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Mpegucnosue

1 PA3PABOTAH ®epgepa/ibHbIM TOCYAapCTBEHHbIM YHUTAPHbLIM MpeanpusatuemM «Poccuiickmii Ha-
YUYHO-TEXHUYECKNI LEHTP MHopMaumn no craHgapTusaumn, MeTposiorMM U OueHKe COOTBeTCTBUS» (PIYN
«CTAHOAPTUH®OPM») 1 O6LWeCcTBOM C OrpaHW4YeHHOl OTBEeTCTBEHHOCTbI «MeaTexcTaHgapT» (OO0 «Mega-
TexcTaHaapT»)

2 BHECEH TexHMYeckuM KoMUTETOM MO cTaHgapTudaumm TK 011 «MeamuuHcKuMe npubopsl, annapaTtbl
1 obopygoBaHue»

3 YTBEPX[EH VI BBEJAEH B OENCTBUWE MMpukasom PefepasibHOrO areHTCTBa MO TEXHUYECKOMY pe-
rympoBaHuio 1 meTposaorum ot 17 nrona 2019r. N 391-ct

4 BBEJEH 8IMNEPBbIE

Mpasuna NpUMeHeHUs HaCTOSALLEro CTaHapTa yCTaHOoB/eHbl B cCTaTbe 26 PefepasibHOro 3akoHa
0T 29 umioHA 2015 r. N9 162-93 «O cTaHgapTwu3auum B Poccuiickoii ®egepauun». NHopmauus o6 uns-
MEHEHMSAX K HacToALWeMy CTaHJap Ty Ny6/MKyeTCs B eXerofHom (No COCTOAHMIO Ha 1 AHBapS TeKyLLero
rofa) HopMaLMoOHHOM yKasaTese «HaunoHanbHble CTaH4apTbi», a OPUUNabHbIA TEKCT W3MEHEHWI
1 NornpaBoK — B eXeMecaYHoOM MHAPOPMaLMOHHOM yKa3aTesne «HauMoHasbHble cTaH4apThi». B cnydvae
nepecMoTpa (3ameHbl) UM 0TMeHbl HACTOALLEro cCTaHjapTa CoOTBeTCTBYOLEee yBeOM/IeHne byaeT
ony6/IMKOBaHO B G/vKaiLLeM BbIMYCKE eXeMeCsAYHOro WHGOPMAaLUMOHHOIO ykasaTens «HaunoHanbHble
cTaH4apTbl». CooTBeTCTBYLWAan nHpopMauus, yBefoMNeHne U TEKCTbI pa3MeLlalnTCa Takke B UH-
(hopMaLMOHHOI cMcTeme 06LEro Nosb3oBaHMsA — Ha odpnUManbHOM caiiTe defepasibHOro areHTCcTBa no
TEexXHNYECKOMY PerynvMpoBaHunio 1 MeTposiorum B ceTu VIHTepHeT (Www.gost.ru)

© CtaHgapTuHpopm. ochopmneHue. 2019

HacTosiwmii ctaHZapT He MOXET GbiTb MOJSIHOCTBIO UM YACTUYHO BOCMPOU3BEAEH, TMPaXNPOBaH 1 pac-
npocTpaHeH B KauecTBe ohmumasibHOIo n3gaHus 6e3 paspelleHns degepasibHOro areHTCTBa Nno TEXHUYECKO-
My PerysiMpoBaHuio U MeTPOsIorm


http://www.gost.ru
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BBepeHne

B HacTosweM cTaHgapTe npeacTaBsieHa cucTemMa KOHTPOJIS COCTOSHUSA MeAUUVHCKUX U3Lenuii ¢ name-
puTeNbHBIMU (PYHKLUAMN € NpoLecce aKcnayaralmn.

OCO6EHHOCTb MEANLVNHCKNX N3AeNUIA C N3MepUTENbHbIMU DYHKLUAMM COCTOUT B TOM. YTO OHWU noanaja-
10T nog genicteBue hefepasibHbIX 3aKOHOB [1] u [2], 1 B KayecTBe YCTPOICTB, pea/in3ytowmx naMmepuTesnbHble
OYHKUUKW, OO/MKHBbI B ONpeAeneHHOW Mepe COOTBETCTBOBATb 06si3aTesibHbIM TPeBOBaHMSAM K NU3MEpEeHUsIM,
ocylecTBAseMbIM B cdoepe rocyfapCTBEHHOro peryimpoBaHusa obecneveHumss e4UHCTBA U3MEPEHNIA.

HacTtoswwnin ctaHgapT paspaboTaH C uesblo npeAacTaBuTb NOAXOoAbl K hOPMMPOBaHMIO 06LWNX Tpebo-
BaHW K MEANLVNHCKUM U3Ae/TNSIM C U3MepUTeNbHbIMU OYHKLMSAMK, COrlacoBaHHble ¢ anpektuBamu (3] u [4].

Pa3paboTka HacToslwero craHgapta Bbi3BaHa HEOOXOAMMOCTbIO YHUMMKALUM HOPMUPOBAHUA TEXHU-
YeCKUX U MeTPOsIornYecknx TpeboBaHuii K KOHTPO/II0 COCTOSHUS MeAULVHCKUX N3LeNuii B Npouecce nx 3Kc-
nayatayuu.

