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Mpeaucnosue

1 PA3PABOTAH ®epeparnbHbiM roCyAapCTBEHHbIM YHUTApHbIM npeanpuatTueM «Poccuitckuii Ha-
YUYHO-TEXHUYECKUIM LIEHTP UHOPMALMK NO CTaHAapTU3auWKu, METPONOTMU U OUEHKe COoTBETCTBUA» (PIYT
«CTAHOAPTUH®OPM») u O6LLeCTBOM C OFPAHUMYEHHON OTBETCTBEHHOCTLIO «MeatexcraHgapt» (OO0 «Mea-
TexcraHaapT»)

2 BHECEH TexHuyeckum komuteToM no crasaaprusauum TK 011 «MeauumHckue npubopsl, annaparbl
n o6opyaoBaHue»

3 YTBEPXXOEH 1 BBEAEH B OENCTBWE lNMpukasom deaepanbHOro areHTCTBa N0 TEXHNYECKOMY pe-
rynupoBaHuto u metponorum ot 17 niona 2019 r. Ne 391-cr

4 BBEJEH BrEPBbIE

lpasuna npumeHeHus1 Hacmoswez2o cmarnéapma ycmaHoeneHs! 6 cmambse 26 ®edepalnbHO20 3aKOHa
om 29 uwHsa 2015 2. Ne 162-03 «O cmaHdapmu3sayuu e Poccutickoli ®edepayuuy. Nngpopmayusa 06 us-
MEHeHuUsX K Hacmosuwemy cmaHOapmy nybnukyemcs 8 exe200HoM (no cocmosHuio Ha 1 ssHeaps meKyuweao
eo0a) uHgopmayuoHHOM ykazamene «HauyuoHanbHblie cmaHlapmbly, a oghuyuarbHblll mekem u3MeHeHul
U ronpasoK — 8 EXEeMECAYHOM UHPOPMaUUOHHOM yKasamene «HayuoHanbHblie cmaHlapmbl». B cnyvae
nepecMmompa (3ameHbl) unu OmMeHbl Hacmosuwezo cmaHlapma coomeememeyroujee yeedomineHue ydem
onybruKkoeaHo 6 brnuxalilueM 6billyCKe eXEeMeCA4YHO020 UHGOPMaUUOHHO20 ykasamerns «HayuoHarnbHble
cmaHOapmbly. Coomeememeyrowas UHghopMmayus, yeedoMIieHue U mekcmbl pasMewyalomes makxe 6 UH-
¢hopmayuoHHOU cucmeme o0buieeo nonb3osaHuss — Ha ochuyuaribHom calime ®edeparnbHO20 azeHmemea o
MEeXHUYECKOMY peaynuposaHulo U Memposnoauu e cemu lHmepHem (www.gost.ru)

© CraHagaptuHopm, odopmneHune, 2019

Hacroswwmit cTaHgapT He MOXET ObiTb MOMHOCTbIO UM YaCTUHYHO BOCMPOU3BEAEH, TUPAXKUPOBAH U pac-
MPOCTPaHEH B kKa4ecTBe 0pULManbHOrO usaaHus 6es paspeluenus degepansHOro areHTCTBa Mo TEXHUYECKO-
MY PerynmpoBaHu1IO U METPONOTnK
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BBeaeHue

B HacTosLemM cTaHagapTe npeacTaBneHa cUCTeMa KOHTPONS COCTOSIHUSA MEAMLUHCKUX U3Aenuii G n3me-
pUTENbHLIMU (PYHKLMSAMU B NPOLIECCe SKCnyaTauuu.

OC0BEHHOCTb MEAULIMHCKUX U3AENUI C N3MEPUTENBbHLIMW (DYHKLMSMU COCTOUT B TOM, YTO OHW Noanajaa-
0T NOA, AeWcTBue dheaepanbHbiX 3aKOHOB [1] 1 [2], M B Ka4eCTBE YCTPOWCTB, peanuayoLmx uaMepuTenbHble
YHKLMK, JOIDKHBI B OMPEAENEHHON Mepe COOTBETCTBOBATb 00A3aTenbHblM TPeBOBaHWAM K M3MEPEHUSAM,
OCYyLLECTBNAEMbIM B Chepe rocyapCTBEHHOrO PerynupoBaHus o6ecneyeHns eAnHCTBa U3MEPEHMUIA.

Hacroawwii ctrangapt pa3paboTaH C Lenblo NpeacTaButb NoAXoAbl K hopMUpoBaHuio obwmx Tpebo-
BaHWUW K MEAULMHCKUM U3AENUAM C U3MEPUTENbHLIMU (PYHKUMSIMK, COrfacoBaHHbIE C AUpekTuBamm [3] u [4].

Pa3spaboTka HacTosiLero ctaHgapTa Bbi3BaHa HEOBXOAMMOCTbLIO YHUAMKALMM HOPMUPOBAHUSA TEXHU-
YECKMX U METPONOrnyecknx TpeboBaHU K KOHTPOMK COCTOSIHUSI MEAMLMHCKUX U3AENuii B MPoLiecce UX 9KC-
nnyarauumu.

