKATOPAM . . .« v v v v v v e e e e e e e e e e e e e e e 5
6 MeToAbl UBMEPEHUMIM . . . . . . v v i i e e e e e e e e e e e e 6
7 TpeboBaHUSA TEXHUKN BE30MACHOCTM . . . . .« v v v v i e i i e e e e e e e e e e e 6
8 TpeboBaHUA KMEPCOHAMY . . .« .« v v v v e i e e e e e e e e e e e e e e e e 6
9 [OosumeTpus npy NoAroToBKe NpoLecca paguaLMoHHON CTEPUNNBALNN . . . . . .« o o o o o o o o o 6
10 OpraHuzauust 4O3MMETPUYECKOrO KOHTPOIS NpY NPOBEAEHMN MpoLecca paanaLoHHON cTepunusaunm

MEONLUMHCKUX USAEINIA . . . . . . . . o o o o e e e e e e e e e e e e e e 9
MpunoxeHue A (cnpasovHoe) Popma A NpoTokona pagnauMoHHON cTepunuaauun. . . . . . . . . . . . . 12
MpunoxeHue b (cnpasovHoe) ®opma B npoTokona pagnauMoHHOW cTepunusavum. . . . . . . . . . . . . 14

BUubnumorpaunst . . . . . L e e e e e 14



rocCT 8.651—2016

BBegeHue

HacTtosawwuni cTaHgapT pacnpocTpaHaeTca Ha MeauLMHCKNe n3aenus, noasepraemMble pUHULLIHON pagna-
LMOHHON CTepunmnaaLum, n cogepxut TpeboBaHus K 403UMeTpruYeckoMy obecneyeHuno Bcex cTagumin npouecca
pagnaunoHHOW cTepunusaummn. BeinonHeHne sTux TpeboBaHNA MOXET C 4OCTaTOUHOW CTENEHbIO YBEPEHHOCTU
rapaHTUpoBaTh, YTO U3denusa obnyyveHbl B 3a4aHHOM AnanasoHe NornoweHHbIX 403 U Nocne cTepnnmMsanmm
BCE M34eNnnA COOTBETCTBYIOT YCTaHOBIEHHbIM TEXHUYECKM TpeboBaHUsM.

PagnaunoHHas ctepunmsanms — 310 pusnyeckuid Npouecc, cBaA3aHHbIA ¢ 06ydYeHneM MeguLMHCKUX
N34ennii NOHU3MPYOLWNM U3nydeHueM. Nagenus obnydatoT Ha cneulmanmMsnpoBaHHbIX paanaunoHHO-TEXHO-
NOrNYecKNX YyCTaHOBKaX C UCMOMNb30BaHNEM UCTOYHIKOB raMma-uanyyeHns pagvonyknuaos $0Co nmm 137Cs
NN yckopuTenen aneKkTPOoHOB, reHepUPYIOLLMX MyYKN 3MEKTPOHHOTO WU TOPMO3HOro M3nydyeHus. Mpu npa-
BMITbHOM NPOBEAEHUN pagnaLnoHHas cTepunusaumns asnsetcs 6esonacHbiM U HageXHbIM NPOMbILLIIEHHBIM
npoLeccom.

MockonbKy npoLece paanaLMoHHON CTepunmaaLn sBnseTcs cnelmarnbHbIM TEXHONOrMYeCKUM npoLec-
COM, pe3ynbTaTbl KOTOPOro HEMb3S B NOMHOW CTENEHN MTPOBEPUTL NOCNEAYOWNM Hepa3pyLUAoLWUM UCNIbITaHWU-
eM NpodyKuun, To OH NoanexuT sanugauunn. MNpu Banugaumm AokyMeHTanbHO NoATBEPXKAaeTCA, YTO NpoLecc
Ha BCeX CTaansx ero NposeaeHns nogsepraeTca TwatenbHoMy KOHTponto. KoHTponio noasepratoT He TONbKo
peXunMbl paboThl pagnaLnoHHO-TEXHOMOTMYECKUX YCTAHOBOK NP NPOBeAEHUU CTEpUnun3aumm, Ho U MUKpobuno-
NOrnYeckoe COCTOSIHME CbIPbsl U KOMMITEKTYIOLLMX, MUKPOBMONOruieckme salmnTHbIe CBOMCTBA YNaKoBKW, YCIO-
BWS M3rOTOBNEHWUS, COOPKUX, YNaKOBKU U XpaHEHUs NPoAYKLMK 40 U Noce CTepunnsauumu, a Takke npoBoasaT
OLEHKY BMUSHUSI MOHU3MPYIOLLEro U3NyYeHUs Ha UX CBOMCTBA. [lo3UMeTPUA UrpaeT UCKIIYNTENBHYIO POb Ha
BCEX aTanax Banugauuu npouecca paguaunuoHHon ctepunusaunn. MsmepeHua nornoweHHon 4o3bl ¢ Makcu-
MarbHO AOCTVXMMbIM YPOBHEM TOUHOCTU MPOBOAAT Kak Npu Nycko-HanagouvHbix paboTtax, Tak u Nnpu aTrecTta-
UM Npodykuun (onpefernieHne CTepunusylowen n MakcumManbHO AOonyckaeMoWn A03bl), NPU PasfnyHbIX
aTTecTauusx pagmaLlMoHHO-TEXHOSIOrMYECKUX YCTaHOBOK [kak caMOi YCTaHOBKM, Tak 1 MO NOrMOLEeHHON A403e B
npoayKkuun (atTectauusa npouecca)], npy NpoBeAeHUN TEKYLLIErO U MPUEMOYHOr0 KOHTPONSA, NPY NoaaepXaHum
npouecca pagnauoHHON cTepunusauum (nepuogudecknin U BHeoYepeaHoOW ayauT CTepUnUaylowwen ossbl).

MpoLuecc pagnaunoHHOW cTepunuaaummn sensetTca GUHULWHON cTaauein NPoM3BOACTBa MeAULIMHCKUX
n3aenuin ogHOKPaTHOro NPUMEHeHUs.

[ns obecneyeHus BeICOKMX TpebosaHUin k 6esonacHOCTU, kKadecTBy U ahHEKTUBHOCTN TakUX n3genui
NPOUCXOAMNT MOCTOSIHHOE YTOYHEHWE NopsAKa NPOBEASHUS paAMALIMOHHON CTePUNU3aLIMn, YTO U OTPAXKEHO B
MeXayHapoaHbIX U HauunoHanbHbix ctaHgapTax FOCT ISO 13485 n TOCT P UCO 11137-3.
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State system for ensuring the uniformity of measurements. Medical products. Radiation sterilization. Dosimetric
techniques

Oarta BeegeHnsa — 2017—02—01

1 O6nacTb npuMeHeHus

HacToawunin cTaHaapT pacnpocTpaHaeTca Ha MeguuMHCKME U3Aenust OJHOKPaTHOro NnpumeHeHWUs
(nanee — uagenust), ctepunuayemMble paguaunoHHbIM crnocoboM, 1 ycTaHaBnueaeT oblme TpeGoBaHUaA K
[03METPUN Ha aTanax NOAroTOBKW U NPOBEAEHMUS NpoLlecca paanaLMoHHON CTepunnsaLmn aTUX U3aennuin Ha
paanaLMoHHO-TEXHOMOTMYECKUX YCTAaHOBKAX C YCKOPUTENSAMU 3NIEKTPOHOB (TOPMO3HOE U 3MEKTPOHHOEe M3ny-
yeHwue), pagnoHYKNMOHEIMN UCTOYHUKAMU UOHN3UPYIOLWIMX USTTYYEHWUI, paauaLMOHHBIMU KOHTYpamu U oTpabo-
TaHHLIMU TENOBLIAENSAIOLMMUN 3NIeMeHTaMM1 SAEPHbIX PeaKkTOPOB.

MpumeyaHu e — [pUMeHEHNe HACTOSILLEro CTaHAAPTA OTPaHNYEHO MEAVNLIMHCKMMMN U3LENUSIMUA OHOKPATHOIO
MPUMEHEHMSI, CTEPUNU3YEMbIMU PaAMALIMOHHBIM CNOCOGOM, OAHAKO coaepKalumecsl B Hem TpeGoBaHUa MOryT GbiTb Npy-
MEHEHbI M K NPogyKUMM APYrMX BUAOB, TaKMX KaK NUWEBLIE NPOAYKTHI, NeKapCTBEHHbIE CPEACTBa W KOMIMOHEHTbI Nekap-
CTBEHHOIO CbIPbsi U Ap., NOABEPraeMbiX paanaLnoHHON 06paGoTke MOHU3NPYIOLLUM N3NYUEHNEM.

2 HopmaTnBHbIe CCbINKKU

B HacTosilieM cTaHAapTe Ncnonb3oBaHbl HOPMATUBHbBIE CChINIKM Ha criegylolime cTaHaapThl:

FOCT 8.035—82 NocynapcTBeHHas cuctema obecneyveHns eAMHCTBa namepeHnii. FocyaapcTBeHHbIN
MepBUYHEIA 3TarNoH 1 rocyaapcTBEHHAas NoBepoYvHasl cxema Arisl cpeAcTB U3MepeHUi NornoLeHHON J03bI U
MOLLHOCTW NOrNoLeHHOW 403kl BeTa-nanyyeHust

FOCT 8.070—2014 NocynapcTBeHHasi cuctema obecrneveHnss eAMHCTBA M3MepeHUin. FocyaapcTBeHHas
rnosepoYHas cxema Ans cpeacTB U3MEpPEeHU NOrnoweHHON N 3KBUBANeHTHOM 403 N MOLLHOCTW NOrNoLWeHHOM
1 3KBUBANEHTHON 03 (POTOHHOMO U 3NEKTPOHHOrO U3MyYeHNiA

FOCT 8.395—80 lNocygapcTeeHHas cuctema obecnedeHus eqUHCTBa U3MepeHuin. HopmanbsHble ycro-
BUS M3MepeHuin npu nosepke. ObLwne TpebosaHus

FOCT 8.638—2013 NocygapcTBeHHas cuctema eqUHCTBa nsmepeHuii. Metponorudeckoe obecneveHne
pagnaunoHHOro KoHTPosl. OCHOBHbBIE MOMNOXEHMS

FOCT 27451—87 CpeacTsa naMepeHunii MOHN3MPYIOLMX N3ydeHnin. O6LLmMe TeXHUYeckne ycrosus

FOCT ISO 11137-1—2011 CTepunusaunst MeguuMHCKON NpoaykumMn. PagnaumoHHas ctepunnsauus.
YacTb 1. TpeboBaHus k paspaboTke, BanuaaL M 1 TekyLlemy KOHTPOSIo npoLiecca cTepunusanmm MeauumH-
CKUX M3oenui

FOCT P MNCO 11137-3—2008 CTepunmsanms MeguUMHCKON NpoayKumn. PagnaLmoHHasa ctepunusaums.
YacTb 3. PykoBoAcTBO No Bonpocam 4o3umeTpum

MOCT 1ISO 11140-1—2011 Crepunusaums mMeauuMHCKOW NpodyKuun. XuMuyeckne WHAMKATOPHI.
YacTb 1. O6Lme TpeboBaHusa

FOCT I1SO 13485—2011 Usgenusa meguumHckmie. CUcTeMbl MEHEAXMeHTa kadecTBa. CUcTeMHble Tpe-
60BaHMA 4N Lenen perynmposaHns

PMI™ 29—2013 NocyaapcTBeHHas cuctema obecneveHns eguMHCTBa M3aMepeHuin. Metponorus. OcHoB-
Hble TEPMUHbI U onpegeneHus