MexayHapoaHbIX aHasIoroB HacTosileMy CTaHAapTy He cylwecTByeT. HacToawmi ctaHgapT oTpaxaeT
HauMoHaNbHYIO cneumdurKy peasimsalmm CUCTeMbl MEHeIKMEHTA KavyecTBa B MeguLMHe.
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HALIMOHAJIbHbIA CTAHOAPT POCCUNCKOW ®EAEPALLAN

N3LENNA MEAVNUNHCKWE C NBMEPUTE/IbHbIMU dYHKUNAMKA
KoHTpoOsb cocToAHUA
Medical devices with measuring functions. Condition monitoring

[ata BBegeHns — 2019—12—01

1 O6nacTb NPUMEHEHUA

HacToswmin cTaHgapT ycTaHaBnvMBaeT 06wue TpeboBaHUA K MPOBEAEHMIO KOHTPO/ISi COCTOSHUA Meau-
LMHCKNX N30eMNiA C namepuTeibHbIMU hyHKunamu (MU ®).

2 HopmaTtuBHbIE CCbI/IKU

B HacTosLeM CTaHAApPTe UCMO/Ib30BaHbl HOPMATUBHbIE CChIJIKM Ha cnegyrowme cTaH4apTbl:

FOCT ISO7IEC 17000 OueHka cooTBeTCcTBUA. CrioBapb 1 06Lme NpuHUMNbI

FOCT NCO/M3K 17025 O6wme TpeboBaHMSA K KOMNETEHTHOCTU UCMbITaTe/IbHbIX U KaJIMGPOBOYHbIX fla-
6opaTopwuii

FOCT P M3K/TO 60788 N3penua meguuuHCKue anektpuyeckme. Crnosapb

Mpum BYa HMB — [py MOSIL30BaHUM HACTOSALWMM CTaHOAPTOM LefiecoobpasHo MpoBEpPUTb LENCTBME CCbIIOYHbIX
CTaHAapToOB B MHGIOPMALMOHHON cucTeMe 0OLero nosib30BaHUs — Ha oduunasibHOM cairiTe PefepasibHOro areHTcTBa no
TEXHNYECKOMY PEeryimpoBaHUI0 U METPOSIONUU B CeTU VIHTepHET uam no exerogHomy nMHopMaunmoHHOMY ykasaTento «Ha-
LUMNOHaJ/IbHblEe CTaHOapPTbI», KOTOprI7I OI'Iy6I1VIKOBaH Mo COCTOAHUIO Ha 1 AHBapA TeKylwlero roga, n no BbllMyCKaM exemecau-
HOro MHMOPMaLUMOHHOrO ykasaTensa «HauwoHanbHble CTaHAAPTbI» 3a Tekywui rag. Ecnm 3amMeHeH CCbI/IOYHbIN cTaHaapT,
Ha KOTOpbIN AaHa HegaTMPOBaHHas CCblsiKa, TO PEKOMeHAYeTCs MCMNOoNb30BaTb AelCTBYIOLWYIO BEPCUIO 3TOro cTaHAapTta
C YYeTOM BCeX BHECEHHbIX B AaHHYIO BEPCUIO U3MeEHeHWUI. ECnn 3aMeHeH CCbINOYHbIA CTaH4apT, Ha KOTOpbIN AaHa JaTtu-
poOBaHHasA CCbl/IKa, TO PEKOMEHAYETCS MUCNO/b30BaTb BEPCUKD 3TOr0 CTaHAapTa C yKasaHHbIM Bbllle FOAOM YTBEepPXAEHWUs
(NpuHATURA). Ecnn nocne yTBepXAeHNS HacTOSALWEero craHgapTa B CCbUIOYHbIN CTaHAApT, Ha KOTOPbIA faHa gaTupoBaHHast
CCbl/IKa, BHECEHO M3MEHeHMe, 3aTparvsarollee NosiokeHue, Ha KOTOpoe [aHa CCblka, TO 3TO MOJIOXKEHNEe peKkoMeHAyeTcs
NpUMeHATb 6e3 y4yeTa JaHHOro M3MeHeHus. Ecan ccbiiovHbIi cTaH4apT OTMEHEH 6e3 3aMeHbl, TO MOJIoXeKTe. B KOTOPOM
[aHa CCbl/IKa Ha Hero, pekoMeHayeTCcsl MPUMEHSITb B YaCTu, He 3aTparmBatoLLeil 3Ty CCbIrBCY.

3 TepMUHBbI N onpeaeneHns

8 HacToslwem cTaHAapTe NpuMMeHeHbl TepMuHbl Mo TOCT P M3K/TO 60788 u MOCT ISO/IEC 17000. a
Takke crefyloLme TepM1Hbl C COOTBETCTBYIOLWMMUN OnpeaeneHnamu:
31
akkpeauTaums: rNoaTeepxaeHne COOTBETCTBUA TPETbEl CTOPOHOM, OTHOCALLEeCcs K opraHy Mo OLueHke
COOTBETCTBMA U cryxXalwee ounumanbHbIM MPU3HAHWEM €ro KOMMNETEHTHOCTU A/19 BbINOSIHEHUA KOHKpeT-
HbIX 3a/1a4 NO OLLeHKEe COOTBETCTBUA.