MexayHapoaHbIX aHanoros HacTosILLEeMy CTaHAapTy He CyLUeCTBYET. HacToswmii cTaHaapT oTpaxaer
HaLMOHamnbHYI0 cneuuduky peanusaumum CUCTEMbl MEHEAXKMEHTA Ka4ecTBa B MeaAULIMHE.
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HALUMWOHANBbHBLIN CTAHAOAPT POCCUNCKOW SGEAEPALUUMU

n3geEnna MEAMUMHCKUE C USMEPUTEJNIbHbIMA ®YHKLUUAMU

KoHTponb cocTosiHuA

Medical devices with measuring functions. Condition monitoring

Hara BBegeHunss — 2019—12—01

1 O6bnactb NnpumeHeHus

Hacroawwii ctaHaapT yctaHaenueaeT obwime TpeboBaHus K NPOBEAEHUIO KOHTPOMNSA COCTOSIHUS Meau-
LMHCKMX U3aenui ¢ usmeputensHbiMu pyHkumamu (MUND).

2 HopMaTtuBHbI€ CCbINKN

B HacTosiLleM cTaHgapTe MCnonb3oBaHbl HOPMAaTUBHbLIE CCbINKW HA CrieayioLue CraHaapTbl:

FOCT ISO/IEC 17000 OueHka cooTBeTcTBUA. CnoBapb U 06LME NPUHLMMBI

MOCT UCO/M3K 17025 ObLume TpeboBaHUA K KOMNETEHTHOCTN UCTILITATENBHBLIX U KaNMOPOBOYHLIX Na-
GopaTopun

FOCT P M3K/TO 60788 N3penua meauumHckue anekrTpudeckue. Cnosapb

MpuMedaHue —MNpu NONL3OBAHNN HACTOALMM CTAHAAPTOM LienecoobpasHo NPOBEPUTL ASHCTBUE CCLINOYHBIX
CTaH4apToB B MH(OPMALMOHHON cucTeme 06LLero Nonb3oBaHNA — Ha oduLMaribHoM caiite deaepantbHOro areHTcTea no
TEXHUYECKOMY PEryNUPOBaHNIO U METPONOMUU B CETU UHTEPHET MAN NO EXErOAHOMY MHOPMaLMOHHOMY yKasaTenio «Ha-
LMoHarnkeHble CTaHgapThi», KOTOPbI oNyBANKoBaH NO COCTOSHUIO Ha 1 AHBaPS TEKYLLEro roga, 1 no BbiNyckaM exeMecsi-
HOTO MHPOPMALMOHHOTO YKasaTensa «HaunoHanbHble CTaHAapTLI» 3@ TEKYLLWIi roA. ECrin 3aMeHeH CCbiNoYHbIi cTaHaapr,
Ha KOTOpbIil faHa HeaaTUpOBaHHaA CCbifka, TO PEKOMEHAYETCA NCMNOSb30BaTh AEACTBYIOLLYI0 BEPCUIO 3TOro cTaHaapTa
C YYETOM BCEX BHECEHHBIX B [laHHYIO BEPCUIO N3MEHEHNIA. ECU 3aMeHeH CChINOYHLIA CTaHAAPT, Ha KOTOPbLIN AaHa aaTu-
poBaHHas ccbinka, TO PEKOMEHYeTCA NCNOMb30BaTh BEPCUIO 3TOFO CTaHAApPTa C YKasaHHLIM BbilLe roAoM yTBEpXaeHUs!
(NpuHATMA). Ecnn nocne yTBepXAeHUs HACTOSLLEro CTaHAapTa B CCLINOYHLIA CTaHAapT, Ha KOTOPLIN f4aHa aTupoBaHHas
CCbifIKa, BHECEHO U3MEHEHMe, 3aTparusaloLLee NoroXeHNe, Ha KOTOpoe AaHa CChITKa, TO 3TO NOMOXEHUe pekoMeHayeTcs
NPUMEHATL 6e3 yueTa 4aHHOTO U3MEHEHNA. ECU cChiNOYHbIN CTaHaapT oTMeHeH 6e3 3aMeHbl, TO NONOXEeHUe, B KOTOPOM
AaHa cchifika Ha Hero, PEeKOMeH/yeTCA NPUMEHSTL B YacTu, He 3aTpariBaloLLeil STy CCbIMKY.

3 TepMuHbI 1 onpeaeneHun

B HacrosileM craHgapre npuMeHeHbl TepmuHbl no FOCT P MOK/TO 60788 u MOCT ISO/IEC 17000, a
TaKke cneaylowpme TePMUHbI C COOTBETCTBYIOLLMMU ONpPeAENEeHUSMU:
3.1

akkpeautaums: MoaTeepXaeHne COOTBETCTBUA TPETLEN CTOPOHOM, OTHOCSILLIEECS K OPraHy Mo OLEHKe
COOTBETCTBUSA U CnyXaLlee opuLnanbHbIM NPUSHAHMEM €r0 KOMNETEHTHOCTU NS BbINOSTHEHUS KOHKPET-
HbIX 3a/1a4 MO OLIEHKE COOTBETCTBUA.