WU3panne opmumancHoe
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PMI 138—2016 NocynapcTBeHHas cucteMa obecneyeHns eQUHCTBA USMEpeHniA. Y CTaHOBKM paguaLun-
OHHO-TEXHOMOTNYECKNe € PagvOHYKNMUAHBIMUA UCTOYHUKAMWN N3MYYEHUs ONS CTepunnsauum MeaunLMHCKUX
nsgennin. Metoguka aTrectauumm

PMI" 135—2016 NocyaapcTBeHHas cucteMa obecneyeHus eQUHCTBA U3MepeHuiA. YCTaHOBKU paguaLun-
OHHO-TEXHOMOrMYECKNe C YCKOPUTENSMI 3MEKTPOHOB AN CTepUnn3auMu MeamumnHekux usgenuin. Metoguka
atTecTauum

MpumeyaHune—py NONB30BaHNN HACTOSILLMM CTAHAAPTOM LieniecoobpasHo NPOBEPUTL AEVWCTBME CCbINOY-
HbIX CTAaHAAPTOB U KNaccudmKaTopoB B UHOPMALIMOHHON cMcTeMe oBLWwero nonb3oBaHns — Ha oduumansHom cante Pe-
AeparnbHOro areHTCTBa MO TEXHUYECKOMY PEryNIMPOBaHWIO M METPONOMK B ceTy IHTepHET nnu no exerogHomy nHgopma-
LUMOHHOMY yKasaTeno «HauuoHanbHble cTaHgapTbl», KOTOPbIV onybrvkoBaH Mo CoCTosIHUIO Ha 1 siHBaps TekyLlero roaa, u
Nno BbIMYyCKaM eXeMeCA4YHOro MHpopMaLMOHHOro ykasarensa « HaunoHnanbHble cTanaapTbi» 3a TekyLwmmn rog. Ecnu cebinoy-
Hblli JOKYMEHT 3amMeHeH (M3MEHEH), TO NPU NOSb30BaHNM HACTOSILLMM CTaHAAPTOM CliedyeT PyKOBOACTBOBATLCH 3aMeHsI0-
WUM (U3MEHEHHbIM) cTaHAapToM. Ecnu ccbinouHblli cTaHaapT oTMeHeH 6e3 3ameHbl, TO MONoXeHue, B KOTOPOM AaHa
CCbINKa Ha Hero, MPUMEHSIIOT B YaCTK, He 3aTparMBaioLen 3Ty CCbITKY.

3 TepMuHbI, onpeaeneHns U CoKpaLwleHus

3.1 BHacTosiLleM cTaHaapTe NpUMeHeHbI criedytoLLye TePMUHBI C COOTBETCTBYIOLLIMMU ONpeaeNneHUAMU:

3.1.1 aTTecTauus pagMaLMOHHO-TeXHONOMMYeCKOM YCTRHOBKM NO NOrNoLeHHOM f03e B npoayk-
uuu: JokymeHTanbHoe NoATBEPKAEHNE NPUrOAHOCTY PaAMaLMOHHO-TEXHOIIOTMYECKON YCTaHOBKA ANs paana-
LUMOHHON CTepunm3aLmM KOHKPETHOW MeaULMHCKOM NPoAyKLUUN B KOHKPETHBIX YCTIOBUSIX.

3.1.2 aTTecTauus MeTOAUKU pafMaLMOHHOro KOHTponsi: Mpoueaypa ycTaHOBNEHUs U noATBepXae-
HWA YNoNHOMoYeHHLIM OpraHoM COOTBETCTBUA METOAMKU NPEAbABMSAEMbIM K Heit MeTponornyeckum TpeGosa-
HusM (0GecnedeHns TpeGyeMolt JOCTOBEPHOCTU U3MEPEHMIA).

3.1.3

akkpeauTtauua JIPK: OduumansHoe noarsepxaeHne ynosTHOMOYEHHBIM OpraHOM TeXHUYECKOW KOM-
neteHuunn NPK.
[FOCT 8.638, ctatbsa 3.1.22]

3.1.4

Banuaauus (atrectauus): [lokymeHTUpOBaHHas npoLieaypa nonyveHus, permctpauun u uHTepnpeTta-
LN pe3ynbTaToB, HeobGxoaMmas ans NoATBepPKaeHUs TOro, YTO Ha Bbixode npouecca byaeTt Bocnponssoau-
MO nosyyeHa NpoAyKLMs, COOTBETCTBYIOLIAA 3apaHee onpeaerieHHbIM TeXHUYeckuM Tpe6oBaHusIM

[FTOCT ISO 11137-1, ctaTbs 3.39]

3.15 AO3UMETPUA: COBOKyI'IHOCTb MeToAoB onpeaeneHnda 4o3bl MOHU3UPYHOLWNX I/I3J'Iy‘~IeHI/II‘/'I.

MpwnmeyaHu e — BHacTosILeM cTaHAAPTE AO3MMETPUS PACCMATPUBAETCS KAK U3MEPEHUE MOITOLLEHHON A03bl
C NMOMOLLBIO CPeACTB U3MEPEHUI 1 CTAHAAPTHLIX 06Pa3LOB YTBEPXKAEHHbIX TUIMOB.

3.1.6

umaeHTudukauma naptum: NpoLecc ycTaHOBNEHUS eAUHOro Koaa Ans napTuu NpoayKuuu.
[FTOCT P UCO 22005, ctatba 3.4]

3.1.7 nHgukaTop MOHU3UPYIOLWEro U3NTyvYeHUA: YCTPONCTBO, He SABMsIoLeecs cpeCTBOM UsMepe-
Hus1, oToBpaxatoLlee U3MeHeHNe Kakoro-nnbo pagualMoHHOro napaMmeTpa, KOHTPONMPYEeMOro TEXHUHECKOro
npouecca nnn obbekTa NocpeaCcTBOM CBETOBOMO UM 3BYKOBOTO CUrHana Ui aHanoroson nHaukauun s op-
Me, yaobHom Ans HenocpeaCTBEHHOro BOCMPUSITUS YEMOBEKOM.

MpwumedaHwne— lNpucTepunuaanum MEQMLMHCKMX N3OeNUi UCMOSb3Y T XMMUYECKUE MHAVKATOPbI (LIBETOBbIE
BU3yanbHble MHAWKATOPbI NOMMOLEHHOW 403bl MOHU3VUPYIOLLETO U3My4eHUs).

3.1.8 KOHTpONbHbIN YPOBEHb: 3Ha4YeHNe KOHTPONUPYEMO BEUYMHBI, yCTaHaBnMBaemMoe ANs onepa-
TUBHOIO paanaLNoOHHOIO KOHTPOMS C LieSbio OLEHKM COOTBETCTBUA YCMOBUIN 061yYeHns onpeaeneHHblm Tpe-
6oBaHuaAM.

MpumedaHue—[na paguaymoHHON CTePUNM3aLmm KOHTPOIbHBIMY YPOBHSAMM SIBISIIOTCS rPaHuLbl Ananaso-
Ha JONyCKaeMbIX 3Ha4EHWI MOMMOLWEHHbBIX 403 UOHU3VPYIOLLETO U3NyHeHUs B KOHTPOIBHOW TOYKE, yCTaHABNMBaeMble Npu
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aTTecTauun paguaunmoHHO-TEXHOMOIMYECKOW YCTaHOBKM MO MOITIOWEHHOW A03e ANsi NPOAYKUMM KaXaoro Buaa v ocylue-
CTBMEHMUS NPUEMOYHOTO PaaNaLMOHHOrO KOHTPOIA NpoLecca CTepunusaumn.

3.1.9 KkoHTponbHas Touka: HeGonbluas o6nactb (y4acTok) 06bekTa pagnaLmoHHOro KOHTPONs (MecTo
PACMOSIOXKEHNS NEPBUYHOIO UCTOYHUKA MHGOPMaLMK O KOHTPONIMPYEMOM NapameTpe obbekTa), npegHasHa-
YeHHas ANs U3MepeHU B He KOHTPONUPYEMBIX paiMaLMOHHBIX MapaMeTpoB (YCTaHaBNMBaOT Npy aTTecTa-
LMKN paanaLMOHHO-TEXHOMOrMYECKOW YCTaHOBKU MO MOTMOLWEHHOR A03e B NPOAYKLUUK).

3.1.10

na6oparopus paguaumoHHoro koHTpons; JIPK: O606LieHHOe HaumeHoBaHWe nabopaTopuit (LeH-
TPOB, CNyX6, NOCTOB) UKW UX NogpasaeneHnit, BIMOMHAOLWMUX PaanaLMoHHbIE N3MEpPeHUs.
[FOCT 8.638, ctaTtba 3.1.2]

3.1.11 mMaKcumanbHasgonyckaemas fosa; D,,.,.:[1o3a, ykazaHHas B TeXHU4eCKUX TpeboBaHuUAX Npo-
Liecca B kayecTBe HanbonbLUeii NornoweHHOo J03bl, KOTOPYHO MOXHO MPUMEHUTL K onpeaeneHHoi NpoayKuMn
6e3 yxyaLeHus ee 6e30MacHOCTH, Ka4ecTBa UM TEXHUYECKUX XapaKTePUCTUK B TEYEHEe YCTaHOBIIEHHOrO CPo-
ka rogHoCTH.

MpwumeyaHune— MakecumanbHasa gonyckaeMas normoLeHHas [o3a SBMSETCH BEPXHEN rpaHuLen auanasoHa
JOonyckaeMbIX 3Ha4EHUIN MOTMOLEHHOW A03bl MOHN3MPYIOLLETO U3MYYEeHUs1 B NPOAYKLUK, 3aBUCUT OT paAMaLMOHHON CTOMN-
KOCTW MpUMEHSIEMbIX MaTepuranos U TpeGoBaHUA HOPMATUBHBIX JOKYMEHTOB K (DYHKLMOHANbHLIM U 3KCMyaTaLMOHHbIM
XapaKTepucTUKaM M3aenvn, ycTaHaBnMBaeTcsl yNnorHOMOYEHHBIMU OpraHaMu Npy NOCTaHOBKE NPOAYKLUMKU Ha NPOU3BO/-
CTBO.

3.1.12

MeToAuKa paguauuoHHoro koHTpons; MPK: O606LeHHOe HaumMeHoBaHWe MeTOANK U3MepeHUi aAns
PK — ycTaHoBneHHasi COBOKYNHOCTb onepaLvil U npasus Npu NoAroToBKe U BhINOMHEHUN paAnaLMOHHbIX
n3mepeHuii n obpaboTke NX pe3ynbTaToB ANA NOMYYEHUs1 U3MEPUTENLHON HopMaLMK O COCTOAHUN 06b-
eKTa B COOTBETCTBUM C yCTaHOBMEHHbIMU TpeboBaHNAMM.

[FOCT 8.638, ctaTtbsa 3.1.13]

3.1.13 HenpepbIBHbIA KOHTPONb: KOHTPOSb COOTBETCTBUA PEXUMOB paboThbl pagnaunoHHO-TEXHOMOo-
FMYECKO YCTaHOBKN perflameHTUpoBaHHbIM TpeboBaHNAM, OCYLLECTBASEMbIN NO NOKA3aHUAM CUCTEMBI KOH-
TpoNns ycTaHOBKMA B TeueHuWe BCero npoiecca pagvauuoHHOW cTepunusaunm U UMeKLWMn CBOer Lerbio
nogaepxaHue HEeW3MeHHOCTW YCroBuiA obnydeHua B xode MpoBeAeHns paauauMoHHOW CcTepunusauum
npoayKunn.

