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MNpeaucnosue

Lienu, ocHOBHbIE MPUHLMIBI U OCHOBHOM NOPAA0K NpoBeAeHNUst paboT No MeXrocyaapCcTBEHHOM cTaHaap-
Tusauum yctaHosneHsl FOCT 1.0—2015 «MexrocyaapcTeeHHas cucteMa ctaHaapTusaumMmn. OCHOBHbIE Moo~
xeHus» n NOCT 1.2—2015 «MexrocyaapcteeHHaa cucteMa ctaHgaptusauun. CtangapTbl Mexrocyaap-
CTBEHHbIE, NpaBuna U pekoMmeHaauuMn Mo MexrocyaapcTBeHHOW ctaHgapTusauun. Mpasuna paspaboTtkuy,
NPUHATUSA, 0OHOBNEHNS U OTMEHbI»

CBefieHUsA 0 MeXrocyAapcTBeHHbIX peKOMeHAauuax

1 PASPABOTAHbI ®egepanbHbiM rocyaapCTBeHHBIM YHUTapHBIM Npeanpuatuem «Bcepoccuiickui
Hay4yHO-UCCNeaoBaTesNIbCKUA UHCTUTYT (PUNKO-TEXHUHECKUX U paguoTeXHUYeCcKux usmepeHuin» (Pryrl
«BHUDTPW»)

2 BHECEHbI YnpasneHuem meTponorun deaepanbHoro areHTCTBa No TEXHUYECKOMY perynupoBaHuio
¥ MeTpororm

3 MPUNHATDLI MexrocyaapcTBeHHbLIM COBETOM NO CTaHAapTU3aLun, MeTponorumn u ceptudumkaunm (npo-
Tokon o1 29 siHeaps 2016 r. Ne 84-11)

3a npuHATUE NporonocoBanu:

Kpartkoe HaumeHoBaHWe CTpaHbl Kog cTpaHsbl CoKpalLeHHOe HaUMEeHOBaHWEe HaLUMOHANBLHOTO opraHa
no MK (MCO 3166) 004—97 no MK (UCO 3166) 004—97 no cTaHpapTusauumn
ApmeHus AM MunakoHomuku Pecnybnukm Apmenns
Benapyck BY loccranpapt Pecnybnuku benapycb
KasaxctaH KZ loccranpgapt Pecny6nuku Kaszaxcrau
Knpruams KG KbiprelactaHgapT
Poccus RU Poccrangapt
TadXUKNCTaH TJ TagxukcTaHaapT

4 TMpukaszom PeagepanbHOro areHTCTBa No TEXHUYECKOMY perynupoBaHuio n meTtposiorim ot 20 nions
2016 r. Ne 872-cT mexrocyaapcTBeHHble pekomeHaauun PMIT 138—2016 BBeaeHbl B AeACTBUE B kKavyecTBe
HauWoHanbHbIX pekoMeHaaLmin Poccuiickon Pepgepauum ¢ 1 peBpana 2017 .

5 BBEAEHbI BMNEPBbIE

UHopmayusi 06 USMEHEHUSIX K HaCmOoSILLUM peKoMeHOauusM nybrukyemcs 8 exe200HOM UHghopMayu-
OHHOM yKazamerne «HauuoHanbHble cmaHlapmbi», @ MeKcm U3MEHeHUU U 1orpagoK — 8 eXeMeCSIYHOM
UHtbopMayUoHHOM yKkazamene «HayuoHanbHele cmaHdapmebi». B criydae nepecmompa (3aMeHb!) Unu omme-
Hbl Hacmosawux pekomeHdayuli coomeemcmayiolyee yeedomieHue bydem ornybruKo8aHo 8 eXeMeCA4YHOM
UHthopMayuUoHHOM ykasamene «HauuoHanbHble cmaHlapmei». Coomeemcmesyroujasi UuHgopmauus, yee-
domIieHUe U meKcmbi pa3Melaomesi makxe 8 UHGhopmMalyUuoHHOU cucmeme obLyezo osib308aHuUs — Ha ohu-
yuansHom calime @edepalibHO20 azeHMCmMea o MEexXHUYECKOMY peayuposaHuro U Memposioauu 8 cemu
UamepHem (www.gost.ru)

© CrangapTuHdopm, 2016

B Poccuiickoin ®efepaLunuv HacTosLLmMe peKoMeH4auum He MoryT BbITb MOMTHOCTbIO U YacTUYHO BOCMPO-
n3BedeHsbl, TMPaXMpPoBaHbl U pacnpocTpaHeHbl B KauecTBe oduLumansHoro usgaHus 6es paspelueHms dege-
panbHOro areHTCTBa No TEXHUYECKOMY peryiMpoBaHuio U MeTpOIorum
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BBegeHue

HacTosiwme pekomeHgaumu cogepxat TpeboBaHus 1 npoueaypbl NO aTTecTauumn pagamauuoHHO-TEXHO-
NOTNYECKON YCTaHOBKM Mo NOrfOWEeHHOW 4036 B NpoAyKLUM Npy NpoBeAeHnA npoLiecca paauauMoHHON CTepu-
NN3aLUN MEAULIMHCKUX U3AENUNA.

PaagnauvoHHas ctepunusaumnsa — 3To dpumsnyeckuin npouecc, CBA3aHHLbIN ¢ 0bnyyeHneM MeanLUMHCKUX
N34enniA NOHU3MPYIOLWNM U3NydeHueM. N3genus obnyyatoT Ha cneumannsmpoBaHHbIX paanaluoHHO-TEXHO-
NOrNYECKUX YCTAHOBKAX C NCMOSb30BaHMEM UCTOYHNKOB raMMa-usnydyeHus paguoHyknuaos 60Co nnn 137Cs.
Mpu NpaBUNLEHOM NPOBEAEHNN PaAnaLMOHHanA cTepunnsauns asnseTca 6e3onacHbIM U HaaeXXHbIM NPOMbILL-
NEHHbIM MPOLLECCOM.

Mockonbky NpoLecc paguaunoHHON CTepUnM3aLmmn sBAsSeTCs crielnanbHbM TEXHOMOrMYeCKUM NpoLec-
COM, pe3ynbTaThbl KOTOPOro HEeMb351 B MOSTHOW CTEMNEeHN MpoBepUTL MNocNeayoLLMM HepaspyLuaroLLMM UCTbITaHK-
eM MpoayKL1K, TO OH MOANEXUT BanMgaumu.

ATTecTauus pagnaLoHHO-TEXHOOMMYECKON YCTaHOBKM MO NOTNOLEHHON 403e B NPOAYKLMM NpY NpoBe-
JeHuu npoLecca pagnaloHHON cTepunusaunm MeguUNHCKUX U3aennii ABNsSeTCA O4HUM 13 3Tanos Npu Banu-
aauuu.

ATTecTauus pagnaLoHHO-TEXHOIOMMYECKON YCTaHOBKM Mo NOrNOLWEeHHOM 403e B NPOAYKLMMU NpY NpoBe-
AeHnn npouecca pagnaLoHHON CTepunnsaunm MeguUMHCKUX N3aenuini urpaeT UCKIIOUYUTENbHYIO Porb, Tak
Kak M3MepeHusi NormnoLweHHoN 403kl MPOBOAST C MaKCUMarbHO AOCTKUMBIM YPOBHEM TOYHOCTU.