[FOCT P 56606—2015, nyHkT 3.2.1]

U3pnanue ocpuumnansHoe
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3.2

BUA cpeacTBa u3amepeHuii: COBOKYNHOCTb CPEACTB U3MEPEHUI, MPEAHA3HAYEHHBIX 4115 UBMEPEHUIA
OaHHOW hU3nYeCKOin BENMUYUHDI.

MpuMevyaHune — Bua cpeacTs U3MEPEHMUIA MOXET BKITHOYATh HECKOMBKO UX TUMOB.

[FOCT P 8.674—2009, nyHKT 3.1]

33

BNUAIOWAA BeNMYMHa: BenuunHa, KOTopasi He ABNAETCA U3MEPSEMO, HO OKa3bIBAeT BMUSIHUE HA
pe3yneTaTr USMEPEHUs.

[FOCT P 8.674—2009, nyHKT 3.2]

34

€AUHCTBO U3MepeHuii: COCTosaHNEe U3MEPEHUIA, NPU KOTOPOM UX PE3ynbTarhbl BblIpaXeHbl B AONYLLUEH-
HbIX K NPMMEeHeHMI0 B Poccuiickoi ®eaepaummn egmHuuax BenuumH, a nokasatenu TOYHOCTU U3MEPEHUN He
BbIXOAAT 38 YCTAHOBMNEHHbIE rPaHULIbI.

[PenepanbHbIf 3aKoH [1], cTaTbs 2, NYHKT 7]

3.5

usmepeHune: COBOKYMHOCTb Onepauui, BbIMOMHAEMbIX AN onpeaeneHnsa KONUYeCTBEHHOro 3HavYeHUs
BEINTNYNHBI.

[PenepanbHbIf 3aKoH [1], cTaThs 2, NYHKT 8]

36

n3MepuTenbHasa PYHKUMA TeEXHNMYeCcKoro cpeacTea: dyHkUMsA, peanu3oBaHHas B annaparHoii, an-
napaTHO-NPOrpaMMHO# UM NPOrPaMMHON YacTU TEXHUYECKOTO CPEACTBA, NPeAHa3HaYeHHan AnA pelue-
HUS! KOHKPETHOW M3MePUTENbHOI 3aaaun.

[Mpukas [5], cratbs 1, NyHKT 36]

3.7

u3Mepsemas BenuuuHa: KoHKpeTHasi BenuumnHa, ABNAoLIAascsa 06bEKTOM USMEPEHNS.
[FOCT P 8.674—2009, nyHKT 3.4]

3.8

MHCTPYKUMA (PYKOBOACTBO) MO IKCNnyaTaummu: 310 4OKYMEHT, COAEPKALUMIA CBEAEHUSA O KOHCTPYK-
UMM, NpUHLMNE AelCTBUSA, XapaKTEPUCTUKAxX (CBOWMCTBAX) M3OEMUA, ero COCTABHbLIX YaCTAX M yKasaHus,
HeobXxo4nUMble AN NPaBUIIbHOM U Be3onacHoi aKcniyaTauum U3genus (MCrosb3oBaHWs N0 HA3HAYEHMIO,
TEXHUYECKOro OBCNY)XUBAHUS, TEKYLLErO0 PEMOHTA, XPAHEHUSI U TPAHCNOPTUPOBAHUSY) U OLIEHOK €r0 TEXHU-
YECKOro COCTOSIHMUS, @ TaKKe CBEAEHUS N0 YTUNU3ALMN U3ENUsa U ero COCTaBHBIX YaCTeil.

[FOCT P 56606—2015, nyHkT 3.2.5]

3.9

KanuGpoBKa cpeacTs U3MepeHmit: COBOKYNHOCTb OMnepauii, BbIMOMHAEMbIX B LENSAX onpeaeneHus
[ENCTBUTENBHbIX 3HAYEHWNIT METPONOrUYECKUX XapaKTEPUCTUK CPEACTB U3MEPEHMIA.

[PenepanbHbIf 3akoH [1], cTaTbs 2, NyHKT 10]
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3.10

KOHTPOJNb TEXHUYECKOro COCTOAHUS MeAULMHCKUX u3genui: MNMposepka COOTBETCTBUSA 3HAYEHUN
napameTpoB u xapakrepuctuk MU Tpe©oBaHMsAM HOPMATUBHOW U 9KCNyaTaLMOHHON AOKYMEHTaLuu, Bbl-
SABNEHNE U3HOLLIEHHBIX U MOBPEXAEHHbIX YacTeN (AeTanen), nposepka AeCTBMA BCEX 3aLLUMTHLIX YCTPOWCTB
1 GNOKMPOBOK, HANMUYUA U BEAEHUSA IKCNIyaTaUMOHHON JOKYMEHTaLUu.