3.1.14 o6bekT paguaunoHHoro koHTpona: O606wWeHHOe HaMMeHoBaHWe U3Aenuii, NpoLeccoB, Noa-
BepraembiX pagnaluoHHOMY KOHTPOSIO.

M pwnmedyaHune— B paguaunoHHon ctepunusaumm pagmaumoHHOMY KOHTpOnio noasepraercs npouecc PC.

3.1.15 obny4yaeMbii 06bekT: CTepunusyeMsle MeanLNHCKUE U3AEnus B ynakoBke (TpaHCropTHas,
noTpebutenbckas UnNn nHaMBMAayansHaa Tapa), nepemellaemMble B 30He 065y4yeHUs UHAMBMAYaANbHO UM B
Buae cbopku (610K NpoAyKLMK) NPy paaraLMoHHON CTepunuaaunn.

3.1.16 npueMOYHLIA [03UMETPUUYECKUA KOHTPONb Npouecca pagualUOHHOW cTepunusauumn
MeAULMHCKUX uzaenui: KoHTpornb COOTBETCTBUA 3HAYEHWUIA NOMMOLLEHHON 4036l B NPoAyKUUK TpeboBaHusM
HOPMAaTUBHBLIX JOKYMEHTOB.

3.1.17 naptusi ctepunusyeMoin npogykuuu: OnpeaeneHHoe KoOnuMYecTBo obnydyaemMbix 0OBLEKTOB,
W3roTOBIIEHHOE OAHUM NPeanpUATUEM-U3rOTOBUTENEM N CTEPUINTN3OBAHHOE B OHOM NMPOU3BOACTBEHHOM LUK-
ne Npu NOCTOSIHHBIX YCMNOBUSIX, rapaHTUPYIOLLMX UX OAHOPOAHOCTL MO BCEM XapaKTepucTUKam, UMetoLLee CBON
YHUKaNbHbIA NAEHTU(PUKALMOHHBIA HOMED.

MpwumedaHun e —Tllaptmen MOXeT cuMTaTbCa OAQHO MEAULMHCKOE n3aenve.

3.1.18 nornouweHHaa ao3a; MM, D: nornoweHHasa Ao3a noHU3upyowero nsnydyerdus; NA: nornouwex-
Has 4o3a uoHusupyouero usnyyvenus; NA, Mp: OTHoweHue cpegHet aHeprum de, nepegaHHON UOHU3UPYIO-
LWMM U3MTydeHUEM BeLLECTBY B afieMeHTapHOM o6beMe, K macce dm BellecTBa B 9ToM obbeme:

D = d/dm. (1)

MpwumeyaHne—B cootBercTBUM C MexayHapoaHbiMn Hopmamu FOCT ISO 11137-1—2011 M B npoaykuun
onpeaensioT ¢ nomolusio CU, otrpagymposanHbix no N B Boge. N1 — ocHoOBHON nNapameTp pagnauvoHHON CTepunuaa-

3



roCT 8.651—2016

Luu, KOTOpbIV 06ecneunBaeT CTepUIibHOCTb, HETOKCUYHOCTb U COXPaHHOCTb (OU3UKO-XMMUYECKMX U APYTMX CBOWCTB Meau-
LIMHCKUX U3aenun.

3.1.19 paauvauuoHHas ctepunusauus; PC: Ctepunusauns nyTeM Bo3gencTBUA UOHUINPYIOLWUX N3TTY-
YEeHWI pasnnYHbIX BUOOB.
3.1.20

pagvauuoHHbIn KoHTponb; PK: PagualuuoHHble namepeHusi, BbINOMHAEMbIe AN KOHTPOMpYyeEMOoro
obbekTa ¢ Lenblo onpeaeneHust cteneHn cobnogeHns TpeboBaHuin HopMaTUBHBIX AOKYMEHTOB (BKnovas
HenpeBbILeHNe KOHTPOMbHbIX YPOBHEN) K ¢ Lenblo HabnoaeHuin 3a cocTosHNEM 00bekTa.

[FOCT 8.638, ctatba 3.13]

MpwumedaHue—B pagnaunoHHol ctepunmaaumm Hopmamy obnyueHVst U3genuii ABNSOTCsl CTEPUIU3YLO-
Lwas n MmakcumarnbHas gonyckaemasi NornoweHHas 4o3bl MOHU3NPYIOLLETO N3NYYEHUS.

3.1.21 paguauMoHHO-TexXHonoru4yeckasa yctaHoBka; PTY: PagnaunoHHasa yctaHoBKka, npeaHasHa-
YyeHHada Anga nposBejeHus paanalmMoHHO-TeXHOMOrMYecKoro npoLlecca.
3.1.22

cTepunusauua: BannanposaHHbIA NpoLecc 0cBoBOXaAeHNSA NPOaYKLNM OT XKU3HECTIOCOBHBIX MUKPO-
opraH1M3mMoB.
[FOCT ISO 11137-1, ctatba 3.39]

3.1.23

CTepUnbHbIN: CBOBOAHLINA OT XN3HECNOCOBHBIX MAKPOOPTaHN3MOB.
[FTOCT ISO 11137-1, cTatbs 3.36]

MpwnmedaHune—B npouecce cTepunmaauumn MUKpoGUonorMHeckas MHaKTMBaUMA NOAYUHEHA SKCNOHEHUM-
anbHOMY 3aKOHY, NMO3TOMY BbIXKMBAEMOCTb MUKPOOPraHM3MOB Ha M34eNUN MOXHO Bblpa3uTb Yepes BepOsiTHOCTb. XOTs
3Ta BEPOATHOCTb MOXET ObiTb CHWKEHA A0 OYeHb Manoro 3Ha4YeHWsi, OHa HUKOTAA HE MOXET CHU3UTBCS A0 Hyns
(cm. 3.1.27 «YpoBEHb CTEPUINBHOCTNY).

3.1.24

cTepunusyiowan ao3a; D..: MuHumansHas nornoweHHas Aosa B NpoAyKuuM, Heobxoaumas Ans aoc-
TUXKeHUs TpebyeMoro YpoBHs CTEPUINBLHOCTU.
[FOCT ISO 11137-1, ctatbsa 3.40]

Mpwumeyanne— Crepunuayiowasl o3a SIBNSIETCA HUWKHEN FPpaHUUen AnanasoHa OONyCKaeMbIX 3HAYeHWUN
NOrNoWEeHHON A03bl MOHU3UPYIOLLEETO M3TNYYEHUS B MPOAYKLMUN, 3aBUCUT OT MUKPOBMONOrMHEeCcKoro COCTOAHNA NPON3BoA-
cTBa 1 TpebyeMoro ypoBHs CTEPUITLHOCTU NPOAYKLMK, yCTaHABNNBAETCA YNONHOMOYEHHbIMWU OpraHamu NP NOCTaHOB-
Ke NpoAyKUMM Ha NPOU3BOACTRBO.

3.1.26

CTaHAapTHLIA oGpasew; CO: Matepuan, 4OCTaTOMHO OAHOPOAHBIA U CTAbWUMbHBLIA B OTHOLUIEHUU
onpeaeneHHbIX CBOWUCTB, AN TOro YTobbl UCMONb30BaTh €ro NPU USMEPEHUN UMK NPU OLLEHUBAHUN KadecT-
BEHHbIX CBOWCTB B COOTBETCTBUM C NpeanosiaraembiM HasHavYeHUeM.

[PMIC 29, cTtaTtbsa 8.19]

3.1.26

cpeacTBo uamepeHus; CU: TexHuueckoe cpeacTBo, NpeaHasHaYeHHoe A1 USMepeHuid U nMmetollee
HOpMUpYeMble (YyCTaHOBMEHHbIE) METPOMNOTUYECKUE XapaKTePUCTUKK.
[PMF 29, craths 6.2]

3.1.27

YpOBeHb cTepunbHocTU; YC: BeposiTHOCTb HaxoXaeH!s: eANHNYHOO XXN3HeCNoCOBHOro MUKpoopra-
HU3Ma Ha U3genun nocne cTepunusaumm.
[FOCT ISO 11137-1, ctaTtbsa 3.1.11]
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3.1.28 yknagka uspenui: NpocTpaHCTBEHHOE pacnofiokeHue eguHUYHbIX MeAULUHCKUX M3denunin B
o6nyvyaemMom obbekTe.

MpwnmeyaHune— Yknagka usgenun pernameHTUpyeTcsl COOTBETCTBYIOWMUM JOKYMEHTOM U AOIXHa cobnogaTe-
CA NpU pagvaunoHHON CTepunmaaumm.

3.2 B HacTosilleM cTaHgapTe NpuMeHeHbl creaytolume cokpalleHns:

N — noHusnpyrowwee U3nydeHue;

PTY — paguaunoHHo-TeXHomornyeckas ycraHoBKa;

MW — meToauka nsmepeHuin;

MM — MOLLHOCTb NOrnoLeHHON A03bI;

CKO — cpegHee kBagpaTnyeckoe OTKIIOHEHWE;

K, Kuake — K03 uLMEHTLI OTHOLIEHNS M3MEPEHHOTO 3Ha4YeHMA MOTMOLLEHHOM 103kl B KOHTPONbHOM
TOUKE K MUHUMATEHOMY 1 MaKcUMarbHOMY M3MepeHHOMY 3HaUeHMIo MO MOoLLEHHON 103kl B BII0Ke NPoAYKLMN
cooTBeTCTBeHHO. OnpeaensioTcs Npy aTTecTauumn pagnalMoHHO-TEXHONOMMYECKON yCTaHOBKMU MO NOroLLeH-
HOW Ao3e B NPOoAyKLMN.

4 HopMbl NorpewHocT! N3MepeHnin

4.1 MPK, npumeHnsiemas ansi PC Bo Bcem ananasoHe N[, aomkHa obecnevmBats rpaHuLbl AonycKkaeMom
OTHOCUTENbHOW NOrpeLHOCT M3MepeHuin, He npesblwaowmne =15 % npu 4oBepuUTENbLHON BEPOATHOCTU
P=0,95.

4.2 MW, npumeHsiemasi Npy yCTAHOBIIEHUUW 3HAYEHWIA CTEPUITUBYIOLLIE U MaKcManbHO AOMyCKaeMon
[03bl, 4omMKkHa oBecnevnsaTh rpaHnLLbl 4OMyCcKkaeMon 0THOCUTENbHOM NorpeLlHoCTI, He nNpeBbiwatowwme =10 %
npu goseputensHon seposaTHocTn P = 0,95 no NIOCT ISO 11137—2011.

5 Tpeb6oBaHusA K cpencTBamM U3MEPEHUN U MHAMKaTopam

5.1 Mpu nposeaerHunn gosumeTtpum U B npouecce PC Ha PTY ncnonbayloT cpeAcTBa KOHTPOMS napa-
meTpoB PTY 1 xapaktepucTuk nons usnydeHus u CU M s npoaykunn.

5.2 B kavectBe pabounx CW MO (FOCT 8.070 n NOCT 8.035) ncnonbsytoT CU yTBEpXKASHHDBIX
TUMNOB — XWAKOCTHbIE UM TBEPAOTESbHBbIE C OTHOCUTENBHOM NOrPELUHOCTbIO N3mMepeHus He Gonee 12 %, npu
noBepuUTenbHonM BeposaTHocTU P = 0,95.