[FOCT P 56606—2015. nyHKT 3.2.1]

MN3paHve omumanbHoe
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3.2

BUA cpenctBa mM3MepeHuii: COBOKYMNHOCTb CPeACTB U3MEPEHUA, MpefHa3HaYeHHbIX A1 U3MepPeHunii
[aHHOW hn3nyeckor BeMUYUNHbI.

MpumevaHne — Bua cpeacts VI3MepeHI/II7I MOXET BK/TloYaTb HECKOJIbKO X TUMOB.

[FOCT P 8.674—2009. nyHkKT 3.1]

3.3

BAUSIOLLAS BesIMUMHA: BESIMUMHA, KOTOpas He sABNSeTCS M3MEepPsieMoli, HO OKa3blBaeT BJ/IMsSiHME Ha
pe3ynibTaT NU3MepeHust.

[FOCT P 8.674—2009, nyHKT 3.2]

3.4

€AVNHCTBO |/|3mepeHvu7|: CocTosiHne VI3MepeHI/II7I, Nnpn KOTOPOM UX pe3ysibTaTbl BblpaXeHbl B O0MYyLIEH-
HbIX K NMPUMEHEHNIO B Poccuiickoii depepaymn eguHNLAX BEIMYNH, a NokKasaTesin TOYHOCTU I/I3Mep6HI/II7I He
BbIXOAAT 3a YCTaHOBJ/1EHHbIE TPaHULbI.

[PenepasnibHbIi 3aKOH [1]. cTaTbs 2. MYHKT 7]

3.5

n3mepeHue: CoBOKYMNHOCTb onepaLu/u‘/’l, BbIMNOJTHAEMbIX A1 onpeaeneHna Kosin4yeCTtBeHHOro 3Ha4eHunA

BEJINYUNHbI.
[PepepanbHbIi 3aKoH [1]. cTaTbs 2. NYHKT 8]

3.6

n3meputenbHas OYyHKUMS TeXHU4YecKoro cpepctsa: ®DyHKLMS, peannsoBaHHas B annapatHoii, an-
napaTHO-NPOrpaMMHOI WM NPOTrPaMMHOI YacTu TEXHUUYECKOro CpPeAcTBa, NMpefHasHauyeHHas Ais pelle-
HWsI KOHKPETHOW U3MepuTenbHol 3aa4u.

[Mpwnkas [5]. ctatbsa 1. nyHKT 36]

3.7
na3mepsiemasi BesimumHa: KoOHKpeTHasi BeNIMUmnHa, SBASALWAACS 06 bEKTOM N3MEPEHMSI.
[FOCT P 8.674—2009, nyHKT 3.4]

3.8

WHCTPYKUMS (PYKOBOZACTBO) MO 3KCh/lyaTauumn: 3TO AOKYMEHT, COLEPXallWii CBeAeHWUs O KOHCTPYK-
UMW, NpuHUMNe AelicTBUSl, XapakTepucTuMkax (CBOWCTBaX) M34e/vsl, ero COCTaBHbIX YacTAX W yKasaHus,
Heo6XxoAuMbIE /151 NMPaBU/IbHOW U 6e3onacHoli akcnyataunym usgenust (MCrnosib3oBaHns MO Ha3HauYeHUHo,
TEXHUYECKOTO 0GCNYXMBaHWS, TEKYLLErO PEMOHTA, XPaHEHUST U TPAHCMOPTMPOBAaHUS) N OLIEHOK €ro TeXHU-
UYEeCKOro COCTOSIHUS, a TakxKe CBeAeHUs Mo yTUIM3auumn U3gennst u ero CoCTaBHbIX YacTeil.

(TOCT P 56606—2015, nyHKT 3.2.5]

3.9

KaJ'II/I6pOBKa cpeacTs |/|3mepeH|/1|71: COBOKYINHOCTb onepau,mﬁ, BbIMOJIHAEMbIX B UENAX onpeaeneHuns
,D,el7lCTBI/ITefIbeIX 3HaYEeHUI METPOJIOTNYECKNX XapaKTepPUCTUK CcpencTs VI3MepeHl/Il7I.

(PenepasibHbIN 3aKOH [1]. cTatbs 2. NnyHKT 10]
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3.10

KOHTPOJIb TEXHUYECKOrO COCTOSIHUSI MEAWLMHCKUX W3genuii: MNpoBepka COOTBETCTBUSI 3HAYEHWIA
napamMeTpoB M XapakTepucTuk MW TpeboBaHMsSIM HOPMATUBHOM M 3KCM/lyaTauMoOHHOM AOKYMeHTauuu, Bbl-
SIBMEHNE N3HOLLEHHbIX U NMOBPEXAEeHHbIX YacTeli (oeTaneid), npoBepKa AeiicTBUSI BCEX 3aLMTHBLIX YCTPOCTB
1 6/10KUPOBOK, HAJIMUUS U BELEHUS SKCM/TyaTalVNOHHOM AOKYMEHTaUNN.