[FTOCT P 56606—2015, nyHkT 3.2.8]

3N

MeamuuHckue usgenua; MU: NMiobble MHCTPpYMEHTLI, annapartbl, Nnpubopbl, 060pyaoBaHue, Matepu-
anbl U npoyne n3genna, npuMeHAaemble B MEANLNHCKNX LiendaxX OTAENbHO UM B COYETAHUN MeXay CO6OI7I,
a TaKke BMeCcTe C ApyrMMU NPUHAANEXHOCTAMM, H606X0,EI,I/IMI:IMI/I Ana NPpUMEeHEeHUA yKa3aHHbIX I/I3,El,eJ'IVII7I
MO HA3HAYEHMIO, BKIMIOYAs CneuuanbHOe NPorpammHOe obecneyeHue, u npefHasHavYeHHble NPOU3BOAM-
Tenem (M3roToBuTenem) Ans nNpotunakTUKKM, AUArHOCTUKKU, NEYEHUs U MEeAULMHCKON peabunutauuu 3a-
GoneBaHuii, MOHUTOPUHIa COCTOSIHUSA OpraHu3ma YernioBeka, MPOBEeAEHUS MEeAWULMHCKUX MCCNeaoBaHuin,
BOCCTaHOBIEHUS, 3aMELLEHUS, U3MEHEHUS aHAaTOMUYECKON CTPYKTYPbl Unu cpusnonornyecknx yHKLui
opraHu3ama, npeaoTBpaLleHnsa unu npepbiBaHns 6epemMeHHOCTH, DYHKUMOHANbHOE HasHaYeHne KOTOPbIX
He peanu3yetcsa nyteMm hapmMakonorm4eckoro, UMMyHOMNOrMYeCcKoro, reHeTMYECKOro nnu Mmetabonmyueckoro
BOS,EleVICTBVIﬂ Ha OpraHM3m 4ernoBeka.

[PenepanbHbIn 3akoH [6], cTaTba 38, NyHKT 1]

3.12

Mepa qWISM‘-IeCKOﬁ BEJINYUHDI: Cpeﬂ,CTBO MSMGDGHMVI, npeaHasHav4yeHHoe AnAa Bocnpou3BeaeHusa
W/Unm xpaHeHust Pu3n4ecKon BENUUYUHbI O4HOTO MSM HECKOSBbKUX 3a[4aHHbIX pasMepoB, 3HAa4YEHUS KOTOPbIX
BbiPpa>k€Hbl B YCTAHOBNEHHbIX €QUHULAX U U3BECTHbI C HEe0BX0AMMON TOMHOCTLIO.

[FOCT P 8.674—2009, nyHKkT 3.5]

3.13

MEeTPOJIOrMYeCcKU 3HaYUMMoe nporpamMMHoe o6ecneuyeHue: Mporpammbl U NPOrpaMMHbIE MOAYIM,
BbINONHAOWME yHKUMM cOopa, nepeaayvn, 06paboTku, XpaHeHUa U NpeacTaBNeHns U3MEPUTENbHON UH-
dopmauum, a TaKke napaMeTpbl, XapakTepusytoLme Tun cpeacrea U3MepeHnii U BHECEHHbIE B NporpamMM-
Hoe obecneveHue.

[FOCT P 8.674—2009, nyHKkT 3.6]

3.14

MeTpornoruyeckue TpeéoBaHusA: TpeboBaHMS K BMUSAIOLLMM Ha Pe3ynbTaT U NoKasaTenu TOYHOCTU U3-
MEepEHUI xapakTepucTukam (napameTpam) U3MEPEHUI, STanOHOB eANHML, BENUYUH, CTaHAAPTHbIX 06pas-
LIOB, CPEACTB U3MEPEHUIA, a TAIOKE K YCIMOBUSIM, NPU KOTOPLIX 3TU XapakTepUCTUKKU (NapaMeTpbl) JOSHKHBI
ObITb 06ecneYveHsbl.

[PenepanbHbin 3akoH [1], cTaTha 2, NYHKT 14]

3.15

nepuoauyeckue UCNbITAHUSA: VICNbITaHUsA, NPOBOAMMbIE AN ONpeAeneHnst NPaBUIbHOCTM hyHKLMO-
HUPOBAHUS U3AENUSA B KOHKPETHbI MOMEHT BPEMEHH.

[FOCT P 56606—2015, nyHkT 3.2.12]

3.16

noBepka cpeacTB u3mepeHun (noeepka): COBOKYMHOCTb onepauui, BbINOMHAEMbIX B LENSX noa-
TBEPXKAEHWSA COOTBETCTBUSA CPEACTB U3MEPEHUI METPONOrMYECKUM TpeBoBaHUAM.

[PenepanbHbIi 3aKkoH [1], cTaTba 2, NYHKT 17]
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3.17

cpeacTBo nsMmepeHun; CU: TexHuyeckoe cpeacTBO, NpeaHa3HAYEHHOE ANsl U3MEPEHUN.
[PenepanbHbIi 3aKkoH [1], cTaTba 2, NYHKT 21]

3.18

TeXHUYEeCKUe CUCTeMbl U YCTPOMCTBA C U3MepuTenbHbiMU PYHKUMAMU; TCYND: TexHuyeckue
CUCTEMBI U YCTPOWCTBA, KOTOPbIE Hapaay C X OCHOBHbIMU PYHKLMSAMU BbINOMHSIOT U3MEPUTENbHbLIE (DYHK-
uum.