5.3 LiBeTtoBble Bu3yanbHble uHamMkatopbl o FOCT ISO 11140-1 ucnonb3yoT ANs BU3yanbHOro KOHTPOonaA
06ny4YeHHOW, HeoBNYyYeHHON 1 NpolueaAlIeil HeNOMHBLIA LUK 06ny4YeHUa unu nepeobnyveHHON NPoayKUUK.
LiBeToBble MHAMKATOPLI Takke MOMYT ObiTb UCMONb30BaHbI NMPU NyCKOHaNaao4vHbIX pabotax n npu otpaboTtke
pexxumoB obnydeHus aAnsi BU3yanbHoOW (NpeaBapuTenbHON) oueHku pacnpegenerus N 8 npoaykunn.

5.4 CpepncrtBa KOHTpOnst ycrioBuiA obnydeHust npoaykumm u napameTtpos PTY ¢ paanoHyknuaHbiMU
NCTOYHUKaMW U3NyYeHus

5.4.1 CpeqacTBa KOHTpOs ycrnoBuid ob6nyyeHus (HaxoxaeHue obnyyatensa B NONOKEHUN «XpaHeHue»
unu «O6nyyeHue», NPOAOCIPKUTENBHOCTb HAXOXAEHUs 06beKTa B KaXAoN No3uuum Npu 06y4eHn) A0mKHbI
npegocTaBnATb MHOpMaLMio o cobriogeHUn 3agaHHbIX PEXUMOB CTepunusaumn n obecneumsaTtb BeaeHNe
BM3yarnbHOIo KOHTPOSA, aBTOMaTUYECKYIO perucTpaLmio U 3anncb napameTpos npouecca.

5.4.2 CpepacTtsa KOHTPOIS MONOXeHUs 0bnyyaeMoro 06bekTa OTHOCUTENBbHO PaauoHYKITMAHOIO NCTOY-
HUKa U3NyYeHnUs AOSTKHbI MoKasbiBaTb Ha NyrbTe ynpasneHus PTY nonoxexue kaxaoro o6bekta unu nogaeseca
KOHBenepa.

5.4.3 CpepactBa KOHTPOS BpeMeHU 065y4eHUst 06 EKTOB B KaXXA0WM NO3vUumMn A0SkHEI obecneunsatb
ynpaBsrieHue ABWKeHUEM 0GbeKTa okono obny4daTtens no 3agaHHo NporpaMme ¢ OTKNOHeHUeM oTpaboTku no
BpeMeHU akcnosuuum He bornee +1 %. PekomeHayeTcst UCMonb30BaTh 3NEKTPOHHBIN TaliMep € BLIBOAOM Und-
POBOro 3HaYeHUs BpemeHu obnydeHust Ha NynbT ynpaseHus.

5.4.4 HaPTY, npeagycMaTpuBaloLLuX HEMpepbIBHOE NepeMeLLieHNe TPaHCNOPTHOro YCTPONCTBA B Kame-
pe Ans 06nyyeHus, [OIKEH OCYLLECTBNATLCS KOHTPOSb CKOPOCTU €ro ABUKEHNA.

CkopoCTb nepemelleHnsi TpaHCMOPTHOrO YCTPOMCTBA AOMKHA KOHTPOMUMPOBATLCA C OTKIIOHEHNEM OT
3ajaHHOro 3HauyeHus He 6onee yem Ha +3 %.

5.5 CpepacTsa KOHTpONs yCroBuii obrydeHus npogykuum u napameTpos PTY ¢ yckopuTensamm anekTpo-
HOB.

5.5.1 CucTeMbl KOHTPOS My4Ka SEKTPOHOB U MONS U3nyyeHust yckoputens Ha PTY gonxHel obecneyun-
BaTb BeeHne aBTOMaTUIECKOW pernctpaLmm Wunm sanucy Toka nyyka 3neKTpoHOB U ANWHbI NONOCk! CKAaHUPO-

5



rocT 8.651—2016

BaHWSA NyyKa anekTpoHoB. Kanubposka CUCTEM KOHTPOSIA MapameTpOoB Nyyka U Nons nanydeHust 4omkHa 6biTb
npoBeaeHa B eAnHMLAX, 0QHO3HAUYHO cBsizaHHbIX ¢ MO vnu MA.

5.5.2 CkopocTb ABMKeHUs 06beKTa B 30He 0bnyveHns AomKHa KOHTPONUPOBAaTLCA C OTKIIOHEHWEM OT
3a/laHHOro sHaveHus He 6onee Yem Ha 5 %.

5.5.3 Tok ny4ka yCKOPeHHbIX 3/1eKTPOHOB 32 BbIBOAHLIM OKHOM YCKOPUTENS, aMNnuTyay Toka nuTaHus
OTKIOHSIIOLLIEro MarHuTa U aHepruto aneKTPOHOB U3MEPSIIOT € MorpelHocTbio He 6onee +5 %.

5.6 NHdbopmauumio o pabounx pexumax pabotbl PTY (pexumax o6nyveHuns) Kaxaoin napTum cTepunmso-
BaHHbIX U34€NUIN 3annChbiBatoT Ha BYMaXKHbIA UMK LU POBON HOCUTESb U XPaHSAT B TEYEHME BpeMEHU, He MeHee
cpoka rogHoCTW 13genua Mnoc OAWH rog.

6 MeTtoabl namepeHun

NamepeHne napameTpos N, B 4aCTHOCTK, NOrMOLLEHHbIX 403 U MOLLHOCTE N NOrMoLLeHHbIX 403, Ha BceX
aTanax noaroToeku n nposegeHnss PC npoBoasT B HopManbHbIX yerosusix no FOCT 8.395 B cooTBeTCTBUM €
WHCTPYKLMeN no akcnnyaTaummn npumeHsemeix CU.

7 Tpe6oBaHUA TeXHUKKN 6e30nacHOCTU

Mpu npoBeaeHnn nsmepeHuin Ha PTY HeoBxoaumo cobntogaTtb npasuna 6esonacHoro BeaeHus pabot n
AEeNCTBYIOLMUX B OpraHn3aLmn MHCTPYKLMIA.

8 Tpeb6oBaHusA K nepcoHany

K BbINOMHEHWIO M3MEpPEeHUn ONYCKalT COTPYAHUKOB NnabopaTopuil paguauMoHHOro KOHTPONs, npo-
LeaLIMX METOOMYECKYH NOATOTOBKY U UMEtoWNX HeoBXoaUMYH0 KBanudukauuio.

9 [osumeTpusa Npy NOAroTOBKe NpoLiecca paguaLMoHHON CTepunusaumm

OTan noaroToBKU K NpoBeAeHuo npoLlecca PC BkIloyaeT B cebs NpoBeaeHUe NycKoHanaao4YHbIX pabor,
oTpaboTky TexHonorum PC npoaykumm KOHKpETHbLIX BUAOB NPpoAYyKLMK, MPOBEAEHUe aTTecTaumum yCTaHoBKN Mo
N4 B MeaNUMHCKUX U30eNUAX KOHKPETHLIX BUAOB.

9.1 Jo3umeTpuUsa Nnpu NnycKkoHanafo4HbIix paboTax

9.1.1 PTY ¢ paguUoHYKITMaHbIMAU UCTOoYHUKamu U

9.1.1.1 TpunpoBegeHUN NycKkoHanago4uHbIx paboT Bce U3sMepeHusi NPOBOAST B He3anoIHEHHON NPoaykK-
unen kamepe ana obnydyenus. CU pacnonaraloT Ha noAcTaBKkax UM HeNnocpeAcTBEHHO Ha TPaHCMOPTHOM
yCTpONCTBe.

9.1.1.2 NamepeHus npun nyckoHanagouHbix pabotax Ha PTY npoBogsAT Anst KOHTPOMNSA BOCNPOU3BOAN-
MOCTW yCoBui 06nydeHus, B TOM Yynchne Ans oueHku pacnpegenerdusa MINJ 8 kamepe Ans o6ny4yeHUa nKOHTpoO-
nsi cTabunbHOCTU paboTbl KOHBEWEPHOW CUCTEMBI YCTAaHOBKM.

9.1.1.3 OueHky pacnpeaenenusa MMM no o6bemMy B paboyein 30He npoBogAT NnyTem usmepexus N4 no
BCel AnvHe obnyyatensa Ha 5—7 BblcoTax OT HUXKHEro YpoBHS koHBelepa PTY. [Ans PTY co ctaunoHapHbIM
0bnyvyeHnem o6bEKTOB HePaBHOMEPHOCTb U3MEPSIIOT B YETbIPEX MecTax, pacrofnoXeHHbIX Mo Kpyry yepes 90°
Bokpyr obnyyartensi (uctouHuka UN). Mo pesynbtataM M3MepeHUit CTPOAT pacnpeaesnieHusa NornoLweHHon
[003bl: ABYXMEpPHbIe B onpeAeneHHON NNocKOCTU Unn TpexmepHble no o6bemy paboueli kamepbl ans obnyye-
HUs1. MIamepeHnsi NpoBoAsAT C MOMOLLBHO NIIEHOYHBIX UK TBepAoTenbHbix CO, ycTaHaBNMBaeMblX Ha paccTost-
HuM <10 cm. Bonee yaobHO M3MepeHUa NPOBOAUTL C MOMOLLBIO NPoTAXeHHbIX CO (B BUAE HENpepbIBHON
NeHTbI), No3BONALWNX NoMyunTh 6onee nogpobHyro MHopmauuio. PesynbTaTbl UsMepeHuid B AanbHenwem
MCNomnb3yT Ans paspaboTkn cxembl obnyyeHusi, obecneuyusatollein Hanbonee pasHomepHoe o6nyyeHue
npoayKunn.

9.1.1.4 [ns KOHTpONs BOCMPON3BOANMOCTM YCNOBWUA 0BNyYeHUss NPOBOASAT HE MeHee NATU U3MePEHUIA
MA B duKCMpoBaHHBIX TouKax paboyen 3oHel PTY npn 04HOM 3Ha4YeHUn BpemeHn obnyyeHusa. CnyyanHas
MOrpeLHoCTb 3TUX U3MEPEHNIA He AokHa npeBblwath =5 % npu P = 0,95.

9.1.2 PTY c yckopuTenem arekTpoHoB

9.1.2.1 MamepeHnst npu nyckoHanagovHbIX paboTax NpoBOAAT AN KOHTPOMs MOSIOXEHUs Nydvka 3a
BbIBOAHbLIM OKHOM YCKOpPUTENs, onpeaeneHnsa HepaBHOMEPHOCTU MIOTHOCTM TOKA NyyKa 3MeKTPOHOB BAOMb
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BbIBOAHOIO OKHA YCKOPUTENS, SHEPIUM YCKOPEHHBIX 3N1IEKTPOHOB 1 KOHTPOMA CTabunbHOCTN paboThl KOHBENEP-
HOW CUCTEeMbl YCTAHOBKM C Liefbio OLeHKM BOCNPOU3BOAMMOCTM YCIIOBUA 0ByYeHUs.

9.1.2.2 Mpu npoBeaeHNM NyckoHanagovHbIX paboT Bce M3MepeHunsl NPoBOAAT C MOMOLLBIO MIEHOYHbIX
unn TeepaoTensHbix CO, pacnonaraeMblx Ha POBHOW 0QHOPOAHON NoLLazke (a4epeso, haHepa, KapToH) unn
Ha TpaHCMOPTHOM Tape U3-noa U3genuin, 3anosiHeHHON 04HOPOAHBIM MaTepranomM, UMUTUPYHOLLMM Mo NIoT-
HOCTW peanbHyo NPOAYKLMI0, MepeMeLLaloweicsl Ha TpaHCMOPTHOM YCTPOWCTBE.