HacTosiwme pekoMeHdaLuy pelwatoT 1 ycTaHaBnNMBaloT cnegytollee:

- BO3MOXHOCTb 06nyveHnss 06beKTOB B YyCTAHOBIEHHOM AManasoHe MorfoweHHbIX 403 (CTepUnnayo-
Las gosa — MakcMManbHas gonyckaemas gosa);

- ko3 dULMEH T NPONOPLMOHANbLHOCTU, 006YCNOBNMBaLOLLME CBA3b MeXay 4030 B KOHTPOMLHOM TOUKe
1 MUHWManbHOW NOrMoLWeHHOM JO301, a TakKe MeXay OO30M B KOHTPOMbHON TOUYKe 1 MakCUMarbHOM normno-
LLLeHHO 0301 B NPOAYKLMM NPU pernaMmeHTUPOBaHHbIX YCIoBUSAX 0B6nyveHuns;

- AvanasoH 4onyCTUMbIX 3HAYEH WA NOrMOLWEHHbIX 403 B KOHTPOSbHOM TOYKE NPU MPUeMoYHOM 4O3UMET-
PUYECKOM KOHTpOIE B NpoLiecce paanaunoHHOn cTepunusaumu;

- MWHUManbHOE U MakcumarbHOe BPeMs CTepunmsaLum (anMTenbHOCTb HaxoxaeHnsa o6bekTos B pabo-
Yeil 30He UMK ANUTENbHOCTL BblAEPKK 06 beKTa B Kaxaon nosunuumn obnyyeHus).
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PEKOMEHAALUWU NO MEXITOCYAAPCTBEHHOMW CTAHOAPTU3ALUMN

MocyaapcTBeHHana cucteMa o6ecneyeHus eAUHCTBa U3MEpPEeHUN

YCTAHOBKUW PAOUALIMOHHO-TEXHONOMMYECKUE C PABUOHYKNUAHBLIMU UCTOYHUKAMMU
W3NYYEHUS ONA CTEPUNU3 ALY MEQULIMHCKUX U3OENUIA

MeToauka atrecrauumn

State system for ensuring the uniformity of measurements. Radiation-technological facilities with radionuclide sources
of radiation for medical products sterilization. Certification techniques

Darta BBeaenna — 2017—02—01

1 O6nacTb NpUMeHeHun

Hactosiwme pekomMeHOauuu pacnpoCcTpaHAlTCa Ha paguauUoHHO-TEXHONOTMYeckne YCTaHOBKWU C
pagvoHYKNMAHLIMA UCTOYHUKAMU U3NyYeHUs Ans paguaLluoHHON cTepunusaum MeauunHCKUX n3genuin, noa-
nexauue attectauum no [1]uFOCT 8.651—2016 «ocygapcTBeHHas cuctema obecneyeHns equHCTBa usme-
peHuit. MeauuuHckue usnenusl. PaguaumnoHHas ctepyunusauns. Metoguka gosuMmeTpuny», U yctTaHasnusawoT
nopsiAoK NpoBedeHus, npoleaypbl, MeToAbl, CPEACTBa U3MEpPEHUn n meTodbl 06paboTku U NpeacTaBneHns
pe3ynbTaToB M3MePEeHUI Npu UX aTTecTauun.

MpPpuUuMeyaHue— NPUMEHEHNE HACTOSILUMX PEKOMEHAAUMIA OrPaHNYEHO PaaNaLUOHHO-TEXHONOMMYECKMMM
yCTAHOBKaMV A1 CTEPUITM3aUMm MEANLIMHCKMX U3Oesnii OQHOKPaTHOIO NMPUMEHEHMS], OQHAKO CogepXallumecs B HUX Tpe-
6oBaHMsi MOTYT BbITb MPUMEHEHBI U K OPYIMM paguaunoHHO-TEXHONOMMYECKMM YCTaHOBKaM, Ha KOTOPbIX 06ny4aloT nuue-
Bbl€ NMPOAYKTbI, EKapCTBEHHbIE CPEACTBA M KOMMOHEHTbI TEKaPCTBEHHOTO ChIPbS.

2 HopmaTuBHbIe CCbINKKU

B HacTosLWNX pekoMeHAaLMAX UCMONb30BaHbl HOPMaTUBHbIE CChINKU Ha creaytoLlne MeXrocyaapcTBeH-
Hble cTaHdapThl:

FOCT 8.070—2014 lNocyaapcTBeHHast cuctemMa obecnedeHnst eaMHcTBa n3MepeHuin. MocyaapcTeeH-
Hasi NoBepoYHas cxema Aansi cpeacTB U3MepeHUid NOrnoLEeHHOM 403bl U MOLLHOCTY NOTOLWEeHHOW A03bl, 3KBU-
BaneHTa 403bl MU MOLLHOCTU 3KBMBaNeHTa 403bl (POTOHHOTO U 3MIEKTPOHHOTO U3ITyYeHU

FOCT 8.651—2016 lNocyaapcTBeHHas cuctema obecnedeHus eguHCTBa MamepeHnin. MeguunHckue
nsgenvs. PaguauunoHHas ctepunusauns. Metoguka 4osnmeTpun

FOCT 17435—72 JIlnHehkn vYepTexHble. TexHu4eckne ycnoBus

MOCT ISO 11137-1—2011 Crepununsauusa MeguuuHCKMX usgennin. PagnaunoHHasa ctepunmnsauus.
YacTb 1. TpeboBaHusa K paspaboTke, Banuaauni U TekylleMy KOHTPOro npolecca cTtepunusaumm meanumH-
CKUX N3aenun

MpumeyaHwue—Ilpn NONb30BaHUN HACTOALWMMK PEKOMEHAALUMUSMU LienecoobpasHo NPoBepUTL AencTBne
CCbINOYHbIX CTAHAAPTOB B UHPOPMALMOHHON cncTeMe obLwero nonb3oBaHusi — Ha orumansHoM cante PegepanbHOro
areHTCTBa NoO TEXHUYECKOMY PErynMpoBaHuIo U METPOorim B cetn IHTepHET MKW No exerofHo n3gasaemomy nHgopma-
LUMOHHOMY yKka3aTernto « HaumoHanbHble cTaHaapTbi», KOTOPbIN ONy6rMKOBaH NO COCTOSIHUIO Ha 1 IHBapsi TEKYLLLEro roga, u
No BbIMyCKaM €XeMeCAYHOro MHAOPMaLMOHHOrO yKasaTens « HaunoHanesHble cTaHgapTbi» 3a TeKyLWwuii rod. Ecnn cebinoy-
HbIli CTAHAAPT 3aMeHEeH (M3MEHEH), TO NPV NONb30BAHUM HACTOAWMMN PEKOMEHAAUMAMM CriefyeT PyKOBOACTBOBATLCA
3aMeHsIIoWMM (M3MEHEeHHbIM) CTaHAapTOM. Ecnu ccbinoyHbl cTaHgapT oTMeHeH 6e3 3aMeHbl, TO NOMOXeHKe, B KOTOPOM
[aHa CCbINKa Ha Hero, NPUMEHSIETCA B HaCTK, He 3aTparvBaloLLen STy CCbINKy.