[FOCT P 56606—2015, nyHKT 3.2.8]

3.11

MeauUMHCKMe u3genusa: MU: Jllobble MHCTPYMEHTbI, annapartbl, Npubopbl, 06opyaoBaHne, MaTepu-
asibl N NMPOYNB N3AENNSA, NPUMEHSEMbIE B MEOULIMHCKUX LENsIX OTAENbHO UM B COYMETaHUU Mexay CoOoi,
a Takke BMecCTe C APYrMMU MNPUHAANEXHOCTSMU, HEOBXOAUMbIMU A1 NPUMEHEHUS YKa3aHHbIX U3Aes i
Mo HasHa4YeHWo, BK/KOYas crneunasibHoe nporpaMmmMHoe obecrneyeHne, U NpegHa3HavyeHHble MPOU3BOAM-
Tenem (M3rotoBuTenem) Ansa NpoduNakTUKWA, ANArHOCTUKW, NeYeHNs N MeAULUVHCKOW peabunmtaymmn 3a-
60/1eBaHNIA. MOHUTOPUHIA COCTOSIHMS OpraHM3mMa 4YefioBeka, NPOoOBeAeHUs MeAULWHCKUX WccreaoBaHui,
BOCCTa@HOB/IEHMS, 3aMELLEHUS], N3MEHEHNST aHATOMMYECKOM CTPYKTYpPbl Unn rU3NON0rMYecKnX OyHKLMIA
opraHuama, NpeaoTBpaleHus UM npepbiBaHUs 6epeMeHHOCTU, (YHKLUMOHas/IbHOE Ha3HaueHWe KOTOpbIX
He peannsyetcs NyTem hapMakosiormyeckoro, MMMYHO/IOFMYECKOro, FeHeTUYECKOTo NN MeTabosIMUYecKoro
BO34eNCTBNSA Ha OpraHn3m YesioBeka.

(PepepasibHbIN 3aKOH [6]. cTaTbs 38. MYHKT 1]

3.12

Mepa m3nyeckoli BennuMHbl: CpeacTBO U3MEPEHWA, npegHa3sHauyeHHOe [/ BOCMNPOU3BEAEHNS
NN xpaHeHNst PU3NYECKO BE/TMUUHBI OLHOTO WM HECKO/IbKUX 3aAaHHbIX Pa3MepoB, 3HAYeHMs KOTOPbIX
BblpaXeHbl B YCTAHOB/IEHHbIX eAMHMLAX U N3BECTHbI C HEO6XOAMMOI TOUHOCTBLIO.

[FOCT P 8.674—2009. MyHKT 3.5]

3.13

MEeTPOJIOTMYECKN 3HA4YMMOe TMpOorpaMmMHoe ob6ecrnedveHue: [porpaMmbl 1M MpPOrpaMMHble  MOAyNu,
BbINOMHAKOWME QYHKUUM cbopa, nepegayn, 06paboTKu, XpaHeHUs1 U NpeacTaB/ieHNs U3MepUTeSIbHOM WH-
chopmaumn. a TaKke napameTpbl, XapakTepusytowme TMn cpeacTBa U3MEPEHU A N BHECEHHbIE B Mporpamm-
Hoe obecneyeHue.

[FOCT P 8.674—2009, nyHKT 3.6]

3.14

MeTposiornyeckne TpeboBaHusa: TpeboBaHMsA K BAUSIOWUM Ha pe3ysibTaT M nokasaTenn TOYHOCTU U3-
MEpPEHNIN xapakTepuctTukam (napameTpam) U3MEPEHWA, 3Ta/IOHOB eAVHUL, BEIMYMH, CTaHAAPTHbIX 06pas-
LOB. CPeACTB U3MEPEHUIA, a TakKe K YC/IOBUSIM, MPU KOTOPbIX 3TU XapakTepuUCcTUKM (napameTpbl) AO/IKHbI
O6bITb 06ecneYeHbl.

(PepepasibHbIn 3aK0H [1]. cTaTbd 2. NYHKT 14]

3.15

nepruoanyeckue UcnbiTaHus: VIcnbiTaHWsi, NPOBOAMMbIE A1 onpefenieHnst NpaBUIbHOCTU OYHKLMO-
HUPOBAHUA N3Ae/NNs B KOHKPETHbI MOMEHT BPeMEHMU.

[FOCT P 56606—2015, nyHKT 3.2.12]

3.16

rnoBepka cpeAcTB M3MepeHuii (nmoBepka): COBOKYMHOCTb oOrnepauuii, BbIMOJSHAEMbIX B LENsX noga-
TBEPXAEHWS COOTBETCTBUSI CPEACTB U3MEPEHUI METPOJIOrMYECKM TPe6GOBaHWSM.

(PenepasnibHbIf 3aKOH [1], cTaTtbs 2. NyHKT 17]
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3.17

cpeacTBo M3mepeHuii; CU: TexHUYeckoe cpeacTBO, NpegHa3HaueHHOE [/151 USMepeHuiA.

(PepgepanibHblii 3aKoH (1). cTaTbs 2. NyHKT 21]

3.18

TEXHNYECKME CUCTEMblI U YCTPONACTBa C Wu3MepuTenibHbIMU yHKUmMaMN; TCYUD: TexHudeckue
CUCTEMbI M YCTPOIACTBA, KOTOPbIE HApPSAY C NX OCHOBHbIMU DYHKUMSIMU BbINOJTHSAOT N3MepUTeNbHble (PyHK-
umun.