9.1.2.3 KoHTporib MONOXeHWs Myyka 3a BbIBOAHBIM OKHOM YCKOPWUTEIsI OCYLUECTBIISOT BU3yarbHO C
MOMOLLbIO LIBETOBbIX BMU3YanbHbIX MHANUKATOPOB NOrMoLEeHHOM A03bl, PacrnofokMB UX BAOMb BEIBOAHOMO OkHa
YCKOPUTENS UK C MOMOLLbIO AaTYMKOB ToKa Nyyka.

9.1.2.4 OueHKy HepaBHOMEpPHOCTW pacnpeaeneHnsi NIIOTHOCTU ToKa Ny4yka 3NeKTPOHOB BAOSb BbIBOA-
HOMO OKHa YCKOPWUTENS OCYLLEeCTBASIOT C MOMOLLbIO OAMHOYHBIX (C Warom <20 MM) U NPOTSXKEHHbIX AeTeKTOo-
POB, PACMONOXEHHbIX Ha MOANOXKE U3 OpraHNYecKoro matepuana (4epeso, NNacTuK 1 gp.) TOMLWMHON >3 MM,
pacnosnoXeHHoM Ha NepeHe NOBEPXHOCTU TPAHCMOPTHOM Tapbl U3-No4 npodyKuun. MpoBoasaT Tpyu HesaBucH-
MbIx 06nyueHuns CO. Mo nonyyYeHHbIM aHHbIM CTPOAT KPMBYHO pacnpeeneHusi NornoLeHHOM 403kl Ha NoBepX-
HOCTW TPaHCMOPTHON Tapbl BAOMb HanpaBfieHUsi CKaHNPOBaHUSA Myyka U ONpeaensioT LWAPUHY pasBepTKU.
LnpuHa pasBepTkM — 3TO PACCTOSAHNE MeXAY TOUKaMU YKasaHHOW KPUBOW, B KOTOPbIX KO3hdnLIMEHT HepaB-
HOMEPHOCTU (R = D5 o/ Dy ) BOCTUrAET 3HadeHuna 1,1 (cm. PMI™ 135).

9.1.2.,5 VYcTaHaBnMBaloT B3aUMOCBS3b MEXY TOKOM Ny4vka 3r1eKTPOHOB U 3Heprnei anekTpoHoB. Tok
MyyKa 3N1eKTPOHOB YCKOPUTENS U3MEPSIIOT C NOMOLLbIO CUCTEMbI KOHTPOSS ToKa My4vka (MoHUTopa). SHepruio
3MNeKTPOHOB (Haubosnee BeposTHOE U/UNK cpedHee 3HaYeHue) onpeaenstoT ¢ NOMOLLbIO LUTATHOW CUCTEMBbI
KOHTPOMA — MarH1THOro aHanMsatopa Unm cekumMoHMpoBaHHoro uunuHapa ®apages nnbo no pacnpegene-
Huto M anekTpoHoB B ogHopoaHou cpeae (cm. PMIT 135). ins nposeaeHus npouecca PC ucnonb3yioT gnana-
30H 3HAYEeHWUA TOKOB My4Ka, B KOTOPOM U3MEHEHWE 3HEePrumn 3NeKTPOHOB He npeBsbliwaeT 5 %.

9.1.2.6 YcTaHaBnMBaloT 3aBUCUMOCTbL MeEXAY 3Hepruen sneKTpoHOB 1 napaMeTpamMu CUCTEM NUTaHUs
yckoputens. Ha ocHoBaHUn ycTaHOBNEHHON 3aBUCUMOCTH B NpoLiecce nposeaeHnst PC nocToaHHO namepsaoT
TOK My4Ka 3N1EKTPOHOB, M3MEPSIOT U MOAAEePXMNBaoT NapamMeTpbl CUCTEM MUTaHUS YCKOPUTENS Takum obpasom,
YTOObI U3MEHEHWE 3HePrin Nyvka B MakCMMyme crekTpa He npesblwarno +5 % paboyero saHaueHus, a Makcu-
MarnbHasa aHeprus cnekTpa He npesbiwana 3HadeHusa 10 MaB. Ecniv npy aTom B npouecce PC ToK Nyyka anek-
TPOHOB U3MeHUTCst Bonee Yem Ha 5 %, HeobXoAUMO NPOBECTN AOMONHUTENBHOE U3MEpPEHMe crekTpa nyyka
3MeKTPOHOB € TeM, YToBbl He JoMyCTUTL PaboTy 3a NpeAenamMmn ykazaHHOro guanasoHa aHeprui. Tok nyuka
3MeKTPOHOB YCKOPUTES N3MEPSAIOT C MOMOLLLLIO CUCTEMbI KOHTPOSA TOKa Nyyka (MOHUTOPA). SHepruto aneKTpo-
HOB OMpeaensoT C MOMOLL IO LUTATHOW CUCTEMbI KOHTPOMS — MarHUTHOMO aHanuaaTopa Uim ceKLUMOHNPOBaH-
Horo umnuHapa dapages v NO 3HaAYEHUIO 3KCTpanonMpoBaHHOro npobera B BewecTBe (cMm. PMIC 135).
MapameTpbl CUCTEM MUTAHWUA YCKOPUTENSI KOHTPOSIMPYIOT C NMOMOLLbLIO LWITATHBIX U3MEPUTENbHBLIX CUCTEM
yckopuTens.

YcTaHoBneHWe B3auMoCBA3N (Npun KannbpoBKe MOHWTOPA) MeXAY NOKa3aHUSMU MOHUTOPA TOKa Ny4Ka 1
NOrNOLEHHOW A0301 OCYLLECTBAAIOT C MOMOLLBIO OAUHOYHBIX CO, yCTaHOBNEHHbIX Ha TPAHCMOPTHOM YCTPOW-
CTBe, NepemMeLLaLUMXCA C OAQUHAKOBOW CKOPOCTbIO NMPU pasnnuHbIX Tokax nydka. Mpu nsmeHeHuu Toka nyyka
Ha 50 % MakcuMarnbHOro sHa4eHNA U3sMeHeHne oTHoLLeHUs 3HadeHus N[ K Toky nyyka He AOMMKHO NpeBblllaTh
+5 %.

9.1.2.7 KoHTponb HecTabunbHOcTU NnepemellieHns o6nyyaeMbix 06beKTOB B 30He 06yueHust, 06ycnos-
NEHHOWN BO3MOXHBIMU MEXaHNU4EeCKUMK KorebaHUsIMU TPaHCMOPTHON CUCTEMBI YCTAHOBKW, OCYLLIECTBISIOT C
NOMOLLLIO OAUHOYHBIX NGO NPOTAXKEHHBLIX AETEKTOPOB, Pa3MeLLeHHbIX NO BCel ANIMHE TPAHCNOPTHOWM Taphl,
YCTaHOBMNEHHOW Ha TPAHCMOPTHOM YCTpPOWUCTBE. M3amepeHust MpoBOAAT NPU TPEX CKOPOCTSIX TPaHCMNOPTHOro
YCTPOWCTBA BO BCeM pabouyem AnanasoHe 3HauyeHun. CKOpoCTb KOHBeNepa N3MepsiioT ¢ MOMOLLIbIO LUTaTHbIX
npn6opos PTY ¢ norpelHocTbio He 6ornee +5 %. [ns kaxaoro 06nyyeHUsl paccuMTLIBAOT cpeAHee 3HaYeHne
CKO nokasaHnuin CO. CKO pesynbTtatoB uamepenus NL He gomkHo npeBbiwaTth 5 %. B cnyyae Hanuuns Heao-
NyCTUMBIX KonebaHuil CKOPOCTU pe3ynbTaTbl U3MepPeHUA A0SPKHBI OblTb NPOaHaNM3NpPoBaHbl U BbISIBIIEHHbIE
NPUYMHBI, MO BO3MOXHOCTH, YCTpaHeHbl. [ns noaTBepXaeHUst KoppeKTHON paboThl LTATHBIX NPpUGOPOB naMe-
peHna ckopoctn paccuuTbiBaioT CKO npounsseaeHuUsi cpegHero sHadeHusi NorfioleHHoN 403kl K 3HaYeHu o
CKOPOCTU, KOTOPOE He AO0MKHO npesblwaTh 5 %.

9.1.3 PaboTbl Ha PTY npu nyckoHanaaouHbIx paboTax 4omKHbI MPpOBOANUTL akkpeauToBaHHble JIPK. o
pesynbTartam NpoeBeAeHHbIX U3MepPeHUiA ohopMIIAIOT NPOTOKOM U3MEPEHWIA.

9.2 losaumeTpusa npu oTpaboTke TeEXHONONMU paguaLUOHHON CTepUnUusaLum usgenun

9.2.1 OtpaboTky TexHonorum PC nsgenui npooaar ans Beibopa ontuMmansHoro cnocoba obnyyeHns,
obecnevnBaroLWEero rapaHTUpOBaHHOE BbINOMHEHNe TpeboBaHUA, yCTaHOBEHHBIX HOPMATUBHBLIMU JAOKYMEH-
Tamu. OTpaboTky TexHosorum PC BLINOMHAOT ANs Kaaoro o6nyvyaembiro o6bekra. [1ns 3T0ro Ans Kaxaoro
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BapuaHTa crocoba obny4eHus nposoaat uamepeHus MM no scemy o6bemy obnydaemoro o6bLekTa, yctaHaB-
NUBAIOT COOTHOLLEHUA MeXAY MAUHUMArbHLIM U MaKCUManbHBIM 3HAYEHUSIMU MOTTIOLWEHHON 403bl U 40301 B
KOHTPObHOWN TOUKe, MPOBEPSIOT BLINOMHEHNe TPeGoBaHNA HOPMATUBHBIX AOKYMEHTOB.

9.2.2 OtpaboTky TexHonorum PC o6ny4aembix 06beKTOB NPOBOASAT C UCMONb30BAHUEM FOTOBLIX U3ae-
nnn NM60o nx obpasLoB NpY pasiMYHbIX BapyaHTax pa3MepoB TPAHCNOPTHOW Tapbl, Y4cria U3aenuii u cnocobos
WX YKNagku B TPaHCMOPTHOW Tape, MOCKONbKY OpUeHTauus U3nenuid B none U3nyyeHus MoXeT OKa3blBaTb
cyllecTBEeHHOe BMUSIHWE Ha pacnpegeneHune NornoweHHon 4o3kbl No o6beMy obrnyyaeMoro obbekTa.

Mo pesynbTaTam nposBeaeHHON paboTbl 4NA U3BENUiA KaXXAoro Buaa onpeaensitoT CXeMy ykrnaaku usae-
NWIA B TPAHCMIOPTHYIO Tapy.

Yucno aeTeKTopoB, pacnonaraeMblx B Kaxaom o6nyvaemom o6bekTe, onpeaensiioT B 3aBUCUMOCTU OT
BMOA YCTAaHOBKU U KOHCTPYKLMU CTEPUNU3YEMBIX U3AENUIA.

B uenom o6bem gosnmetpun gomkeH obecneunTb HagexHoe onpeaeneHne MUHUMAaNbHOrO U Makcu-
MarbHOro 3HaveHwuia N B 06nyyaeMomM 0b6bekTe U NpaBUNbHLINA BEIGOP NONOXEHUSA KOHTPOIBHOMN TOYKU.

9.2.3 Mo pesynbratam oTpaboTKu TexHoNorm o6ny4eH1sa BbIGUPaloT NONOXKEHNE KOHTPOMLHOW TOYKU,
npegHasHavYeHHON Al NPoBeAeHUs NPUEMOYHOTO KOHTPONS, a Takke MECTO pacnonoXeHUst MHANKATOPOB
nornoweHHon Aaosbl no NOCT ISO 11140-1—2011. KoHTponbHaA Touka MOXeT ObITb pacnonioxeHa Kak Ha
noBepxHocT obnyyaemoro obbekTa, Tak U Ha cneumanbHOM aHToMe psaoM ¢ 06nyYaeMblM 0GHLEKTOM.