UspaHne ochmumnanbHoe
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3 TepMuHbIl, onpegeneHus, 0603Ha4YeHNs U COKpaLLeHUsA

3.1 B HacTosiwem cTaHgapTe MpUMeHeHbl cregylowue TepMUHbl C COOTBETCTBYIOLMMU onpeaene-
HUAIMU:

3.1.1 paguaunoHHO-TeXHoNoru4yeckas ycraHoBka; PTY: PaguaunoHHas ycTaHoBKa, NpeaHasHayeH-
Hasi AN OCyLWeCTBNEHUA TEXHOMOrMYeckoro npoecca.

3.1.2 aTrecrauun paguaLMoHHO-TEXHONMOINMYECKOW YCTaHOBKU NO NMOrmnoLleHHOU 03¢ B NpoayK-
uuu: [lokyMmeHTansHoe noaTBepaeHue NpUroqHoCTU paauaLMoHHO-TEXHONOMMYECKOA yCTaHOBKW Ans paana-
LMOHHOW CTEPUNU3aL i KOHKPETHOW MeANLIMHCKOWN NPOAYKLIMU B KOHKPETHBIX YCITOBUSIX.

3.1.3 papuauunoHHasn crepunusauusn; PC: Ctepunusauus nytem Bo3gencTBus pasnuyHeiM1M Buaamum
WOHU3UPYIOLWIUX U3NYYEHUIA.

3.1.4 cTepunusyowan o3a; D .: MuuumansHaa fosa ana AocTuxkeHus TpebyemMoro ypoBHS CTepusib-
HOCTHW.

Mpwn™meyaHne— ABnAeTca HUXKHEN rpaHULIeN Auana3oHa A0oMycKaeMblX 3HaYEHUN MOrTOLWEHHON 403bl NOHU-
3UPYIOLLErO M3NyYeHns B NPOAYKUMN, 3aBUCUT OT MUKPOOMONOrMYECKOro COCTOSIHASI MEAULIMHCKON NPOAYKLUUM 1 Tpebye-
MOW CTeNeHn CTepUbHOCTU NPOAYKLUMK, YCTaHABIMBAETCS YNOITHOMOYEHHBIMY OpraHamu Npy NocTaHoBKe NPOAYKUMK Ha
NPOW3BOACTEO.

3.1.5 makcumanbHas aonyckaeMas no3a; D, or: [103a, ykasaHHaa B TeXHU4eckux TpeboBaHusx
npoLecca B ka4ecTse HanbonbLUen NOrNOLEHHOM 03bl, KOTOPYIO MOXHO NPUMEHUTL K MEAULIMHCKON MPpoaykK-
LK1 6e3 yxyaueHns ee 6830NacHOCTH, KQY4ECTBA UM TEXHUYECKNX XapaKTepucTUK B Te4eHUe yCTaHOBIeHHOro
CpoKa roaHoCTM.

MpwnwmeyaHun e — MakcumanbHas gonyckaemas NornoweHHas 403a sIBMsIeTCA BEPXHEN rpaHuLen ananasoHa
A0NyCcKaeMblX 3Ha4eHW M NOrNoLLEHHON 403bl B NPOAYKLMK, 3aBUCUT OT PaaMaLMOHHON CTOMKOCTU NPUMEHSIEMbIX MaTepna-
NOB 1 TpeGoBaHWi HOPMaTMBHLIX AOKYMEHTOB K (PYHKUMOHANbHLIM M SKCMNyaTaLMOHHLIM XapakTePUCTMKaM u3genun,
yCTaHaBMMBAETCS YNONIHOMOYEHHbLIMM OpraHamu Npu NOCTaHOBKE NPOAYKLMM Ha NPOU3BOACTBO.

3.1.6 yknagka uspenui: NpocTpaHCTBEHHOE pacnofioXeHue eAUHUYHBIX MeQULMHCKUX U3Oenuin B
obnyvyaemom obbekTe. Yknagka M3genvin pernaMmeHTMpyeTcs COOTBETCTBYIOLUMM AOKYMEHTOM U AOMMKHA
cobntoaaTbesa Npy paanaLnoHHO cTepunMsaLmu.

3.1.7 o6nyuyaemMblil 06BEKT B NpoLiecce paanaLUuoOHHOMN cTepunusauumn (06vekT): Ctepunuayemole
MeauLMHCK1e N3genna B ynakoBke (TpaHcnopTHas, noTpebutensckas unu uHansuayanbHas Tapa), nepeme-
Lwaemble B 30He obnyyeHns nHAnBMAYyanbHoO UM B Buae cbopku (6nok npoaykunn), Kak eanHoe uernoe npu
paanaLoHHON CTepunmMsaLnn.

3.1.8 KoHTponbHas Touka: HebonbLuas obnacTb (yyactok) o6bekTa pagnauuoHHOro KOHTPONs (MecTo
pPacnonoXeHus NePBUYHOMO UCTOYHMUKA MHAPOPMAaLLMM O KOHTPONMPYEMOM NapaMeTpe o6bekTa), HazHaueHHas
AN U3MepeHU B HE KOHTPONUPYEMbIX paguaLMOHHbIX NapaMeTpoB (ycTaHaBNMBaKT NpU aTTecTaumm paau-
ALWOHHO-TEXHOOTMYECKO M YCTAHOBKIN MO NOTMOLIEHHOW A403€ B NPOAYKLMM).

3.1.9 npMeMoOYHbLIA A03MMETPUYECKUA KOHTPONb B mpouecce paguauMoHHOW cTepunusauuu
MeAULMHCKUX U3aenuin: KoHTponb COOTBETCTBMUS MOMOLLEHHBIX 403 B NMpoAyKuun TpeboBaHUsaM HopMaTUB-
HbIX JOKYMEHTOB.

3.2 B HacTosALWMX pekoMeHAaUuMsIX MPUMEHeHbI crneayioLue CoKpalLeHUs:

NN — NCTOYHUK MOHU3UPYIOLLIETO U3ITYYEHWS;

MO — nornoweHHasn no3a;

Ml — MoLlHOCTb NOrNOLWEeHHOW A03bI;

MCO — mexrocyaapcTBeHHbIA cTaHAapTHLIA obpasel;

HL — HOpMaTUBHbLIN JOKYMEHT;

TY — TexHu4eckue ycroBusl.

4 OCHOBHbIe NOJIOXKEHUA

4.1 OcHoBHbIM NapameTpom PC, koTophbIin 0becneunBaeT cTepunbHOCTL NpoAaykuuK, siensetcs MM B
CTepUNM3yemoin NpoayKLMN.

Mpumeuyanune—T[ B npoaykuum onpegensioT ¢ nomoubio MCO, oTrpagynpoBaHHbIX (aTTECTOBaHHbIX) NO
NOrNoLWeHHON 03¢ B BOAE.

4.2 Attectauuo PTY no nornoweHHon fose B 0bnyvyaembix 06 bekTrax npoBoAUT opraHunsauus, obecne-
yuBawoLlwas npocnexusaemoctb namepenuin NA NN k atanoHam eanHULbLI MOLLHOCTU MOMMOLEHHOW A03bl

2
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VNOHN3MPYIOLLIEro U3MyYeHUss B cTaH4apTHbIX maTepuanax, TeM caMmblM obecneunsas npocnexvsBaemMocTb
BeNMNUUH D U Dy oy Xa@paKTepusytoLLix 6e30nacHoCTb MeAULIMHCKUX U3aenuiA.