(PenepasibHbIf 3aKOH 11]. cTaTbs 2. NyHKT 23]

3.19

TEXHUYEeCKNe TPebGOBaHUA K CpeacTBaM M3MepeHuii: TpeboBaHWS, KOTOpble OMNpesensitoT OCOGEeH-
HOCTWN KOHCTPYKLUMUW CPeAcTB MU3MepeHui (6e3 orpaHMYeHns X TEXHMYECKOro COBEPLUEHCTBOBaHUSA) B Le-
JNISIX COXPaHEHUS UX METPOJIOTMYECKMX XapaKTEPUCTUK B MPoLEecce 3Kcrnayataumm cpeacts U3MepPEHUid, Ao-
CTWXKEHNSI AOCTOBEPHOCTU pe3ynbTata M3MepPeHWu, nNpefoTBpaLleHNs HECaHKLMOHMPOBAaHHbIX HACTPOKM 1
BMelLaTes/IbCTBa, a Takke TpeboBaHusl, obecrneunBarole 6e30MNaCHOCTb W 3/1EKTPOMArHUTHYH0 COBMECTU-
MOCTb CpefiCTB N3MepEeHUIA.

(PenepasibHbI 3aKOH [1], cTaTbs 2. NYHKT 24]

3.20

TexHuyeckoe ob6cnyxmBaHve; TO: Komnnekc pernameHTMpoBaHHbIX HOPMaTUBHOW, TeXHUYeCKOW,
3KCNNyaTauMOHHOM AOKYMEeHTaumelh MeponpusaTuiii 1 onepaumii No nNoagepXaHuio 1 BOCCTaHOBJ/IEHMIO pa-
60TOCNOCOBHOCTUN U/IN NCNpaBHOCTN MU Mpn X UCNO/b30BaHNN NO Ha3HAYeHWo, NPesyCMOTPEHHOMY U3-
rotoBuTesieMm (Npon3BoanTesem).

(FOCT P 57501—2017, NyHKT 3.8]

3.21

TN cpeactBa MamepeHuii: CoBOKYNHOCTb CPeACTB M3MEPEHUIA OAHOro M TOro Xe Ha3Ha4yeHWsi, OCHO-
BaHHbIX HAa OAHOM M TOM >Xe MPUHUMNE AENCTBUS, UMEIOLWMX OANHAKOBYH KOHCTPYKLMIO N N3rOTOBJIEHHbLIX
Mo OA4HOM N TOWN e TEXHNYECKOW AOKYMEHTaLNN.

(PekomeHgauum (7). ctatbs 6.20]

3.22

PyHKUMA Ha3HauyeHust (OCHOBHas (OYyHKUMS) TEXHUYECKOro cpeactBa: PyHKuMa, peanmsauyms Ko-
TOpOIi SIBNAETCS OCHOBHOM LIeNb0 CO34aHUsl TEXHNYECKOTO cpeacTBa.

(Mpukas (5). ctatbs 1, NYHKT 38]

4 O6ume NonNoXeHns

4.1 K MNP OTHOCATCA TEXHUYECKME CUCTEMbI N YCTPONCTBA C N3MEPUTENIbHBIMU (PYHKUUSMU, NpUMe-
HsieMble B chbepe 34paBooxXpaHeHus u cornacHo [8] obecneunsaroLme:

- KONIMYEeCTBEHHbIE (YNCNEHHbIE) N3MEPEHUA (DU3NOIOTMYECKOTO NIN aHATOMUYECKOro napaMeTpoB;

- N3MEpPEeHus KOJIMYeCTBa, NOAAAIOLErOCA ONpeaesnieHNto, IHEPrumM UanN BeLLeCTB, BBEAEHHbIX WN Bbl-
BeEeHHbIX N3 YeNI0BEYECKOro opraHn3ma:

- BblpaXeHue pe3yNbTaTOB YKa3aHHbIX Bbllle U3MepeHnin B eAnHULAxX, AOMNYyCKaeMbIX K NMPUMEHEHNIO B
Poccuiickon depepaunu;

- npegHasHayeHne ns3genus, 6asMpoBaHHOE Ha TOUYHOCTU U3MEPEHWIA, 3aSB/IEHHOM MPSMO W/IX KOCBEH-
HO. YTO B C/lydae HecOOTBETCTBUSA 3asAB/IEHHON TOYHOCTU MOXET MPMBECTU K CYLECTBEHHOMY YXyALUEHUO
340pOBbs N 6€30MacCHOCTY NaymeHTa.
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4.2 K MUN®P oTHocATca MU. pe3dynibTaTbl U3MEPEHNI KOTOPOr0 OKa3blBalOT B/IMSHUE Ha K/IMHUYECKYHO
pe3y/bTaTUBHOCTL NpUMeHeHus MU B cdiepe 3paBoOXpaHeHuns. MNpu 3TOM n3MepuTesibHy0 OYHKUNIO Heob-
XOANMO OnpefeniaTbh, Kak AeNCTBUSA, HanpaB/ieHHbIe Ha NoJlydeHne U3MepuTenbHOW nHgopmMaunun — nHop-
MauMM O KOJSIMYECTBEHHbIX 3HAYeHUSX M3MEPEHHONM BeNUYUHbI, o6najaroweil CBOMCTBaMn, HeO6XO4UMbIMU
015 NPUHATUA peLleHns, B TOM Yuc/e NOCTaHOBKU K/TMHUYECKOTro AuarHo3a K/mam MeguuMHCKOro 3aktoveHus
(ocBuaeTenbcTBOBaHMA). MonyyeHne n OoTobpaxeHVe M3MepUTESIbHOW MHAOPMaLMM MOXET OCYLLeCTBAATb-
CA C MCMOJIb30BaHMEM MeTPOJIOTMYEeCKN 3HA4YMMOro MNporpamMmMHOro obecrnedenus. lNpegHasHavyeHne MUN®
[O/HKHO 6a3mMpoBaTbCA Ha TOYHOCTU M3MEPEHWUH, 3asiB/IEHHOW MPSMO W/ KOCBEHHO; HECOOTBETCTBME 3asB-
NEHHOWN TOYHOCTU MOXEeT MPUBECTM K CYLLEeCTBEHHOMY YXYALIEHUIO 340POBbSA NaumeHTa U NoABeprHyTb ero
OMacHOCTU.