9.2.4 [osumeTpuio Npu oTpaboTKke TeXHOMOMMN cTepunusaunm npoBoaaT akkpeautosaHHble JIPK. Mo
pesynbTatam NpoBeAeHHbIX U3MepeHUiA obopMAAIT NPOTOKON U3MEPEeHUIA.

9.3 Arttectauusa PTY no nornoweHHon Ao3e B NPOAYKUUU

9.3.1 Artectaumio PTY no nornoiueHHon gose B 06ny4yaemblx o6bekTax (aanee attectauus PTY) npo-
BOAAT Ansa PTY ¢ paaMoHyknuaHbiMu uctodHnkamu N n PTY ¢ yckopuTenem 3nekTpoHOoB.

9.3.2 Atrtectaumio PTY no nornoweHHon go3se B 06ny4aemMblx 06bekTax NpoBoauT opraHnsauus, obec-
neyuBsatoLlas npocnexmsaemoctb usMmepenuin MO UN k atanoHam eanUHULLI MOLLIHOCTW MOMMOLEeHHOW A03bl
WMOHU3UPYIOLLEro U3NyYeHUs B CTaHAapTHLIX MaTepuanax, TeM cambiM obecneunBasi NpocreXnuBaemMocTb
BenmMunH Dy, U Dy, XapakTepusyowmx 6e3onacHocTs MeaULIMHCKUX U3aenuil.

AtTtectauuio PTY nposogar no PMIC 138 n PMI™ 135.

9.3.3 OTBETCTBEHHOCTL 3a CBOEBpeMeHHoe npeAcTasneHune Ha attectauuio PTY no M 8 npoaykumn
BO3/1araeTcs Ha opraHn3aunio, OCyLLEeCTBNAOLLYIO BbIMYCK MEAULMHCKAX U3OENUIA, CTEPUNN3YEMbIX paguaum-
OHHBIM criocobom.

9.3.4 lMopesynbTaTaMU3mMepeHUi, NpoBeaeHHbIX puatTectauun PTY no nornoweHHon 4o3e B Npoayk-
LMK, COCTaBMAOT NPOTOKOM U3MEpPEHUIA, Ha OCHOBaHWM KOTOPOro BblAAlOT CBMAETENLCTBO 00 aTTectauum
pagnaunoHHO-TEXHOOrMYECKON YyCTaHOBKN MO MOrMoLeHHON Ao3e B 06nyvyaembix ob6bekTax.

9.3.5 B TexHonorudeckui pernameHT [1] Ha npouecc PC uaaenuin, yTBepxaeHHbIA NpeanpusaTueM-usro-
TOBUTEMEM U NpeanpusaTneM, nposoaawmm PC, BHocAT pasgensl Mo A03UMeTpuu Mo pesynbTtatam paboT no
9.1—9.3.

9.3.6 PTY noasepratoT NepBUYHON, NepUoanyeckon N BHeoYepeaHon atTectaum ansa MeauumnmHCKuX
nsgenvin Kaxagoro smaa.

9.3.7 lMepBudHyto attectauuo PTY Mo nornoweHHoN gose B obnydaeMbix obbekTax NpoBoaaT npu
MocTaHoBKe NPoAyKUMN Ha MPOM3BOACTBO Nocrne oTpaboTKy TEXHOMOrMM CTepunuaaummn 3Tonu NpoayKL M.

9.3.8 lMepuoaundeckyto atrectauno PTY nNpoBoAsT Npu OKOHYaHUM cpoka aericteus Ceuaetenscisa
npegelgyLuein atrectaumm.

9.3.9 lMepuoan4yHoCTb NpoBeaeHNs attectaumi PTY — oauH roqa.

9.3.10 BHeo4yepeaHasiaTtTecTauna PTY. BHeouepeaHas aTTecTauusa no npoueaype MaeHTUYHa nepsuY-
HOW aTTecTaLuu.

9.3.10.1 Ansa PTY ¢ pagnoHyKnMaHbIMA UCTOYHUKaMU N3MyYeHnst BHeodepeaHyo aTTecTauno nposo-
OAT:

- nocne pemoHTa PTY, npuBewero K UaMeEHEHUI0 TPaHCMOPTHOW CUCTEMBI U CUCTEMbl €€ KOHTPONS,
nonoxeHus obny4vaemoro o6bekTa 0THOCUTENBbHO 0BNyYaTens;

- N3MEeHEeHWs cXeMbl 3apaaku obnyyartens nctodHnkamm A, nameHeHnst akTUBHOCTU UCTOUHUKOB NGO
N3MeHeHus1 pasmepoB U popMbl obnydvaTens;

- U3MeHeHWs1 cxeMbl 06yYeHus], Buaa 1 pasmMepoB YNakoBKX (NMepBUYHON 1 TpaHCNIOPTHOMN) 1 cnocoba
yKNagk1 usgenuii B TpaHCmopTHYLO Tapy.

9.3.10.2 Onsa PTY ¢ yckopuTensmu aneKkTpOHOB BHEOUEPeAHYO aTTecTaLmMio NPOBOAAT:

- rnocne U3MeHeHUs 3HEePrun YCKOPEHHBIX 3MEeKTPOHOB;

- WU3MEHEeHWs WNPUHBI pa3BepHYTOro Ny4vka 3r1eKTpoHOB;
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- U3MeHeHUs1 CXxeMbl 00y4eHUs1, Buaa 1 pa3MepoB yrakoBkY (NePBUYHON U TPAHCMIOPTHOM) Unn cnocoba
YKIagku usgenuin B TpaHCNOPTHYIO YNaKoBKY.

9.3.11 Attectauuu PTY

9.3.11.1 Mpwu nepBuuHou atTectauum PTY ¢ paguoHyknuaHbiMu U ycTaHasnueaioT:

- BO3MOXHOCTb 06/y4eHns1 06bEeKTOB B ycTaHoBNeHHOM auanasore MNA: ot D, Ao Dy,

- ko3 ULMEHTBI NPOMOPLIMOHANBHOCTU Ky U Kyaye 0BYCNIOBNMBaIOLLNE CBA3L MEXAY AO30MW B KOH-
TPOMBHOWN TOYKE U MUHUMAaIIbHBIM U MaKCcuMaribHbIM 3HaueHnsMu M1 B npoaykunn npu pernameHTUpoBaHHbIX
ycrnosusix obnyyeHns;

- norpewHocTb onpeaenedus Dy, v Dy, . ¢ y4eTom norpewwHocti CO, ncnonbayemoro npu npuemoy-
HOM [03UMeTpUYEecKoM KOHTpone B npouecce PC;

- MONOoXeHNe 30H C MUHUMarbHOW U MakcumMansHoi M B 06bekTe (ToNbko Npu NepBuYHON aTTecTauunn),
KOTOpble NCMOMb3YIoT Npu nepuogudeckoin atrectauuu PTY no ML B npoaykuuu;

= MUHWMAmbLHOE f5r yyyy U MAKCUMANBHOE fop yaye BPEMS CTEPUAN3ALIMM (ANUTENBHOCTL HAXOXAEHMS
06BbeKTOB B paboyeil 30He NNK ANUTENbHOCTb BbIAEPXKKM 0ObeKTa B KaXaon No3uuumn obnyyeHus).

9.3.11.2 lMpu nepBudHon atTectauumn PTY ¢ yckopuUTensMu aneKTpoHOB yCTaHaBNBAIOT:

- BO3MOXHOCTb 06S1y4eHNs 06beKToB B ycTaHoBNeHHom auanasoHe MA: oT Dy A0 Dyaie

- KO3(PULMEHTBI NPOMNOPUMOHANBHOCTU Ky U Kyaye 0BYCIIOBNMBaIOLIME CBASL MEXAY 4030/ B KOH-
TPOSLHON TOYKE U MUHUMASBHBIM 1 MakcuMarbHbeIM 3HadeHnsMm ML B npoayKumMm Npu pernameHTUpoBaHHbIX
ycroBusax obrnyyeHuns;

- MorpelHocTb usmepenuin D, . 1 D, .., ¢ y4eTom norpetuHoct CO npu npuemMoyHoM J03MMeTpudec-
KOM KOHTpore B npouecce PC npogykumu;

= MUHUMAIbLHYIO V,,,, U MAKCUMANbHYHO V,,, CKOPOCTL NepeMeLLieHuns MpoayKLUM Mo NyYKoM 311eKTpo-
HOB W B Nofie TOPMO3HOMO U3MYYEHUs1 YCKOPUTENS 3MeKTPOHOB.

10 OpraHusauus AO3NMeTPUUYECKOro KOHTPONS NpU NPoBeAeHUM nNpouecca
paauauuoHHON CTepunmM3aLMm MegUUMHCKUX U3genum

JosnmeTpryecknin KOHTPOb NP NpoBeaeHUM npouecca PC BkntovaeT B cebs1 BXOAHON, TEKYLLWIA U Npue-
MOYHBIA KOHTPONb.

TekyLUMin U NpueMoYHbIA KOHTPOrb Npolecca PC ocyuwectenseT akkpeautoBaHHas JIPK B o6beme Tpe-
6oBaHWI HacTosLLero cTaHaapTa. [lonyckaeTcs Npu cTepunusaumm usaenui npucyteteune Ha PTY npeactasu-
Tenen NpeanpuaTUs — U3roTOBUTENS M34enuii npu cobnoaeHun ummn Tpebosanuii pasaenos 7 u 8.

10.1 BxogHom KOHTpOnb

BxoaHoW KOHTpONb U3aenunid, NocTynarLwWwmx Ha cTepunusaumnio, ocyllectenseT nepcoHan PTY.

Ha 6ydepHom cknage HeobnyyeHHOM NPOAYKLMKU UK 3arpy304HOM nomelleHu PTY 0TBETCTBEHHBI
npeactasuTens PTY npoBoanT BXOAHOWM KOHTPOMb LIENTIOCTHOCTU YNAKOBKW, ee rabapuTel, yKasblBaeMyo U3ro-
TOBUTEMNEM MapKNPOBKY BPYTTO-Macchl yNakoBKU U HANMMYMA UHAWKATOPOB NOTTOLEHHOW A03bl HA BHELLHEN
ynakoBKe TPaHCMoPTHOW Tapbl C U3AeNNAMM.

10.2 TeKkywuit KOHTponb napameTpoB PTY

10.2.1 Tekywuin KOHTPOMb NapamMeTPOB YCTAHOBKM OCYLLECTBIISIOT MO MOoKa3aHWsAM CUCTEM KOHTPOs
pexuma paboTel PTY ans nogaepkaHus HEM3MEHHOCTU ycrnoBuii o6nydeHus B xoae nposeaeHus PC Bceli nap-
TN NPOAYKLMN.

10.2.2 [ns gokymeHTanbHoOro noaTBepaeHusi COoTBeTCTBUA pabounx napameTtpos PTY npu nposeae-
HUK npoLecca PC ocyLLecTBAAKT 3annch NokasaHWi cUcTeM KOHTponst napaMmeTpoB PTY no 5.4 n 5.5. 3anucu
AOJTKHBI BbITb YETKUMU, NEerko MAeHTUULMPYEMbIMU U 3aLLMLLEHHBIMUA OT HECAHKLIMOHUPOBaHHOIO 10CTYNA.