4.3 PTY nopggepratoT NepBUYHON, Nepuoamnyeckor U BHeoYepedHON aTtTecTaumnm AN Kaxaoro suaa
MeANLMHCKAX N3AeNniA.

4.3.1 MepBuyHyto atTectaumto PTY no nornoweHHon 4ose 415 KOHKPETHOTo Buaa MeAULMHCKNX naae-
nniA NPoBOAAT nocre oTPaboTKN TEXHOMOMMU CTePUnN3aLMn 3TON NPoAYyKLMU Nepes NpoBeAeHNEM NPOMbILL-
NEeHHON cTepuUnn3aLmu.

4.3.2 TMepuoaunyeckyto atTecTaLmio NPoBOASAT NO OKOHYAHUM CPOKa AeACTBUS cB1AeTeNbCTBa Npeablay-
Wen aTTecTaunn. Nepruogu4HocTb NpoeedeHus attectaumm PTY — oguH roa.

4.3.3 BHeouepeqHyto aTTecTaLM IO NPOBOAAT:

- nocne pemoHTta PTY, npusedLliero K USMEHeH o TPaHCMOPTHOM CUCTEMBI U CUCTEMbI €€ KOHTPOnS,
nonoxeHns obnyyaemoro o6bekTa 0THOCUTENbHO 06nyyaTens;

- U3MeHeHus cxemebl 3apsgku obyyatenst UcTouHMKamm M, nsMeHeHnst akTUBHOCTU UCTOYHUKOB NGO
n3mMeHeHns pasMepoB 1 hopmbl obnyvaTtens;

- U3MeHeHUs cxeMbl 06nyYeHns, B1uaa ynakoBKu UK cnocoba yknagku U3aenuii B TpaHCNopTHYIO Tapy.

4.4 TMpuartrectaunn PTY no MM B npoayKUMK ycTaHasnN1saoT:

- BO3BMOXHOCTb 061y4eHs 06beKToB B ycTaHoBNeHHoM ananasoHe MA: oT D, 40 Dy,ac o1l

- ko3 PULNEHTBI MPOMOPLMOHANBHOCTU Ky 1 Kyyake: ©OYCNIOBIMBAIOLLME CBA3L MY AO30M B KOHT-
PONbHON TOUKE U MUHUMAaSBHON NOrNOLLEHHOM 4030, a Takke Mexay O030M B KOHTPOMBbHON TOUKE U MaKCU-
MarbHO MOrMOLLEHHON 4030/ B MPOAYKLMW NPU perfaMmeHTUPOBaHHbIX YCOBMSAX 06nydeHuns;

- MUHUMAanbHOE, fop ..., I MAKCUMATbHOE, for 1awe BPEMS CTEPUNU3ALIA (ANIUTENBHOCTL HAXOoXAeHUA
06beKToB B paboyei 30He UK ANUTENbHOCTL BhIAEPKKM 0O BEKTa B KaX40M NO3NL MK o6nydeHns).

4.5 OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE NpeacTaBreHue nnposeaeHne atrectauun PTY no MO e npo-
AYKUMW BO3naraeTcsi Ha opraHvaaLnio, OCyLLeCTBAAIOLYIO BbINYCK MEAWULMHCKUX U3aenuid, CTepUnmMayembix
pagnaLoHHBIM CNOcoboMm.

5 YcnoBusi npoBeaeHUsi U3MepPeHUii Mpy aTTecTaumm

anI npoeegeHnn nsmepeH WA BOMKHBI BbITh cCOBNtoAeHbI ycnosua, Npu KOTOPbIX obecneynBaeTca pa60-
TOCNOCOBHOCTb NpUMEHseMbIX 418 aTTecTaunm cpeacTB U3MEPEHUA.

6 CpeacTBaartrecTauumn

Mpn nposBedeHuM aTTecTauuu NPUMEHSIIOT creaylolme cpefcTBa M3MEpPeHUn U BCnoMorartenibHoe
obGopyaoBaHue:

a) aTanoH eguHULbI MOLLHOCTU NOMMOLLEHHON A03bl POTOHHOIO MOHU3MPYIOLLETro U3NYYEeHNUA B CTaHAap-
THeIX MaTepnanax (FOCT 8.070);

6) MexrocyAaapcTBeHHbIN CTaHAAPTHLIN 06paseL, NornoLeHHO 103bl (POTOHHOTO U 3NEKTPOHHOO U3NY-
YeHul (cononumep ¢ peHasnHoBbIM kpacutenem) CO MNA(P)3 — 5/50 c norpelHOCTLIO aTTecTauun He bonee
+3 %, npu P = 0,95; Ne 1757:2012 B PeecTtpe MCO;

B) MeXrocyaapcTBeHHbIN CTaHAapTHLIN 0bpasel, MornoLeHHoN 403bl (GOTOHHOrO U 3N1EeKTPOHHOTO U3Ny-
YeHnn (cononumep ¢ peHasnHobIM kpacutenem) CO MA(P)P — 5/50 ¢ norpeliHoCTbiO aTTecTauumn He 6onee
+7 %, npu P = 0,95; Ne 1735:2011 B PeecTtpe MCO;

r) cnektpodoTomeTp ANA nsmepeHnin koadbduumeHTa nponyckanusi, T, UM onTUYECKOU NNOTHOCTY, A,
MCO NA s suanmoii n yneTpaduonetoson obnactu cnektpa (A(7)<0,3 %, P = 0,95) (Specord M40 v ap.);

) cKaHupyloLlee yCTPOUCTBO K CNekTpocoTOMEeTpyY AN MU3MepPEeHMWIn ONTUYECKON NNOTHOCTU BAOb NPO-
TAXKeHHbIX MCO;

e) npucnoco6neHua ans kpenneHUsa u pasmeLLeHusl 4eTeKTOPOoB;

X) cekyHaomep;

3) nuHenkano FOCT 17435.

7 Tpeb6oBaHUA K TeXHUKe 6e30nacHOCTU

Mpu nposeaeHnn nsmepeHuin Ha PTY Heobxoaumo cobniogats npasuna 6esonacHoro BeaeHUsa paboT n
AeNCTBYIOWME B OPraHn3aLumn UHCTPYKLWK.
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8 Tpeb6oBaHuA K KBanudurkaumm ucnonHnTenemn

K npoBeaeHnio uaMepeHuii 4onyckaroT N, NOMyYnBLLIMX COOTBETCTBYIOLLYIO MeTOAUYECKYIo MOAroTOB-
KY, UMeIoLLMX MpaKTU4eCKUA onbIT paboTbl B 0651aCTU U3MEePEHNIA MHTEHCUBHBIX MOTOKOB MOHU3UPYIOLLIMX U3NY-
YEHWN 1 N3YHMBLLUKX HACTOSILLME PEKOMEHAALIUM U SKCNNyaTaLUOHHYI0 IOKyMeHTauuo Ha PTY.

9 Onepauuu atTectTayum

Mpu nposeaeHuun attectauumn PTY no N[ B npoaykunn BLINOIHAIOT onepaunn, ykasaHHble B Tabnuvue 1.