[PenepanbHbin 3akoH [1], cTaTha 2, NYHKT 23]

3.19

TeXHU4Yeckue TpeGoBaHUA K cpeacTBaM n3MmepeHuin: TpeboBaHus, KOTOpbIe onpeaensioT 0CobeH-
HOCTU KOHCTPYKLMU CPEACTB M3MepeHuin (6e3 orpaHnyeHns x TEXHUYECKOro COBEPLUEHCTBOBAHMS) B Lie-
NAX COXPaHEHUSA X METPOSIOIMYECKNX XapaKkTEPUCTUK B MpoLEcce KCnnyartaumm CpeacTs M3MepeHun, ao-
CTWXKEHUA AOCTOBEPHOCTU pesynbrarta M3MepeHuni, NpeaoTBpaLleHNa HeCaHKLUMOHUPOBAHHbLIX HACTPOWMKK 1
BMELLATENbLCTBA, a Takxe TpeboBaHusa, obecneunBarolme 6e30NacHOCTb U SMEKTPOMAarHUTHYI0 COBMECTU-
MOCTb CPEACTB U3MEPEHUN.

[PenepanbHbIi 3aKOH [1], cTaTba 2, NYHKT 24]

3.20

TexHuuyeckoe otcnyxupaHue; TO: KoMmnnekc pernaMmeHTMpOBaHHbIX HOPMAaTUBHOMN, TEXHUYECKON,
aKCNyaTaunoHHON AOKYMEHTAUMEN MEPONPUSATUIA U Onepauuii N0 NOAAEPKAHUIO U BOCCTAHOBNEHUIO pa-
60TOCNOCOBHOCTM Mnu ucnpaBsHoCcTM M npy Mx MCNONb30BaHWM MO HA3HAYEHUIO, NPEAYCMOTPEHHOMY U3-
rotoputenem (NMPoOU3BoAUTENEM).

[FOCT P 57501—2017, nyHkT 3.8]

3.21

TUN cpeacTBa usmepeHuin: CoOBOKYMHOCTb CPeACTB U3MEPEHMI OAHOTO U TOTO K& HA3HAYEHUS, OCHO-
BaHHbIX HA OAHOM U TOM e NPUHUUNE AEeNCTBUSA, UMEIOLLUMX OAMHAKOBYHK KOHCTPYKLIMIO U U3FOTOBMEHHbIX
Nno O4HOW U TOM K& TEXHUYECKON AOKYMEHTaLMMN.

[PekomeHaaumu [7], ctatbs 6.20]

3.22

(PYHKUMA Ha3HaYeHus (OCHOBHAaA (PyHKLUMA) TeXHUYECKOro cpeactBa: PyHkumA, peanusaymsa Ko-
TOPOW ABNSAETCS OCHOBHOM LIENbIO CO3AaHUSA TEXHUYECKOrO CpeacTBa.

[Mpukas [5], cratba 1, NyHKT 3B]

4 O0wWwmne NonoxeHus

4.1 K MUN® OTHOCATCH TEXHUYECKME CUCTEMbI U YCTPONCTBA C U3MEPUTESNBHBLIMU PYHKUMAMU, NPUME-
HsieMble B chepe 3apaBOOXpaHEHUst U CornacHo [8] oGecneumnsaiome:

- KONUYEeCTBEHHbIE (YUCMEHHBIE) U3MEePEHUSA PU3MONOMMYECKOro MM aHaTOMUYECKOro NapameTpoB;

- U3MEpEHUA Konun4yecrtea, noggatroLeroca onpegeneHunto, SHeprun unn seLlecrs, BBEAEHHbIX UIK Bbl-
BE€AEHHbIX U3 YENnoBe4eCcKoro opraHnama;

- BblpaXXeHne pe3ynbTaToB YKa3aHHbLIX BbiLLE M3MEPEHUI B eAuHMLax, 40NyCKaeMbIX K NPUMEHEHUIO B
Poccuiickon ®egepauyuu;

- npeaHasHa4veHne nsgenua, 6a3I/IPOBaHHoe Ha TOYHOCTHU msmepeﬂmﬁ, 3a8BNEHHOMN npsAMO UNKU KOCBEH-
HO, YTO B Cry4yae HEeCOOTBETCTBUS 3aSBNMEHHON TOYHOCTM MOXET MPUBECTU K CYLUECTBEHHOMY YXYALLEHMIO
340pOBbA M 6€30MaCHOCTM NauneHTa.