10.2.3 3anucu xpaHaT npu PTY w/unun Ha npeanpusitTii — U3rotoBUTene NpoaykLuun B TeYEHUEe Cpoka
rOAHOCTU MeAULIMHCKNX U3aenuii noc oauH rod. flonyckaeTcs XpaHWUTb 3annck Tonbko npu PTY npu ycnosum
OTBETCTBEHHOIO XpaHeHUs.

10.2.4 HaPTY c pagnoHyknuaHbiMu ucTouHWkammn U koHTponb nonoxeHua obnydatens («xpaHeHue»,
«NPOMEXYTOUHOE» U «06NyYeHUe» ) U BpeMeHU HaxoxaeHUst 06ny4aeMbiX 06 LEKTOB B kKaMepe AN obrydyeHus
U BpeMeHN BblAe Pk 00 beKTa B KaXKAO0M U3 NO3ULMiA 0bnyyYeHus, AN KoHBeNepHo cuctembl, obecneunsa-
10T BOCMNPOU3BOANMOCTL YCNoBsuii nposeaeHus PC.

10.2.5 Ha PTY c yckopuTenem anekTpoHOB NEpUoANYECKUA KOHTPOSIb OCYLLECTBASIOT NO NoKasaHUAM
CUCTEeM KOHTPONA NapameTpoB Myyka U CKOPOCTU ABMXKEHUS 06bEeKTOB B kamepe Ana obnydveHns. Ctabunb-
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HOCTb 3Hepruu, Toka ny4ka, aMnNAnTyabl Toka pasBepTKM MyyKa U CKOPOCTU ABUKEHUS OBBLEKTOB B kKaMmepe A1s1
0bnyyeHuns obecneumsaoT BOCNPON3IBOAUMOCTL YCIIOBUIA NpoBeaeHua PC.

10.2.6 Mepea Havanom PC Ha yckopuTene aNekTpOHOB KOHTPOMNPYIOT TOK MyYKa, 3Hepruio anekrpoHoB
1 aMnNNUTyay Toka passepTkun nydka.

10.3 MpuUueMoYHbIN [O3UMETPUUYECKUIA KOHTPOIb

10.3.1 Lenb NpMemMo4HOro 403MMEeTPUYECKOTO KOHTPOIS — 3atnKCUpoBaThb (haKT NPOXOXKAESHUS Kaxk-
AbIM 06BEKTOM NOMHOTO LuKNa 061yyYeHNs M 0brydeHUst KaXkaoro saenua B pernaMeHTMpoBaHHOM AnanasoHe
003, a Takke He 4ONYCTUTL NoNagaHus CTePUITbHON NPOAYKLUM Ha AONONHUTENBHBIN LMK 0611yYeHUs, a Npo-
WeAWwnxX HENONHBLIA LUK 0bnyYeHus — Ha cknag roToBon NpoayKumn.

10.3.2 MNpremMoYHbIi 403UMETPUIECKUI KOHTPOJIb OCYLLIECTBAAT ¢ noMoLbio MCO, CO unHamkaTopos
nAa, otsevarowmx TpeboBaHnam 5.2 n 5.3.

10.3.3 Unaukatopsl NQ no FOCT ISO 11140-1—2011 npeaHasHayeHbl ANs pasaeneHns ob6ay4eHHon u
Heo6ny4eHHO! NpoayKUMK, NpeAoTBpaLLeHUsi TOBTOPHOro 0bnyyYeHus u3genquin u Ana akenpecc-onpeaeneHua
norfoLeHHoN Ao3bl B Npouecce o6nydeHnsa NpoayKUMK, ecrnin 3TU UHAUKaTOPbLI UMEIoT MHOrOLIBETHYIO A03-
HO-LIBETOBYIO LIKany.

10.3.4 [Onsa o6ecneveHna NpocToThl M yaobcTea BU3yansHoi oueHku N nHaukatopsl N npukpennaoT
Ha Kaxxablil 06ny4Yaemblil 06 bEKT B NOCTOSIHHBLIX MecTax, yCTaHOBIIEHHBIX Npu 0TpaboTke TexHonornu obnyye-
HUA. KOHKpeTHOe NonoXeHne MHANKATOPOB, UX YACIO U LIBET Mocre Kaxkaoi cTagum o6nyvyeHns onuckiBatoT B
TeXHOMornveckoM pernameHTe Ha npouecc PC.

10.3.5 CO, npeaHasHa4eHHble Ans onpeaeneHus MM no 5.2, npukpennsoT Ha o6nyvyaemMom ob6bekTe B
KOHTPONbHOMN TOUKE.

10.3.6 UNameperue NAc nomowbio CO npy npyeMoyYHOM KOHTpOe NPOBOAAT B COOTBETCTBUMN C aTTeCTO-
BaHHo MPK npouecca pagunaumMoHHon ctepunusauum Ha PTY.

10.3.7 Paspabotky MPK ana kaxxgoi PTY nposogsaT ¢ yuetom TpebosaHuin FTOCT 8.638—2013. Paspa-
6oTaHHaa MPK gonxHa cooTBeTcTBOBaTh 4.1.

10.3.8 TMpremoYHbIn 4O3UMETPUIECKUiA KOHTPOIb U usMepeHue MO U nposoaut JIPK.

10.3.9 Kaxpas napTusa nsgenui, noctynatwowmux Ha PC, AomkHa uMeTb CBOW MAEHTU(PUKALUOHHBIN KOa.
MpegnpuaTne, nposoaswee PC naaenun, B CBoK odepeb NpUcsaneaeT CBON ASHTUMUKALMOHHBIN Koa nap-
TUK n3genui, npoweawmx PC.

10.3.10 Mpu npoBeaeHumn npouecca PC kaxayto napTuio nsgenuin KOHTPONUPYIOT He MeHee Tpex pas ¢
nomoLpbto CO, pacnonaraembix B KOHTPOMBLHOM TOYKE, B HAYane, B cepeAnHe MKOHLE CTepunusaunumn napTun:

- Ans PTY ¢ HenpepbIBHOM 3arpy3koi NpodyKumn npu cTepnnmaaum naptum npogaykummn 6onee ogHomn
CMeHbI AOMOMHUTENLHO NPOBOAAT eLle oaHo nsMmeperue NI B KOHTPOMLHOM TOUKE B KaXKAYH CMeHY (KOHKpeT-
HOe YMCMo yCTaHaBNMBatoT B COOTBETCTBUM C TEXHOMOrnYecknm pernameHtom n MPK B 3aBUCMMOCTU OT aKTUB-
HocTh oBnyyatens PTY u MuHUMansHoh 40301 06nydeHus);

- Ansa PTY c auMknnyeckoi 3arpyaKkoi Kaxaas sarpyska npoaykumnm asnsietcs otaensHon napTuen cre-
PUAN3YyeMon NpoayKUnK.

10.3.11 [Ans kaxagon napTim cTepunusyemMon NnpoayKLmMmn NpoBoAaAT 3ancb NnapaMeTpoB npolecca cTe-
punusauun no 5.4.1, 5.4.4 unn 5.5.1, 5.5.2 (B 3aBucumocTtu ot Buga PTY).

10.3.12 3anucu napameTpoB paboTbl PTY Mo cTepunusaumm nsgenunin CoxpaHsaoT ans Kaxaon naptum
NpPOCTEPUNN3OBAHHBIX MEAULIMHCKNX U34ENNA B COOTBETCTBUN C 5.6.

10.3.13 Konuu 3anvcu napameTpoB PTY npu cTepunnsaunm Kaxxaon napTuu nepegatoT Ha npeanpusi-
TMe — U3roTOBUTEMb U3AENUIN BMECTE C NPOCTEPUIN30OBaHHBIMU U3genusaMn. Ha npegnpusitun, okasbiBato-
wem ycnyry no PC, xpaHsaT nognuHHUKL 3anuceld. JonyckaeTcss XpaHWTb 3anucu napameTpoB TOSMbKO Ha
npeanpusiTUn, okasbisatoLiem ycnyru no PC, npn ycrosmmn OTBETCTBEHHOMO XpaHEHUS 3TUX 3anuncei B TeueHue
CpokKa, ykasaHHoro B 5.6, 1 csobogHOro gocTyna K 3Toi MHpopmaLmmn COOTBETCTBYIOLLMM 3auUHTEepecoBaHHbIM
opraHusauusam (HanpumMep, opraHoB Mo cepTuduKaLm n T. 4.).

10.4 Pe3ynbTaThl 4O3UMETPUYECKOro KOHTPONSA Npouecca pagualMoHHON cTepunusauum
MeAULUHCKUX U3AeNni 0AHOKPATHOro NPUMeHeH s

Ecnu pesynbtaTtbl UamepeHuin M B KOHTPONBLHOW TOUKE HE BLIXOAAT 3a Npedenbl, ykasaHHble B CBU-
AeTenbcTBe 06 aTTecTauun PTY Ana npoaykuumM gaHHOro BUAA, 3HAYEHUSI KOHTPOMMPYEMBIX U 3anncaHHbIX
napameTpos PTY no 5.4.1,5.4.3 1 5.4.4 ans ycTaHoBOK C paaUOHYKNNAHBIMUA UCTOYHUKAMI U3NYHEHUA UNK NO
5.5.215.5.3 Ans yCTaHOBOK € YCKOPUTENEM SNEKTPOHOB He BLIXOAAT 3a Npeaerbl, ykasaHHble B nepeYncneH-
HbIX MYHKTaxX, 1 06ny4yaemMblil 06beKT AOMKHEIM 0Opa3zoM MaeHTUDULMPOBaH, AeNatoT 3aknyeHue, YTo Bce
MeaULMHCKMe usgenus obnyyeHsbl B pernameHTMpoBaHHOM AnanasoHe NormoLeHHbIX 03 0T Dy A0 Dyare-
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[aHHoe 3aknoyeHne ABSEeTCA OCHOBaHNEM AN 3aKMOYEHUA O CTepUnbHOCTU AaHHON NapTuu ¢ yKasaHHbIM B
TEeXHUYECKOM JOKYMEHTaLNN YPOBHEM CTEPUNBHOCTU. B NpOTUBHOM Cnydae usgennsa cuutaroT 6paKOBaHHbIMI/I.

10.5 [lokyMeHTaLus Ha npouecc paguauuoHHOW CTe puUnu3aLum MegULMHCKUX U3genun
OAHOKpPaTHOro NPUMeHeHUs

10.5.1 [nsa usgenuii kaxxgoro Buaa Ao/HkHa ObiTb B HANUYUMK YTBEPXKAESHHAA AOKYMEHTaUus: peructpa-
LUMoHHOE yaocToBepeHue, TY, B KOTOPbIX yKkasaHbl HOpMbl npouecca PC: uHMunanbHas koHTamuHauums
U3aenui, yposeHb 06ecneydeHmns CTepunbHOCTU, Dy ¥ Dy,q ) TEXHOMOTMUECKNIA PErNaMeHT Mo U3roTOBIEHUIO U
cTepununsaunm nsgenuin (BoO3MoXHbl pasgenbHble pernameHTsl), artectoBaHHaa MPK npouecca pagvaumon-
HOW cTepunusayun.

10.5.2 Ha kaxayto napTuio nsaennia, nogseprHyTyo pagnaunoHHon ctepunusaumm, JIPK Ha ocHoBaHum
9.3 upasgena 10 sbigaet npoTokon. MpumepHas chopma npoTokona Ans PTY ¢ paanoHyKNMAHLIMU UCTOYHUKA-
MU 13nyYeHUs nNpuseaeHa B npuroxeHui b, ana PTY ¢ yckoputernem 3riekKTpoHOB — B MPUIoXeHuu A.