Tabnwuua 1
06a3aTensHOCTL NPoBEAEHUSA onepauui
HaumeHoBaHue onepauumn Ne nynkra PMI NPy NepBuMuHOiL T m—
artrecTauum arrecrauuu

Mpoeepka HO 10.1 aa aa
BHewHwuii ocmoTtp PTY 10.2 na na
AHanua 10.3 na na
Onpegenenwue M npy nomowm MCO 104 na na
MpoBeaeHve namepenui MO 8 npogykunm 10.5 na na
OnpegeneHne pernameHTUPOBaHHbIX YCMOBWUM MnpoBefe- 10.6 na HeT
Hus Npouecca PC

10 lMpoBeaeHue aTTecTaunmn

10.1 MpoeepkaHAO

PTY npeacraenstoT Ha atTectauuio ¢ HI, B KOMNNeKT KOTOPOK, B 3aBMcMMOCT oT Tuna PTY n Buaa
paboT, BXOANAT:

- TY (npoekT TY) nnv apyroi AOKYMeHT Ha NpoayKLMio, B KOTOPLIX yKasaHbl HOpMbI npoLiecca PC: MHULn-
ansHas KoHTaMUHaLUA U3aennin, yposeHb obecnedeHns cTepunbHocTn, Do M D, e or

- NPOTOKON U3MepeHuin, NPoBOAUMBIX Npu oTpaboTke npouecca PC KOHKpeTHOro BMAa U3Aenuii npu
NOCTaHOBKe M3AeNWs Ha NPOU3BOACTBO;

- CBWOeTeNnbCTBO O Npe/LlecTBylolen atTectauum PTY (B criydae neprognyeckon atrectauum);

10.2 BHelwHuit ocMotp PTY

10.2.1 Mpu BHelHeM ocmoTpe PTY npoBepsatoT HanMume cpeacTs KOHTPOMSA pexunumos paboTel PTY, B
COCTaB KOTOPbIX BXOAAT:

- CUCTEeMbl KOHTPONNSA 3a NonoxeHweM obry4yaTens (XpaHeHWe — npomexyToduHoe — paboyee);

- CUCTeMbl KOHTPOMA NOMOXEHUs1 CTEPUNU3YEMO MPOAYKUNM OTHOCUTENbHO 0bnyyaTens (4ns yctaHo-
BOK B KOHBEePHOW crcTeme nepemeLleHns NpoayKLUmm);

- CUCTeMbl KOHTPONSA ANUTENbLHOCTU 0BNYyYEeHUS;

- CUCTeMBbl UAeHTUUKaLUK NpoayKLnK;

- CUCTEeMbl HempepbIBHOW 3anucu NonoXKeHns obnydYaTtenst U ANUTenbHOCTU 0BnyveHus.

10.2.1.1 Cuctema KOHTPONSA MosnoxeHnss obryyaTtenst curHanManpyeT Ha nynobTe ynpaeneHus PTY o
HaxoxaeHun obnyyaTens B paboyeM NonoKeHUM Unm nonoxKeHnU xpaHeHus. MonoxeHne UCTOYHUKOB OTMeYa-
eTcs Ha AnarpaMMHOI fieHTe camonuiuyLero npubopa B BUAE HeNpepbIBHOM NIMHNM UMW 3aHOCUTCA B NaMATb
KOMIMbloTepa Npu criegyoLmx NooxeHnsax obnyyaTens:

- BOMOXEHUN XpaHEHUS;

- BMPOMEXYTOYHOM MONOXEHUM;

- BpaboyeM NonoxeHUn.

10.2.1.2 Cucrtema KOHTPONs NOMOXEHUs Kaxaoro obiay4yaemoro obbekTa oTHOCUTENBHO OBnyyaTens
CUrHanusnpyert Ha nynbTe ynpasneHusa PTY nonoxeHue kaxxaoro obbekra.

4
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10.3 AHanus

Ha ocHoBe gaHHbIX, nony4veHHbIX No 10.1 1 10.2, onpepensioT HeobxoanMbIi 06beM paboT ans nccneno-
BaHuA PTY, konuyectso nccnegyemolx 06bekToB, konudectso MCO, cocTaensaioT cxemy pacnonoxeHuss MCO
B o6bekTe.

10.4 Onpepenenue MNA npu nomowm MCO (CO NA(P)3 — 5/50)

10.4.1 TpaHcnopTuposaHue MCO Ha aTTecTyemyto PTY 1 06paTHo, a Takke XpaHeHWe OCyLLECTBIISIOT
cornacHo HA Ha Hux.

10.4.2 B geHb npoBeAeHua attectauum PTY ogHoBpeMeHHO npoBoaaT obnyyeHne MCO Ha aTtTecTye-
MOW yCTaHOBKE U Ha BTOPUYHOM 3TarioHe, ucnonb3ys npu atom MCO ogHol napTum.

O6ny4eHne Ha aTanoHe NpoBoAAT B 3 Toukax paboyero guanasoHa 3HadveHun MM no 5 MCO B kaxpgown
TOuKe.

10.4.3 lNepBoe nameperHne MCO, obrydeHHbIX Ha aTanoHe, NpoBOASAT B MHTepBarne oT 21 oo 27 yacoB
nocne o6ny4yeHus U NOBTOPHO B 0auH AieHb ¢ MCO, o6ny4yeHHbIMU Npu atTectauumn PTY Ha oaHOM U TOM Xe
cnekTpodpoTomeTpe. MNonyyeHHble pesynbTaTbl CpaBHUBAOT Mexay coboi. [1na aToro paccunTbIBaOT cpea-
Hee 3HayeHue ONTUYECKOM NNOTHOCTY AN KaXKAOW 403kl M onpeaensioT nonpaeky Ha «MocT-adpdexkr» MCO no
dopmyne 1.

MpunmeyaHune—CornacHo nacnopty Ha CO T(P)O — 5/50 namepenune N[ Heo6xoaumo npoeoaguTb B
uHTepBane ot 21 oo 27 4Yacoe nocre obny4YeHus.

no =224 400 (1)
4

rae N3 — nonpaska Ha «IMocT-adexT»;
A, . 24— ONTAYECKAs NMIIOTHOCTb, U3MePEHHas CrycTsa m AHen nocne obnyveHus;

Aoy — ONTHHECKas NMOTHOCTb, U3MepeHHas crycTa 21—27 yacos nocne obryveHust.
Monpaeky Ha «[MocT-adbdpekT» yuntbiBaoT Npu usmepenun NA npyn atrectaumm, ecnu oHa 21 %.

10.5 lNpoBepeHue usmepenui N s npoaykuumn

10.5.1 NamepeHwne N NpoBoAsT ANA KOHKPETHOro BUAa MeAMLMHCKOM NpoayKuun.

10.5.2 Onpepenexue Dy, Dyayer D 1 COOTHOLUEHUSI MEXAY HAMM A9 KOHKPETHBLIX BUAOB NPOAYK-
Lun.

PacnpeaeneHne N[ B 06ny4yaemMomM ob6bekTe (AWMKe ¢ NPoAYKUMENA) 3aBUCUT Kak OT NapameTpoB ycTa-
HOBKW (cXeMbl 061y4eHUs, pacnpeeneHna UICTOYHUKOB B obrnyyaTerne 1 T. A1.), Tak ¥ OT BUAa NpoaykLum, cno-
coba yknaaku ee B fiLLIMKe, OpUEeHTaLMU ALLKKa NO OTHOLLEHUIO K 0BnyYaTento, No3ToOMy aTTecTauuio NpoBoaAT
ANA Kaxaoro suaa Nnpoaykuuu, ana seibpaHHoro cnocoba ykiaaku Npoaykumm B siLuke 1 cnoco6a o6nyyveHus
npoAayKuMn, Npu perfnameHTUpoOBaHHbIX U KOHTPONUPYEMbIX YCIOBUSX 0611ydeHus.