4.3 MUND Hapsigy C OCHOBHOI (OyHKLUMEN BbIMOJSHAET naMeputenbHble OYHKLMN, UMEKLWMe COOTBET-
CTBYIOLLME XapaKTePUCTUKNU, MPUYEM UN3MepPUTESIbHblE (DYHKUMN ABNAKOTCA AOMNOSIHUTENBbHBLIMKU (BCNomora-
TeNbHbIMN) PYHKUMSAMUN B nNpoLuecce BbiNosiHeEHUA MAN® oCHOBHOM OyHKLMN.

4.4 N3mepuTenbHble PyHKUMM MU MOTYyT GbiTb peasin3oBaHbl C UICNOJIb30BaAHNEM:

* aBTOHOMHbIX/BCTPOEHHbIX CU;

- U3MepUTESIbHbIX KaHa/10B:

- MeTPOJIOTNYECKN 3HAYMMOro NPOrpaMMHOro obecrneyeHns, ABSIOWErocs yactbto M.

Mpym eya H U e — Ecnn uameputenbHas yHKUnA MUN® peanusyeTcs € UCNofib30BaHMEM MporpaMMHoro obe-
cneyeHus (MO), TO AOMKHbI 6bITb NPUHATLI Mepbl 3awmTbl MO OT HeCaHKUMOHWPOBAaHHbIX W3MEHEHWUI, KOTopble MOryT
NPUBECTU K UCKaOXKEHWNIO Pe3y/ibTaToB M3MEPEHWIA.

4.5 Ob6s3aTenibHoe noATBepxaeHne cooTseTcTBuA MNN® ocyllecTBNsSeTCca Ha OCHOBE NPUMEHEHUA ae-
Knapaumm O COOTBETCTBMW B KauecTBe pgokasaTefibCTBa COOTBeTCTBUS (HecooTBeTcTBMA) MUND kak TCYUND
yCTaHOB/IEHHbIM TpeboBaHWSAM C npwuiaraeMbiMW K HEW AOKyMeHTamu, MOATBEPXAaloWnMM COOTBETCTBUE
MWN® ycTaHOBMEHHbIM TpeboBaHUAM. B aeknapaumn o cOOTBETCTBUN 3aBUTESb MO CBOKO OTBETCTBEHHOCTb
3asBnseT, YTO geknapupyemMblie MN® coOoTBETCTBYHOT YCTaHOB/AEHHLIM TPEOOBaHUSAM.

4.6 OTHeceHne MUN®P K TEXHMYECKOI CUCTEME M YCTPOWCTBY C U3MePUTESbHbIMU DYHKLUMSIMU OCY-
wectBnsetca defepasibHbIM areHTCTBOM MO TEXHUYECKOMY peryimpoBaHuio U meTposiormm (PocctaHgapT)
Ha OCHOBaHWUM 3asiBKU. CBeAeHnsA 06 oTHeceHUn MNP K TeEXHNUYECKMM CUCTEMaM U YCTpPOiCTBaM C U3Mepu-
Te/IbHbIMU (DYHKUMAMM pa3MellaloT Ha odunumanbHOM caiTe PoccTaHgapta B MHAOPMAaLMOHHO-TENIEKOMMY-
HMKaLUNOHHOW ceTn VIHTEpPHET.

4.7 TlocnepoBartefibHOCTb, NOPALOK N CPOKN OTHECEHUA TEXHNYECKUX CPEACTB K TEXHUYECKUM CUCTEMaM
M YCTPOIiCTBaM C U3MepuTeibHbIMU DYHKUNAMUN YCTaHOB/EH Npukasom (5].

5 KOHTpO/1b COCTOSAHUA

5.1 OpraHusaymMoHHbIEe acnekTbl

Cnyxb6a ynpaB/fieHUs1 kKa4eCTBOM (U1 OTBETCTBEHHbI/ 32 NMPOU3BOACTBEHHbIV KOHTPO/Ib) MeAULIMHCKOMN
opraHusaumm cocTaBnseT NporpaMmMy KOHTPOJIS KavecTBa M NPOBOAUT OpraHM3auvoHHyro paboTy no ee pas-
paboTKe 1 COBEPLUEHCTBOBAHUIO.