10.5.3 OdhopMrieHHbIe NMPOTOKOSMBl Ha KaXaylo NapTuio MeaULUHCKUX U3denuin nepedaloT npeanpus-
TUIO — N3roTOBUTEMNO MEAULNHCKUX U3OENNIA, a NX KOMUK AOIMKHBI HaxoauTbes B apxuse JIPK.

10.5.4 TpoToKonbl no cTepunusaumnm napTnm usgenuii no opme A unu b OMKHBI XpaHUTLCA B TeYeHue
He MeHee CpoKa rogHOCTUN MeANLMHCKOTo U3aenus nioc o4uH rog.

10.6 O6paboTka pe3ynbLTaToB U3MEpEeHUiA

PesynbTaTbl 4O31MeTpuUn Ha Bcex aTanax noAroTOBKM 1 NpoBeaeHNs npolecca paguaunoHHON CTepunu-
3aumun nsgenui obpabaTbiBaloT B COOTBETCTBUM C [2].
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Mpunoxexne A
(cnpaBo4Hoe)

dopma A npoTtokona pagualMoHHOW cTepunusayumn

A.1 dopma NMUEeBON CTOPOHbLI NPOTOKONA paguaunoHHON cTepunuaauum

HAUMEHOBAHWE NMPEONPUATUA
KOpuanyeckun agpec:

ATTECTAT AKKPEOUTALNA
HaumeHogaHue opzaHa, 8bifasuwie20 ammecmam akkpedumauuu

Ne............... «__» 20 T.

MpoTokon
paguauuoHHon ctepunuaauumn Ne

HacTosiwun gokymeHT yaocToBepseT, YTO NpOayKUmMs

(HaumeHoBaHWe meguuuHckoro usgenus, TY, FOCT)

MapTtusa Ne
HaknagHas Ne oT«__ » 20 r.
cneundukaums Ne oT« __ » 20 r.
B KONMYeCTBE (AILLUKOB) , 06WMM Yncnom nsgennm wr.
M3roToBrneHa
(HaI/IMeHOBaHI/Ie nagpec I1pe,Elan/IFITMFI-MBI'OTOBMTeﬂFI)

npeacTaBneHa Ha CTepUnNu3aunto « » 20 r. npeanpuatuem

(HaumeHoBaHMWe 1 agpec NPeanpPUsITUsl, KOTOPOMY BbiAaH AAHHBIW NPOTOKON)
noaBeprHyTa « » 20__r. pagnaunoHHON CTEpUNU3aumumn Ha paguaunoHHO-TEXHONOMMHECKON YCTaHOBKE

« ».
(HaumeHoBaHue)

CeuaetenbctBo 06 attectaunm PTY

(Homep, CpoK AenCTBUN)
KoHTponke npouecca paamaunoHHON CTEPUNM3aLNY NPOBEAEH aKKpeaUTOBaHHON nabopaTopuen paguaunoHHOIO KOH-
Tpons.
YcnoBus cTepunmaauny JaHHoOW NPOAYKLMKY COOTBETCTBYIOT HOPMATUBHBLIM TPeHOBaHUAM, M3NOXEHHBIM B

(HanmeHoBaHue u Homep aokymeHTa TY unu uHcTpykuus no PC)

MpoTokon BblgaH Ha OCHOBaHUK 3anUCK B XXypHare NpuemMoYHOro paanaumuoHHOro KOHTpons 3a Ne
oT « » 20 T

PykoBoanTens npegnpstusi

M.M.

(nognuce) (MHWunane!, dpamunus)

Hata « »
(uucno) (mecsauy) (rom)
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A.2 dopma 060pOTHOM CTOPOHLI NPOTOKOMNA paauaUMOHHON cTepunusaunm

PE3YIbTATbI KOHTPONA NPOLIECCA
PagnaumnoHHbIA KOHTPONb Npouecca pagnauuoHHOW cTepunusauun nposogunu no «Metogvke pagnaunoHHOro
KOHTPOMNS npouecca paguaunmoHHon ctepunu3aumm Ha PTY (HaumerosaHue)». Cenpetenscteo 06 arrectaumm MPK
Ne OT«__» 20__ r., BbiAAHHOE (HaumMeHo8aHue opeaHa, 8bidaswezo caudemernscmeo).
Pexum paboTtel PTY

MNapameTp HencreutensHoe 3HaveHue PernameHtupoBaHHoe 3HaveHue

OHeprusa anekTpoHor, MaB

HanpsixkeHue moHUTOpa Toka nydka, MB

Tok ckaHVpyloLWwero yeTponeTea, A

CkopOCTb TPaHCNOPTHOIO YCTPONCTBA, CM/C

3anvck HenpepbIBHOW perncTpaumm napameTpoB paboTol PTY

(HaumeHoBaHue)

npunaraeTcs Unu MMeeTcs U HaxoanTesa (HauMeHOBaHUe) Ha OTBETCTBEHHOM xpaHenuu B JIPK

(HaumeHoBaHue)
CpefcTea 40o3MMEeTPUYECKOr0 KOHTPOIS:
"ocypapcTBeHHbIV CTaHAapTHbIM 06pa3eL NornoweHHon 403bl GOTOHHOTO U 3NEKTPOHHOIO U3NyYeHUi (CononumMep
¢ theHa3nHoBbIM Kpacutenem) — CO M4(®)P — 5/50, nacnopt Ne rOAeH A0« » 20 T
LiBeToBbIe BM3yanbHble MHAWKATOPLI A03bl — LUBU/] — 3, ropeH po «__ » 20 T
Pesynbratsl pagnaumoHHOro KOHTPOst

MapameTp HencrentensHoe 3HaveHue PernameHtuposaHHoe 3HaveHue

LiseT nHamkatopos

MornoweHHas 4o3a B KOHTPOINBHONM ToYKe, KIp

Jurana3oH NornoLweHHbIX 403 B Npoaykumu, KIp

Mpoaykums, NoaBeprHyTasl pagmaunoHHON CTepunnu3aumm, NPoLLa NPUEMOYUHbIN NePOaNHECcKNn paauaunoHHbIN
KOHTPOIb U NpoLTamnoBaHa.

(oTTHCK WTamna)

Mactep cmenbl PTY:

(MHUUKMansl, damunus) (noanuce) (nara)

HoanmeTpucT:

(MHUUMansl, damunus) (nognuceb) (nara)
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MpunoxeHune b
(cnpaBouHoe)

®opma b npoTtokona paguauMoHHON CTepunusaLum

B.1 ®opma nuueson CTOPOHbI NPOTOKONA PaAVaLMOHHON CTEpUNU3auun

HANMEHOBAHWE NPEOMNPUATUNA
Opuanyeckun agpec:

ATTECTAT AKKPEOWUTALIMA

HaumeHoearue opaaHa, 8sifaswez0 ammecmam akkpedumauuu

Ne ... « _» 20_r.

MpoTokon
paguaumoHHon cTepunu3sauumn Ne

HacTtosiwun gokyMeHT yaoCcTOBepsieT, YTO NpoAyKUunsi

(HaumeHoBaHue meauumHckoro usgenus, TY, FOCT)

MapTtusa Ne
HaknagHas Ne oT«___ » 20 r.
cneundukaums Ne oT« __ » 20 r.
B KONMYeCTBE (AILLUKOB) , 06WMM Yncnom nsgennm wr.
M3roTOBMNeHa
(HanmeHoBaHue 1 agpec NPeanpUATUA-UroTOBUTENS)

npeAcTaBrieHa Ha CTEPUIM3AUNIO «___ » 20__ r. npegnpusAtTMem

(HaumeHoBaHWe W agpec NPeanpuUATHSA, KOTOPOMY BbidaH AaHHbIA NPOTOKOM)
noaBeprHytTa«__ » 20__r. paavaumoHHOW CTEPUNU3ALMN HA PaaNaLNOHHO-TEXHOMOIMYECKON YCTaHOBKE

« ».
(HaumeHoBaHue)

CeBupgetenbcTBo 06 atTectauum PTY

(Homep, cpok OencTBUS)
KoHTpone npouecca pagnaunoHHOW CTepunusaumm NnpoBeeH akkpeamToBaHHOM nabopaToprei pagnaunoHHOrO KOH-
Tpons.
YcnoBusi cTepunusaumm gaHHON Npogykumm COOTBETCTBYIOT HOPMATUBHLIM TPeBOBaHUSIM, U3MOXKEHHBIM B

(HanmeHoBaHue n Homep gokymeHTa TY unu uHcTpykuus no PC)

MpoTokon BbiA@H HA OCHOBAHMK 3ANMCKY B XYPHAME NPUEMOYHOro paanaLMoHHOro KOHTpons 3a Ne
oT « » 20 T.

PykoBoanTene npegnpstusi

M.r1.

(nognuce) (MHuupnanel, dpamunus)

Hata « »
(4mcno) (mecsau) (rom)
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B.2 dopma 060pOTHON CTOPOHBI NPOTOKONA paguauMoHHON CTepUM3aumm

PE3YJIbTATblI KOHTPOIIA NMPOLIECCA
PaguaumnoHHbI KOHTPONMb Npouecca paguaunoHHON cTepunusauun npoeogunu no «Mertoagvke namepeHuii npm
pagvaunoHHOM KOHTpOre mnpouecca paavauuoHHOW cTtepunusauum Ha PTY». Ceuagetenbcteo o6 atrectaumm MPK
Ne oT«___ » 20__r., BblAaHHOE (HauMeHo8aHuUe opaaHa, 8bidasuwea0 cgudemenscmso).
Pexum pabotel PTY

MapameTp JeiicTBUTENBHOE 3HAYEHWE PernameHTUpoBaHHOe 3Ha4YeHUe

AnnTenbHOCTb BbIAEPKKU NPOAYKUMUN B KaX-
[0 no3numum, ¢

3anuck HenpepbIBHOW perncTpauuy napameTpos paboTsl PTY

(HanmeHoBaHue)

npunaraeTcsa U UMeeTcst U HaxoamTcs (HaMMeHOBaHWe ) Ha OTBETCTBEHHOM XpaHeHuu B JIPK

(HaumeHoBaHue)
CpencTtea 4O3MMETPUYECKOrO KOHTPOIS:
"ocygapcTBEHHbIN CTaHdapTHbIN 06paseL NorMoLeHHON A03bl (DOTOHHOTO M SNEKTPOHHOIO U3NyYeHunii (cononmmep
¢ theHaanHoBbIM kpacutenem) — CO [(®)P — 5/50, nacnopt Ne rogeH oo «__ » 20 r.
LiBeToBbIE BU3yanbHble MHAMKATOPLI A03bl —L{BU/] — 3, rogeH o «___ » 20 T
PesynbraTthl pagnaunoHHOro KOHTPOns

MNapameTp HencTenTensHoe 3HaveHne PernameHtupoBaHHoOe 3HayeHWe

LiBeT nHgmkaTopoB

MornoweHHas ao3a B KOHTPONBHOM Touke, K[ p

[rnanasoH NornoweHHbIX 403 B Npoaykuum, KIp

Mpoaykuma, nogeepryyTas paguaumoHHON CTepunuaanum, NpoLia NPUeMOYHbIA Nepuoanyeckuin paguaunoHHbIA
KOHTPOIb U NpOoLWTaMnoBaHa.

(oTTHCK WTamna)

Mactep cmeHbl PTY:

(MHUUKMansl, damunus) (noanuce) (nara)

HosumeTpucT:

(MHuupransl, dpamunus) (nognuce) (nara)
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