OnpegeneHne MUHUMANbLHOTO U MakcumarnbHOrO 3HaveHuin N[l NpoBoAAT B TPaHCMOPTHOW Tape He
MeHee Yem B 3 6110kax ¢ npoaykumei. 4na usMepeHuii UCnonb3ayloT NPOTSPKEHHbIE U OAUHOYHBIE NNEHOYHbIe
MCO CO NA(®)3 — 5/50.

MCO yknagpbiBatoT BHYTpy 610ka ¢ npoAyKUMeit Ha NOBEPXHOCTAX IPYNMOBLIX YNAaKOBOK U BHYTPU HUAX paB-
HOMepHO No o6bemy 6noka ¢ Npoaykuuen, a Takke B KOHTPOMNbHON Touke. Hanpumep, ona ABYXCTOPOHHEro
obnyyeHua MCO pacnonaratoT He MeHee YeM B 3 nnockocTsix: Z=0,Z =1/4L,Z = 1/2L,rae L — rny6uHa 6no-
Ka ¢ npoaykunen; anNa ogHOCTOpoHHero — B 5 nnockoctax: Z=0,Z=1/4L,Z=1/2L,Z=3/4 L, Z = L, paBHO-
MepHO B Kaxxaow nnockoctu no 20—30 wTyk. Ecny nonoxeHue 30H ¢ MUHUMAaNbHBIMU U MaKCUMaIbHbIMU
3HavyeHnamun M nssectHo, To ocHoBHoe KonuvecTso MCO pacnonaratoT B HUX. KOHTPOMbHYHO TOUKY BeIbUpatoT
B onpeaeneHHOM MecTe Ha MoBepXHOCTU obryyaemoro obbekTa Mo pesynbTaTam npeasapuTenbHbIX
nucecneaosaHni.

Mo pesynbTatam npeasaputenbHbIX UccneaoBaHuii PTY yctaHaBnuBaloT pexxum paboTbl TpaHCNopTHO-
ro ycTponcTea, obecneumsatollmin obnyveHue 6noka ¢ npoaykuMei B 3agaHHOM aManasoHe o3, U NpoBoasAT
obnyyeHue 6noka ¢ npoaykuuen. Mpun 3ToM ocyLecTBNASIOT HENPepbIBHbIA KOHTPOMb PEXUMOB paboThl ycTa-
HOBKM (NonoxeHue obnyvatens, nepectaHoBKa GrOKOB ¢ NpoAyKUMei, BpeMsA BbiAEPKKN B KaXKA0M Nosuumum
06ny4eHua 6roKoB ¢ NPoAYKLMEN CKOPOCTU KOHBeepa).

Ana kaxporo 6noka ¢ npoAyKLUMen onpeaensoT MuHUMansHoe D, ., i, MakcumaneHoe D, ., f 3HaYeHus
M 8 npoaykumy, a Takke 3HaveHme Ml B KOHTPONbHOW Touke Dy, 1., i. PaccunTbiBaloT cpeaHue apucbmeTnyec-
kue 3HaueHns Dy, Dyagc W Dyoyrp VI AAIOT OLIEHKN CPeIHNX KBAAPaTUMECKUX OTKITOHEHNA SD SD
SD

KOHTp

MUH’ Make?

KOHTP*
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n 2

©)

rae N — KONM4ecTBO U3MEPEHUIA.
[loBepuTenbHble rpaHyLbl CryYaiHoN NOrpelHOCTN U3MepeHnin § ykasaHHbIX 403 paccuUTbLIBAOT Mo
dopmyne
t.
8="2-100 %, )
rae t — koachbuumeHT CTblogeHTa Ans AoBepuTenbHoN BeposiTHocT 0,95 1 uucna usmepeHun n.
Ecnu n = 3, To B KauecTBe A0OBEpUTENbHON CIyYaWHON NOrpeLuHOCT MOXHO MPUHUMaTh pa3Max 3Hade-

HUAR.

quenenﬂm koapuumneHT nPONopLMOHanbHOCTH Kiaun» 06yCRoBNnBalowmin ceasb Mexay MNp B KoHT-

POMNBHON TOUKE Dy iy, M MUHUMANBHO Dy,,,,, M B NpOAYKLAM, U NOTPELIHOCTL €70 OnpeAeneHns &y -
K = DMVIH (5)

MWH 5 ?
KOHTP
= [s2 2 2 6

S, \/SDWH P 2Bhyoo B (6)

roe §,., — OTHocUTeNbHas cnyvaiiHas norpelHocTs MCO CO NA(®)3 — 5/50, npumeHaemoro npun atTecTa-
Lmn.
OnpepensioT KoahUUMEHT NponopunoHansHocTU K, .. 0Bycrosnusatowwnin cesasb mexay M B koH-

TPOMbLHOM TOUKE Dypirp M MAKCUMANBHOM Dy M B NPOAYKLMM, 1 NOTPELIHOCTL €ro onpeaenerns oy . -

K = Qmakc (7)

MaKe Dkom'p,
- [:2 2 2 8
8Kmao«; - \/6Dmakc + 28MCO + 6DKOHTp ’ ( )

HaxoasT koaddpuumneHT HepasHoMepHOCTU pacnpeaenerus N no 06bemy TpaHCNopTHOM Tapbl C NPo-
AyKumen R n norpelHocTb ero onpeaeneHns og.

R= 5_Maxc, 9

Dy
— 2 2 2 10
3= \/SDMaKC + 26MCO + SDMMH . (10)

10.6 OnpeaeneHue pernaMeHTUpOBaHHbLIX YCNOBUMA NpoBeaeHUA npouecca PC KOHKpeTHbIX
BUAOB NpoAYyKLUUU

O6bem uamepenuin N B npoaykunm npy ee PC gomkeH obecneunBaTth BbinonHeHne Tpebosanuit HO Ha
npouecc PC. Pexum paboTbl yCTaHOBKW yCTaHaBNMBaloT Takum 06pa3om, YToBbl HA 0QHO U3 U3AENUIA, YIIOXEH-
HbIX B TPAHCTIOPTHYIO Tapy, He NOMy4Yuno Ao3y MeHblle CTepunusyowen 4osbl D, 1 6onblue MakcuMansHoMi
Aonyckaemoi no3sbl Dy, . ANA AaHHOT0 BuAa NPoAyKL MM (3HaYeHUA KOTOPbIX ykasaHbl B TY (npoekte TY) unu
OpYyroMm AOKyMeHTe Ha NpoAyKumio u koTopble obecneuvsaloT 6e3onacHoe NpUMeHeHue 3TUX MeaULMHCKUX
nsgenui).