Cnyxb6a ynpaBneHnss KayecTBOM (U1 OTBETCTBEHHbIN 3a NPON3BOACTBEHHbI KOHTPO/b) yCTaHaBNMBa-
eT nopsagok npuemkn MUV®. MyHKTbI AOorosBopa NocTaBKM UCMOML3YHT Npu nposegeHun npuemkn MANG B
3KcCnyartaumio.

O643aTesibHbIM TpeboBaHMEM Mpu NpuobpetTeHnn HoBbiIX MUND A0/kHO 6bITb Ha/lMumne aKcnayaraum-
OHHbIX OOKYMEHTOB, B YaCTHOCTU MHCTPYKUMM (pyKoBOACTBa) Nno akcnnyartauum MUN® un CU. Bxogdawmx B UxX
cocTas.

TpeboBaHWA K BBOAY B 3KCMJ/lyaTtauuio, BbIBOAY U3 IKCM/lyaTaunm 1 NpoLeccy aKcnayaraumm n nopsagok,
obecneumBaloWwnii X BbINOJSIHEHME, AO/MDKHbI COAEpXaTbCA B MHCTPYKUUM (PYKOBOACTBE) MO 3KchayaTaumm
MNN®.

5.2 Tunbl KOHTPOJIA COCTOAHNA MEeAULMHCKNX |/|3,u,en|/||7| C namMmepuTtesibHbIMN (*)yHKLI,I/IﬂMVI

KoHTposb cocTtosHuAa MUN® npoBOAAT B pamMKax KOHTPOA TexHuyeckoro coctoaHua (KTC) MU npu Ha-
NINYNN TEXHNYECKOTO 0B6C/TY)XMBaHWS.

Pa3znnyaloT Tpn TMna KOHTPOAA CoCTOAHUA MUND.

- NepPBUYHbIN KOHTPO/SIb — ucnbITaHuA (019 CU — nepBuyHas noeepka Man Kasimbposka), opraHusye-
Mble nocrtaswmkom MNP n npoBogmnmblie 40 ero BBOAa B 3KCriyarauuio,
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B epnoanYvecKnii KOHTPOSIb — UcnbiTaHuA (ana CU — nepunogmyeckasi noBepka UM KanmbpoBka), Npo-
BOAVMbIe yepe3 onpeaesieHHbI N3roToBMTeNIEM NEPMOL, BPEMEHW, HO HE pexe OL4HOro pasa e rog, B o6beme,
HeobxoaMOM A1 NOATBEPXKAEHUS COOTBETCTBUSA 3KCIM/lyaTauMOHHbIX N TEXHUYECKUX XapaKTepPUCTUK AAaHHO-
ro MMN® 3HaveHnsaAM, NpuBeAeHHbIM B MHCTPYKUUK (PYKOBOACTBE) NO 3IKCnyaTauuu, a npu noBepke — yka-
3aHHbIM B onncaHuu tuna CA:

- BHEMJIAHOBOW KOHTPO/SIb — ucnbiTaHusa (ansa CU — nepBuYHasi NoBepka wWin KannbpoBKa), MpoBoO-
OVMble nocne pemMoHTa wnu mogepHusaumnm MUNSP ansa noaTBepXOeHUSA COOTBETCTBUSA 3KCMN/yaTaunOHHbIX
(MeTponornMyecknx) U TEXHUYECKMUX XapakTepUCTUK AaHHOro MUN®. pernamMeHTUPOBaHHbIX MPOU3BOAUTESNEM
(npu NnoBepke — yka3aHHbIX B onncaHum tuna CW).

Okcnnyatauma MAND 6e3 feincTBYOWErNo AOKYMEHTA O KOHTPOJIe COCTOSAHUSA HE MOXET rapaHTMpoBaTb
TOYHOCTb MoKasaHuii aaHHoro MUN® n aBnsieTcs HapylleHnem TpeboBaHWI 3aKOHoAAaTeNIbCTBa B YacTu Npwu-
mMeHeHus CI.

KoHTposib cocTtosiHua MUN®P [osmkHbl NPOBOAUTL OpraHusaumun, akkpeguToBaHHble B YCTaHOBJ/IEHHOM
nopsiaKe Ha AaHHbIV BUA U3MepPeHUi (MOBEPKN/KaNTMBPOBKW/UCTIbITaHWA) KOHKPEeTHOro Tuna MNN®.

lMpoBepKy COOTBETCTBUSA 3HAYEHUI NapaMeTpoB NPOBOAAT C NPUMEHEHUEM KOHTPOJIbHO-N3MEPUTESIbHO-
ro obopyzoBaHusi, BHeCeHHOro B peectp CW/ n npowepgwero nosepky. NpymMeHAMOe Npu KOHTPOsIE COCTOSAHUSA
MUNND ncnbitatesisHoe 060pyAoBaHue AO/MKHO ObITb aTTECTOBAHO B YCTAHOB/IEHHOM MNOPS/KE.

Mpn koHTposie MUV n3mepeHuss Heo6xoAUMO MPOBOAUTL MO aTTeCTOBaHHbIM B YCTaHOBJ/IEHHOM [MO-
psgke metogam N3MepeHunin (MeTogMkam NOBEPKU NN KaJIMGPOBKN).