4
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4.2 K MUNP oTHocaTcAa MW, pesynbrarbl U3MEPEHUIA KOTOPOrO OKa3biBalOT BAIMAHWE HA KIUHUYECKYIO
pe3ynsTatuBHOCTb NpumeHeHns MU B cdepe 3gpaBooxpaHeHus. Mpu 3ToM nsmeputensHyo PyHKUUIO HEOO-
XOAMMO ONpeaenaTh, Kak AENCTBUS, HANpPaBeHHbIE Ha NOMyYeHne U3MEepPUTENbHON MHopmaLmmu — nHdop-
MaLuUM O KONMUYECTBEHHbIX 3HAYEHUSAX U3MEPEHHOW BEenuuuHbl, 0bnagalowein CBONCTBaMU, HEOOXOAUMBIMU
ANA NPUHATUS PELUEHUS, B TOM YACIE MOCTAHOBKU KITMHUYECKOIO AnarHo3a u/mnu MeauLmMHCKOro 3akmoyeHms
(ocBupetenscTBOBaHKSA). MonyyeHne u otobpakeHue uameputenbHoON MHpopMaLUU MOXET OCYLLECTBISITb-
€Al C UCNONb30BaHUEM METPOJSIOTMYECKM 3HAYMMOTO MporpammHoro obecnevenus. MpeaHasHayenne MUND
JOMKHO 6a3npoBaTLCA HA TOYHOCTU M3MEPEHUI, 3asBIIEHHON NPSMO UMM KOCBEHHO; HECOOTBETCTBUE 3asiB-
FNIEHHON TOYHOCTU MOXET MPUBECTU K CYLLECTBEHHOMY YXYALLEHMWIO 340pPOBbS NAaLMEHTa U NOABEPrHyTb €ro
OMAacHOCTMU.

4.3 MUNSP Hapagy ¢ OCHOBHOM (bYHKLMEN BbIMOSIHAET U3MepUTENbHbIE (PYHKLMKU, UMEIOLLUE COOTBET-
CTBYIOLLME XapaKTEPUCTUKWA, MPUYEM U3MepUTENbHblE (DYHKLMU SABNSIOTCA AOMOSMHMTEMNbHLIMU (BCNOMOra-
TenbHbIMK) PyHKUMSAMK B Npouecce BbinonHeHnss MUU® 0CHOBHOW (DyHKLMMK.

4.4 NameputenbHble QyHKUMKM MW MoryT ObiTh peanu3oBaHbl C MCNOMNb30BaHUEM:

- aBTOHOMHbIX/BCTPOEHHBbIX CU;

- U3MEPUTENbHbIX KAHAMOB;

- METPONOrMYeCcku 3Ha4YMMOro NPOrpaMMHOroO obecneveHus, ABNAIoLErocs YyacToio M.

MpumedaHune — Ecnu nameputenbHas gyHkumsa MMN® peanusyerca ¢ ucnonb3oBaHUeEM NporpaMmMHoro obe-
cneverus (MO), To AOMKHbI ObITb MPUHATEI Mepbl 3aLWuThl O OT HecaHKUMOHUPOBAHHbLIX U3MEHEHWUIA, KOTOpble MOryT
MPUBECTU K UCKaXKEHUIO Pe3ynETaToB U3MEPEHWIA.

4.5 ObasarenswHoe noaTeepxaeHue cooreercraua MUN® ocyLecTBnsSETCS HA OCHOBE NPUMEHEHUS ae-
Knapaumu 0 COOTBETCTBUU B KAYeCTBe J0oKa3aTenbCTBa cOoTBeTCTBUA (HecooTBeTcTBusA) MUNP kak TCYUD
YCTAHOBNEHHLIM TPeOOBaHMAM C NPUNAraemMbiMKU K HEW AOKYMEHTaMW, MOATBEPXAAIOLMMU COOTBETCTBUE
MWW ycTaHoBRNEHHBIM TPebOBaHWAM. B geknapauum 0 COOTBETCTBMU 3aSiBUTENb MOZ, CBOIO OTBETCTBEHHOCTb
3asBnsaerT, uTo aeknapupyeMmbie MUN® COOTBETCTBYIOT YCTAHOBINEHHLIM TPEGOBAHUAM.

4.6 OtHeceHne MUND Kk TEXHMYECKON CUCTEME W YCTPOUCTBY C U3MEPUTENbHLIMU (PYHKUMAMU OCY-
wecrenaerca degepanbHbiM areHTCTBOM MO TEXHMYECKOMY PErynupoBaHuio u metponorum (PoccraHpgapr)
Ha ocHOBaHWU 3anBkU. CBeaeHua 06 otHeceHun MUNG Kk TeXHUYECKUM CUCTEMAM U YCTPOWCTBAM C U3MEPU-
TemnbHbIMU (PYHKUMAMM pa3mMewaoT Ha oduumanbHoOM cante PoccraHgapra B MHOPMaLUUOHHO-TENEKOMMY-
HUKaLUMOHHOW ceTu UHTepHer.

4.7 NocneaosaTensHOCTb, NOPSIA0K M CPOKM OTHECEHUS TEXHUYECKMX CPEeACTB K TEXHUYECKUM CUCTEMaM
U YyCTPOWCTBAM C U3MEPUTENbHLIMU (DYHKLIMSIMU YCTAHOBMEH NMPUKa3oM [5].

5 KoHTponb cocTofHunA

5.1 OpraHu3auMOHHbIe acNeKTbl

Cnyx06a ynpaBrneHusi Ka4eCTBOM (MW OTBETCTBEHHbII 3@ NPOW3BOACTBEHHbIN KOHTPOIb) MEAULIMHCKON
opraHusauumn CoCTaBnsieT NporpaMmy KOHTPOISi Ka4YeCTBa U NPOBOAMT OPraHM3aLUMOHHYI0 paboTy no ee pas-
paboTke U COBEPLUEHCTBOBAHMUIO.