B npouecce PC Tekywuin AO3UMETPUYECKUIA KOHTPOMb oOcywecTBnsAloT ¢ nomouwpio MCO CO
NA(P)P—5/50 c norpelHOCTLIO ESnp = (10—12) %, noMelLaeMbIX B KOHTPOMbHYIO TOUKY. [1rst HAXOXAEeHUs 3Ha-
yeHui Dy, 1 Dy, - UICNONb3YIOT 3HaYeHUs1 HanaeHHbIX koadduumeHTtos KD,V KD, .-

OnpeaensioT HUKHIOK rpaHuLy AnanasoHa sHaveHUi NornoweHHeIX 103 D, (B ycnosusx pa6oTel PTY
npuv nposeaeHun PC)

6



PMI 138—2016

KOHTP
1 6[)MI/IH (1 1 )

MaH " T 100

D,=D

H

3

roe 850””’— oTHocuTenbHas, B %, NMorpelHocTb onpedeneHnst MuHumansHoi MO B ofbekTe ¢ y4eTom
MWUH

norpeLUHOCTY paGodero AeTekTopa, UCMOob3yeMoro Npu NPMeEMOYHOM AO3UMETPUYECKOM KOHT-
pone B npouecce PC:

OHTP = [52 . D 2 12
B JSKWH”“OO SDyury Drcorp )2 +0 (12)

ap

1 cpaBHMBaIOT ee 3HaueHue ¢ D, ANd AaHHOro Buaa npoayKLuu.
OnpeaensiioT BEPXHIO rpaHnLy AvanasoHa 3HaveHu nornoLeHHbIX o3 Dy (B ycrosuax pabotel PTY
npu nposegeHuun PC)
SKOHTp (1 3)

Dy = Dyyagc + | 1+ -2 |
B Makc 100

roe 5,")°“Tp — oTHocuTenbHas, B %, NorpellHocTs onpedeneHns MakcumarnbHol M B8 obbekte ¢ yyeTom
Makc

norpeLHoCcTU paboYero AeTekTopa, UCNonb3yemMoro npu nNpUeMoHHOM 403MMETPUYECKOM KOHT-
pone B npouecce PC:

KOHTP _
5 \/ 2 +4(100-Sp

DMaKC

D 14
KOHTp/DKOHTp) + 6qp ’ ( )
Y CpaBHMBAIOT ee 3Ha4eHue ¢ D, o AN AaHHOTO BUAa NPoayKLuu.

Onsa ocywecTeneHus npouecca PC ycTaHaBnuBatoT pexum paboTel PTY, Npy KOTOPOM BEINOSHAOTCA

ycrnoBus

D¢, <D, (15)
Dyaic or 2 Ds; (16)
D b, 17
ﬁ Dkom'p, a< DKOHTp, p s %CT DKOHTp, a ( )
H B

re UHAEKCHI «a» U «p» 03HaYaloT pexumel paboTel PTY npu nposeseHnn ee attectauun u npu PC cooTtseT-
CTBEHHO.

B kauecTBe pabovero pexuma PC, pernameHTMpyemoro saTteM B CBUAETENbCTBE, yCTaHaBrMBaloT
HUDKHIOW, for g Y1 BEPXHIOW, tor paker TPAHULIBI UHTEPBArIA 3HAUYEHWU BpeMeHU o06nyYeHUs (AnUTenbHOCTb
BbIJEPXKKN 06bEKTa B KaX/A0M MO31LMM 06NyyeHNs)

¢ Zlra-Der (18)
CT MUH ’
Ko -Dy

¢ _ lor a Duaxcer (19)

CT Makc — D. ’
B

rae ty; o — ANUTENBbHOCTL HaXoKAeHWUA NpoAyKLMK B paboueiri 3oHe PTY npunposeaeHW aTTecTaumm unv spe-
M$ BblAEPXKKN B KXKA0W NO3NLIMMK;
Kp — k03 ULIMEHT, yUNTEIBAIOLWNIA CHXKEHWE MOLLHOCTU o6nyvaTens PTY B cBA3M ¢ pacnaioM paauo-
HYKIM0B B epuo/] Mexay KOppekTUpoBkamm ¢,
Ty (20)
Kp =exp| -0693- -
15

rae T, — UHTepBan BpeMeHu, Yepe3s KOTOPbIA NPOBOASAT KOPPEKTUPOBKY [UTUTENbHOCTU BbIAEPIKKV IPOAYKUNM
t.,Bpabouei soHe PTY B cBA3U C pacnagoM paanoHyKITMAOB UCTOYHUKOB, CYT (AnsA ycTaHoBok c MU
60Co — 30 cyT, ana yctaHosok ¢ MU 137Cs — 183 cyT),
T,,;. — nepuoa nonypacnaga UAN, cyT.
[nsa ycTaHoBNeHHOro pexxumMa paboThl yCTaHOBKM onpedensiioT AuanasoH 4onyCTUMBIX 3HavyeHuin MM B
KOHTPOMNbHOWN TOUKE, KOTOPLIN YKa3biBaloT B CBUAETENLCTBE!
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roe

5KOH'rp (1- S,ELKP“OO) < DKomp, i SEl(ourp“ + S,EIKP/1 00), (21)

= [s2 2 22
e /SDKOHTp+8ﬂP' (22)

HaxoxaeHue nokasaHuidi CO MA(®)P — 5/50 B ykasaHHOM AuanasoHe N[ AsBAAETCA KpUTeprem Hop-
ManbHou paboTtbl PTY.

11 OchopmneHmne pe3ynbTaToB aTTecTaumm

11.1 PesynbTaThl atTectauum opopmnsioT NPOTOKOMNOM, B KOTOPOM YKa3biBaloT:

HauMeHoBaHWe, TUN N HoMep atTecTyemon PTY;

HaumeHoBaHWe opraHu3aunn, NpeacTaBUBLLIEN YCTAHOBKY K aTTecTauuu;

HaumeHosaHune UMW aTttectyemon PTY;

HaumeHoBaHue 1 Tun MCO, ncnonbsyemoro ans atrectauuu,

onucaHne NPoayKU1n, CXxemMbl yknagaku n obnyveHus npoaykumm;

cxembl pacnonoxeHua MCO B 6noke o6nyyaemoi npoayKunu;

AaHHble 06paboTKM pe3ynbTaToB U3MEPEHUIA;

MUHUMAaTBbHYIO N MakCUManbHyo ANMTeNbHOCTU HaxoXaeHnsa 06 bekToB B paboyeit 3oHe PTY (MHTep-

Ban AonyckaemblixX 3HaYeHU ANUTENbLHOCTU 06nyqu|/|;| KOHKpEeTHOro suaa I'IpOLl,yKLIMM);

JAaTy NnpoBefieHUs U3MepeHui.

Mpu nonoxuntenbHeIX pesynbTaTax atTecTauui Ha OCHOBaHUM NPOTOKOSIA OpraHusaums, NPoBoAUBLLIAsA
aTTecTaumio, BblgaeT cBUAETENbLCTBO, hopMa KOTOPOro npueseaeHa B NpuiioXkeHuu A.

Cpok geficTBusi cBuaeTenbCcTBa — He bornee 1roaa.

Konuio cenaeTenbCcTBa XpaHAT B OpraHuMsaunm, nposoauswlen atrectauuo PTY.

Mpu oTpuuaTenbHbIX pesynbTartax arrectauuy BblaoT NPOTOKON N3MepPEeHUIA 1 pekoMeHaaLnm No n3me-
HEeHWto ycnoBui obnydeHus (cnocoba yknaaku NpoayKumm, cxembl 061yHeHns, UCNonNb3oBaHUA CpeacTB KOHT-

ponsi napameTpoB npoLiecca u1 ap.).
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MpunoxeHwne A
(cnpaBo4Hoe)

dopma cBUOETENLCTBA

dopMa nuLLEeBOMA CTOPOHbLI CBUAETENLCTBA

HaVMeHOBaHWE U PEKBU3NTbI OpraHu3auum (Npeanpustus), npoeoauBLLel attectauuio PTY

CBUOETENbLCTBO
o6 aTTecTaumm paagnaLuMoOHHO-TEXHONOrMYeCKON YCTAHOBKN
Nno NOrnoLwWeHHOoN 4o3e B NpoAayKLuuu

Ne

HOMEPp perucTpauun
HencreutenvHo oo 20_r.