KoHTposnib cocTosiHusa MUN® He moryT npoBoguTh nogpasgeneHusa (nepcoHas), OCyuwlecTBASAKOWMNE ero
TexHM4Yeckoe 06CyXnBaHue.

Mpexae 4yem NpUCTynUTb K KOHTPOJIO, NPOBOAAT ugeHTudukaunto MNNP. MUNP gomkHbl 6biTb YETKO
naeHTUUUMpPoOBaHbIl. VaeHTudmrkaumsa BkIKOHaeT e cebsa: HauMeHOBaHMe W3roTOBUTENIS WM NOCTaBLUVKA,
HavMeHOBaHVe MoJsib30BaTens WM BMAagenbla, MeCTO U AaTy YCTaHOBKW, a Takke COOTBeTCTBylowume 060-
3HAYEeHUs1 TMNa, MOAENMN N CepUMHOro (3aBOACKOro) Homepa. Mpun KOHTPose OA4HO3HA4YHO UAEHTUUUMPYIOT
T™n unun sng CU. Bxogawmx B coctaB MUND. a Takke METPOSIONMYECKN 3HAYMMOE NporpamMmHoe obecneyveHune.
Heo6xoaumo Takke MpoBEpUTb VMHCTPYKUMIO (PYKOBOACTBO MO 3KCryaTtauun), MeToauky noBepku (s CU
YTBEPXAEHHOIO TMNa), KOMMAEKTHOCTbL MOCTaBKM M COOTBETCTBUE AOKYMEHTOB MNocTaBrieHHoOMYy MUU®. Mpn
NepBMYHOM KOHTPOJIE MOJTlyYeHHass MHAopMauus Ao/MkHa OblTb NMPOBEPEHA Ha COOTBETCTBME [OroBOpY Ha
rnocrasky.

Mporpamma KOHTPOAA KavecTBa A0/DKHA OblTb OCHOBaHa Ha aHann3e BCeX U3MepUTeNbHbIX (DYHKLMIA
MUK nocne nocTaBKW, MOHTaXa UM 3Ha4YUTeTIbHON Moandrkaumm MNND.

KauecTBeHHOe dyHKUMOHMpOBaHne MUV® 3aBUCUT OT MNpaBU/IbHOIO MOHMMaHWSA MNpuHUMna paboTbl
MUNND. Bce BMAbI KOHTPOSIA A0/MXKHbI ObITb MO0 yCTaHOBMEHbI B HOPMATMBHbLIX AOKYMeHTax (MeTtoaukax no-
BEPKU WU/IN YaCTHbIX cTaHgapTax Ha ucnosibayemoe MUN®). nnbo (Npu nx OTCYTCTBMMN) OCHOBaHbI Ha 3KCnep-
T3e N3roToBUTENS, pesysibTatax MPOBEPOK KOMMETEHTHbIX OpPraHOB WM OMbITe OpraHu3auuv, NpoBoAsLei
KOHTPOJ1Ib COCTOAHMA MNP,

Pe3ynbTaTbl KOHTPO/IA COCTOSHUA OOPM/IAIOT MPOTOKOMIaMW, TAe YyKa3blBaloT M3MEPEHHbIe 3HAYEHUS
napamMeTpoB, MX COOTBETCTBME TPebyeMbiM 3HAYeHWSM U BbIBOAbI O BO3MOXHOCTWU fasibHENLen 3Kcraya-
Tauum MUND. Bce Heobxogumble O BOCNPOU3BEAEHNS AaHHble, UCMOMb3yeMble NP KOHTPOJSie, BMeCTe C
pe3y/bTaTamu U3MepeHNin A0/MKHbI ObiTb 3aHECEHbI B MPOTOKOJ/. He06X0AMMO Takke BKIHUUTbL B NMPOTOKOJ
yC/0BUS NPOBEAEHUS N3MEPEHUIA, MECTO U AaTy NMPOBeAEHUs KOHTPO/IA, a Takke paMmuamm auy,. NpoBoAMB-
wux ero. NpoTokos1 ohopMASOT B COOTBETCTBUM € TpeboBaHmAMN TOCT MCO/M3K 17025.

Mosepky/kannbposky MNP nnn Bxogawmx B ero coctaB CY npoBogAT B COOTBETCTBMU C MpasuiamMmu,
YCTaHOB/IEHHbLIMMW YNOHOMOYEHHbIMY FrOCYAapCTBEHHbIMY OpraHamu, C Bblgayen JOKYMEHTOB YCTaHOBJ/IEHHO-
ro obpasua C ykasaHMeM BCeX U3MePUTE/IbHbIX KaHa/noB (CBMAETE/NIbLCTBO O MOBEPKE WU cepTudmkar Kanu-
6poBKN).

Mpyn HEO6XOAMMOCTM NMPOBEAEHMS MHBA3UBHOIO KOHTPOJIA nocsie ero nposegeHns MUN® fomkHbl 6bITb
BOCCTAHOB/IEHbl B MepBOHa4Ya/IbHOM Buae C o6ecrnevyeHMeM COOGIOLEHUS METPOSIOTMYECKUX U TEXHUYECKUX
TpeboBaHuii K CU.
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