Cnyx06a ynpaBneHusa Ka4eCcTBOM (UNM OTBETCTBEHHbIN 3a NPOU3BOACTBEHHbIN KOHTPOrb) YCTaHABIUBA-
eT nopadok npueMkn MUND. TyHKTbI 4OroBOpa NOCTABKM UCNONbL3YIOT Npu nposegeHun npuemkn MUND B
aKcnnyarauuio.

Ob6si3atenbHbIM TpeboBaHuem npu npuobpereHnn HoBbIX MUN® aomKHO GbiTb HANUUME JKCNyaTauu-
OHHbIX JOKYMEHTOB, B YaCTHOCTU MHCTPYKUMK (pykoBoAcCTBa) No akcnnyarauum MUN® u CU, Bxoaawmx B ux
COCTaB.

TpeGoBaHus K BBOAY B 9KCNIyaTaLuio, BbIBOAY U3 KCMITyaraLum U Npoueccy dKCnnyatauum U nopsaok,
obecneynBaloLLMii UX BbINONHEHWUE, AOIDKHLI COAEPXKATbCA B MHCTPYKLUMKM (PYKOBOACTBE) MO 3KCMAyaTauuu
MUND.

5.2 TUnNbl KOHTPOSA COCTOAHUA MEAVLMHCKUX U3JEeNui C U3MEPUTENBbHBIMN (PYHKUUAMMU

KoHTpornb cocrosgHua MUU® npoBoaaT B pamKax KOHTPOSSA TEXHMYECKOro coctoanusa (KTC) MU npu Ha-
NMYUU TEXHUYECKOTO OOCIY>KMBAHUA.
Pasnuyator Tpu TMna koHTpons cocrostHua MUN®:
- MEPBUYHbINA KOHTPONb — uUcnbiTaHusa (ana CU — nepBuyHasa nosepka unm kanubposka), opraHusye-
Mble noctaswkom MUND 1 nposoaumMble 40 ero BBOAA B AKCNyaTaumio;
5
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- MepuoanYeCKuii KOHTPONbL — ucneiTaHus (ana CU — nepuoanyeckasn noBepka unu kanubposka), npo-
BOAMMbIE YEPE3 OMNpPeaeneHHbIN N3roTOBUTENEM NEPUOS BPEMEHU, HO HE PEXe OAHOro pasa B ro, B obbeme,
Heo6x0aMMOM ANt NOATBEPXKAEHUS| COOTBETCTBMSA IKCMITyaTaLMOHHbIX M TEXHUYECKUX XapaKTEPUCTUK AaHHO-
ro MUM® 3HavyeHnsaM, NpUBEAEHHbIM B UHCTPYKUMKM (PYKOBOACTBE) MO 3KCnfyaTauuu, a npu noBepke — yka-
3aHHbIM B onucaHum Tuna CHU;

- BHEMNNaHOBON KOHTpOmnb — ucnbiTaHus (ans CU — nepBuyHas nosepka unm kanmbpoBka), NpoBO-
AUMble nocrne pemMoHTa unu mogepHusaumm MUNP ana noaTBepKAeHUA COOTBETCTBMA IKCMNyaTaLMOHHbIX
(MeTponornyecknx) N TEXHMYECKUX xapakrepuctuk gaHHoro MUN®, pernameHTUPOBaHHbIX NPOU3BOAUTENEM
(npu noBepke — ykasaHHbIX B onucaHuu Tuna CU).

Skcnnyataums MUNG Ge3 aencTByIOLLEro AOKYMEHTA O KOHTPONE COCTOAHUA HE MOXET rapaHTupoBaTtb
TOYHOCTb MOKasaHui gaHHoro MUN® u asnaetca HapyLweHuneM TpeboBaHWin 3aKOHOAATENbCTBA B YACTU Npu-
mMeHeHus CU.

KoHTponb coctosaHna MWD gormkHbl NpoBOAUTL OpraHvM3auuu, akkpeauToBaHHbe B YCTAHOBIEHHOM
nopsigke Ha AaHHbIN BUA U3MepeHuii (NOBEpPKU/KanmbpoBKM/UCTbITAHUIA) KOHKpEeTHOro Tuna MUN®.

MpoBepKy COOTBETCTBMA 3HAYEHU I NapaMeTPOB NPOBOAAT C NPUMEHEHUEM KOHTPONbHO-U3MEPUTENBHO-
ro o6opyaoBaHus, BHeCeHHOro B peectp CU v npowweaLwero nosepky. [pUMEHSIMOE NPU KOHTPOMNE COCTOAHUSA
MUN® ucnbitatensHoe 060pyaoBaHme JOMKHO ObITb aTTECTOBAHO B YCTAHOBIIEHHOM NMOPSAKE.

Mpu koHTpone MNP namepeHus HeobxoaMMO NPOBOAUTL NO aTTECTOBAHHLIM B YCTAHOBMEHHOM No-
psiake Metogam uamepeHun (MeToankam NOBEPKW UNK KanubpoBKu).