PaanaumnoHHo-TexHoOnorn4yeckas yCTaHOBKa

HaumMmeHoBaHune, Homep
yKOMNNeKToBaHHaA NCTOYHUKaMWN N3ny4eHna

npuHagnexauwas

HauMeHoBaHUe NpeanpuaTua UNU opraHusatnu
no pe3ynbTartam MeTPONOrM4eCckUX NCCneaoBaHnm (IIpomokKkonom « ___ » 2. Ne ), Npu3HaHa
NPUrogHoON ANs paamaumMoHHO CTepunn3aumm npyu cobniogeHnn pernameHTMPOBaHHLIX YCNoBui 06nyqeHnsn cneayowmx
MEANLNHCKUX N34enuim:

HaumeHoBaHue, Tun, FOCT (TY unu gp. fOKyMeHT) uapenus
npovseoacTBa

HaMmeHoBaHWe NpeanpuATUs (opraHu3auum), U3roTasNUBAIoLLEro U3genua
AttectaumsPTY npoBegeHa no nornoweHHon go3e B npogykuum no PMI™ 138—2016 «["ocyaapcteeHHas cuctema obecne-
YEHWA eANHCTBA M3MEPEHUI. Y CTAHOBKM PaanaLMOHHO-TEXHONOIMYECKNE C PAAUOHYKITUAHBIMUA UCTOYHMKAMUN U3NYYEeHUA
ANsA cTepyunusaumm meanumHckux nagenui. Metoguka atrectraumm» B cootBetctBum ¢ [OCT 8.651—2016 «locyaap-
CTBEHHasi cuctema obecneveHus eanHCTBa naMmepeHuin. MeamumHckue nsgenus. PagnauuoHHasi ctepunusaums. Metoam-
ka gosnmeTtpum» n FOCT ISO 11137-1—2011 «Crepnnuaaums meguunHCKuX nagenui. PagnaumoHHas crepunuaauusi.
YacTtb 1. TpeboBaHus k paspaboTke, Banmaauuy v TEKYLLLEMY KOHTPOINIO NPoUecca CTepUM3aLim MeanLMHCKUX N3aenumny»
C NOMOLLbIO FOCYAapCTBEHHOIO cTaHAapTHOro obpasua nornoweHHON go3bl POTOHHOTO U ANIEKTPOHHOTO MOHU3UPYIOLLLETO
nany4eHusi (cononumep ¢ eHaanHoBbIM kpacmutenem) CO MO($P)3—5/50, atTecToBAaHHOIO B €4MHULIAX NOMTOLWEHHON
[03bl B BoAe ¢ norpelHocTblo atTectaumm 3 % (P = 0,95).
BblgaHo BnepBbie (MK B3ameH: )
nokymeHT Ne

Hata « » 20 T.

PykoeoagmTene npegnpuaTns (opraHusaumm), noanuch
NPOBOAMBLLErO aTTecTaumto VMHUUMansl, amunms
M

OTBETCTBEHHbIV UCNONHUTENb nognuce

WHMLMans!l, haMmunus



PMIC 138—2016
®opMa 06GopOTHOIN CTOPOHBLI CBUAETENLCTBA

HopmMaTwBHbIle TPeBGOBaHMSA:

- 3Ha4YeHue CTepuUnnayoLWwen NornoWweHHOW o3bl ( )
HanMeHOoBaHue OOKYMeHTa
Der = KIp,
- 3Ha4YeHne MakcumMaribHO JOMYCTUMON NOrNOWEHHOW A03bl ( )
HauMeHOBaHWe OOKYMeHTa
Dyakcer = KI'p.

PernameHTnpyemble ycnoBusa obnyvyeunmns:
- CTepunn3yemble N3genus
- yKnagkau ynakoekausaenvi

Tabnwuuya 1— KonuuecTBo usgenuii B silyke, Mmacca 6pyTTo u rabapuTel ALWMKa

Mpoaykums
Konn4ecTtBo nagenui B siLLKKe, LWT.

Macca 6pyTTo silmka, Kr

abapuTbl siwmka, Mm

- cxema obnyveHus
- KOHTPOMbHasi TOYKa
- MHTEepBan BpemMeHwu, Nocrne KOTOPOro NPOBOAAT KOPPEKLMIO ANNTENbHOCTY 06NyYeHusi npogykumm (nonpaeka Ha

pacnag pagnoHyKIMA0B UCTOYHUKOB):

T=

- VHTEepBarnbl AOMyCKaeMblX 3Ha4YeHUW ANUTENbHOCTM OGNy4YeHMs NPOAYKUMM B KaXAOM NO3MUMM Ha nepuog
OeNCTBMA CBUAETENbCTBA Yepes uHTepean Ty npyv UCMNonb30BaHUN paGoYero cpeacTsa U3MepPEHUin NOrMoLweHHON J03bl

CONA(®)P — 5/50 c norpewHocTblo +£12 % npuBeaeHbl B Tabnuue 2.

Tabnuuya 2
fara [ N T I

HanmeHoBaHue UuTepBanel, B cekyHaax, AONYyCKaeMbIX 3HaYEHUN ANUTENbHOCTU 06NnyYeHuss npoayKuum
npoaykumn B K&XAO0W No3nuumn kamepbl ans obnydenna f. .+t o0

fer mmny CEK

tCT Makces ceK

MeTponormyeckne xapaktepuctTuknPTY

Ta6bnuua 3
HaumeHnosaHue K K Wntepsan MNA s S(D. ) % Wntepsan N s
npoaykumu MUH Makc KOHTPONbHOU TOYKe, xoutp) 70 6noke NpoayKLUMK,
Krp kp
O6Aa3aTenbHble ycnosmus
MpoTokon oT « __ « r.Ne SIBNSIETCS HEOTbEMIIEMOM YacCTbio HACTOAWEro ceuae-

TenbcTea. CBUAETENLCTBO TEPAET CUMY NPU NPOBEeAESHNN A03apsiAKU 06yyaTensi U nepemelLeHUsIX UICTOHHUKOB B 06ryya-
Terle YCTaHOBKW, N3MEHEHNM BUAA yNakoBKu U cnocoba yknagku n3genui, USMEeHEeHUM cxembl 06nyHeHns npoaykumm, a
TalKe Npu OTCYTCTBUM HA ycTaHOBKe cpeAcTB koHTponsino [OCT 8.651—2016.

ATtTectauuio nposoaun

noanucb MHUUMan.l, hamunus
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Bubnuorpadua

[1] TOCTPWNCO 11137-3—2008 Crepunusaumss MeguumMHCKMX uagenun. PagnaumonHas ctepunuaauusi. Yacte 3.
PykoBoACTBO MO BONpOcam A03UMeTpUn
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YOK 389.6:006.354 MKC 01.040.17 T80 OKCTY 0008

KntoveBble crioBa: aTtrecTauus, nornoweHHasa aosa, NorpellHoCTb, paanauuoHHas ctepunusauna, MeanuuH-
cKue nsgenus, pagnalnoHHO-TEXHONOrNMYeckas yctaHoBka, UICTOYHUKUA MOHU3UPYIOLLEro N3ny4eHus.
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