KoHTponb coctosaHna MNP He moryT npoBoAMTL NoapasaeneHus (nepcoHarn), OCyLeCcTBANAIoWue ero
TEXHU4YEecKoe 0BCnyXMBaHue.

Mpexxae YeM NPUCTYNUTL K KOHTPOIIO, NpoBoasaT ugeHtudukaumio MUU®. MUAD aomkHbl ObiTb YETKO
unaeHTuduumMpoBaHsl. MaeHtudukauus BkvaeT B ceba: HAMMEHOBAHME M3TOTOBUTENS MIU NOCTaBLUMKA,
HauMeHOBaHWe NONb30BaTeNs UnW BnagesnbLa, MECTO M [aTy YCTAHOBKM, a Takke COOTBETCTBYOLWME 060-
3HaYeHWs TUNa, MOAENM U CEPUItHOrO (3aBOACKOro) Homepa. Mpu KOHTpone OAHO3HAYHO UAEHTUPULMPYIOT
Tun unu Bug CU, Bxoasawwmx B coctas MUN®D, a Taioke METPONOrMYECKU 3HAYMMOE NpOorpaMHoe obecneveHmne.
Heobxoaumo Takke NPOBEPUTbL MHCTPYKLMIO (PYKOBOACTBO MO 3KCMnyartauuu), METOAUKY nosepku (ans CU
YTBEPKAEHHOIO TUNA), KOMMIEKTHOCTb NOCTaBKU U COOTBETCTBME AOKYMEHTOB nocrasneHHomy MUUS. Mpu
NepBUYHOM KOHTpOMe nonydYeHHas uHcopMaumsa AomkHa ObiTb NPOBEpPEHA Ha COOTBETCTBUE AOroBOPY Ha
nocTaBKy.

Mporpamma KOHTpons kayecTBa A0SHkHA ObiTb OCHOBAHA Ha aHanu3e BCEX U3MepPUTENbHbIX (PYHKLMIA
MW nocne nocraBkn, MOHTaXa uUnu aHaduTenbHon mogudcukauum MUNG.

KauectBeHHOe yHKumMoHupoBaHne MUND 3aBUCMT OT NpPaBUNLHOTO NMOHUMAHMS NpUHUMNA paboThbl
MUN®. Bce BuAbI KOHTPONSI AOIDKHBI ObiTb NMMGO YCTAHOBNEHbI B HOPMATUBHBLIX AOKYMEHTaX (METoAMKaxX no-
BEPKU MNKN YaCTHBIX CTaHaapTax Ha ucnonb3yemoe MUN®), nmbo (npu ux OTCYTCTBUM) OCHOBAHBI Ha aKCnep-
TU3€ U3rOTOBUTENA, pesynbrarax NPOBEPOK KOMNETEHTHLIX OPraHOB UMK OMbITE OPraHu3auuu, NPOBOAALUEH
KOHTPOnb coctosHus MUND.

Pesynkratbl KOHTPONS COCTOSAHUSI OCPOPMASAIOT NPOTOKONAMM, A€ YKa3biBalOT U3MEPEHHbIE 3HAYEHUS
napaMeTpoB, UX COOTBETCTBME TpebyeMblM 3HAYEHUAM U BbIBOAbLI O BO3MOXHOCTU JAanbHeWLLen dkcnnya-
Tauun MUND. Bece HeobOxoaumblie AN BOCNPOU3BEAEHUA AaHHbIE, UCMONb3yeMble NPU KOHTPOre, BMECTE C
pesynbrataMum M3MEpPEHUIn A0MKHbI ObiThb 3aHECEHbI B NPOTOKoN. HeobxoaAnMO TaKkKe BKMIOYUTb B NPOTOKON
yCnoBuA NPOBEAEHUA USMEPEHUIA, MECTO M AaTy NPOBEAEHUS KOHTPONS, a Takke paMunum nui, NpoBOAMUB-
wux ero. MpoTtokon ocpopmnsioT B COOTBETCTBUU € Tpebosanusimu MOCT MCO/MOIK 17025.

Mosepky/kannbposky MUN® unu Bxoaswmx B ero coctae CU NpoBoAsT B COOTBETCTBUM C NpaBUiiamm,
YCTaHOBMEHHBLIMW YNONHOMOYEHHbLIMU FOCYAaPCTBEHHBIMU OpraHaMu, C BbiAa4yen OKYMEHTOB YCTaHOBIEHHO-
ro o6pasua ¢ ykasaHMeM BCEX U3MEPUTENBHbIX KaHaNoB (CBMAETENLCTBO O NOBEPKe UNW cepTudpmkar Kkanu-
GpoBKu).

Mpu He06Xx0AMMOCTH NpOBEAEHMSI UHBA3UBHOTO KOHTpONA nocre ero nposeaeHna MUN® aormkHbl 6biTb
BOCCT@HOBMNEHbLI B NEPBOHAaYarnbHOM Buie ¢ obecneyeHnem cobniogeHusi METPONOrMYECKUX U TEXHUYECKUX
TpeboBaHuii k CU.
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