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MNpegncnosne

1 PA3PABOTAH ®epepasbHbIM rOCYAAPCTBEHHLIM YHUTApPHbIM npeanpusatueM «Poccuiickuii Ha-
YUYHO-TEXHUYECKUIA LLeHTP MHpopMauMmn No cTaHgapTu3auun, MeTposiorMn 1 oueHKe cooTBeTCTBUA» (PryTl
«CTAHOAPTVIH®OPM>») 1 O6LLeCTBOM C OrpaHN4YeHHO 0TBETCTBEHHOCTbIO «MeaTexcTtaHaapT» {000 «Meg-
TexcTaHgapT»)

2 BHECEH TexHuyecknMm KoMuTeToMm Mo ctaHgaptunsauun TK 011 «MeguumHckue npubopsl, annapartsbl
1 obopyzoBaHme»

3 YTBEPX/EH W BBEJEH B JENCTBWE [Mpukazom ®eaepanscHOro areHTCTBa no TeXHUYECKOMY pe-
ryniMpoBaHuio n metposiornmn ot 17 mona 2019 r. No 391-ct

4 BBEJEH BIEPBbIE

MpaBuna NpUMEHEHNs HACTOSILLEr0 CTaHAapTa yCTaHoB/EeHbl B CTaTbe 26 ®eBpasnblioro 3akoHa
oT 29 uoHAa 2015 r. No 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». ViHdopmauns 06 un3-
MEHEHUSAX K HAaCTosILeMy CTaHAapTy Ny6/MKye TCS B eXXerofHoM (Mo cocTOsHMI0 Ha 1sHBaps TeKyLero
roga) MHopMaLnoTIOM yKasaTene «HaunoHanbHble CTaHAapThi», a ouLManbHblii TEKCT U3MEHEeHWi
M NonpaBoK — B €XeMeCcsYHOM MH(OPMaUMOHHOM ykasaTene «HauuoHanbHble cTaHaapThi». B cnyvae
nepecMoTpa (3aMeHbl) AN OTMEHbI HACTOSILLEr0 CTaHAapTa CooTBeTCTBYyLee yBefoMeHne byaeT
ony6/IMKOBaHO B GMXaWLLEM BbIMYCKE €XEeMeCAYHOro MH(OPMALMOHHOIO yKasaTensa «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYWWAs MHhopMaLusi, yBeOMIEHNE Y TeKCTbl pasMellalnTCca Takke B UH-
chopMaLMoHHO cucTeme o6LLero Nonb3oBaHNa — Ha oduumansHoOM caliTe degepanbHOro areHTCcTBa Mo
TEXHNYECKOMY PerysiMpoBaHuio 1 MeTposiorun B ceTn NMHTepHeT (www.gost.ru)

© CtaHpapTuHcopm. ochopmneHme. 2019

HacToswuii cTaHgapT He MOXeT GbITb NO/IHOCTHIO UK YACTUYHO BOCMPOU3BEAEH, TUPAXMUPOBAH U pac-
MPOCTPaHEH B Ka4yecTBe ohuLMasIbHOTO N3aHns 6e3 paspelueHnst defepasibHOro areHTCTBa No TeXHNYEeCcKo-
My perysiMpoBaHuio U MeTposiorum
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BBepeHve

B HacTosiLleM cTaHAapTe npeAcTasieHa cucTemMa KOHTPOS COCTOSTHUA MeULMHCKUX U3genuii ¢ name-
puTenbHbIMU OYHKLMAMK B NpoOLLecce aKCnayaTaumn.,

OC06EHHOCTb MEAMLMHCKUX N3AENNIA C M3MEePUTEbHLIMU (DYHKLMAMU COCTOUT B TOM, YTO OHW Nognaja-
0T nopg AelicTBue dpefepasbHbiX 3akoHOB [1] 1 [2], 1 B KauecTBe YCTPOIACTB, peann3ylLnx N3MepuTesibHbIe
OYHKLMK, [OMKHBLI B ONpefesieHHOW Mepe COOTBETCTBOBAaTb 0653aTesfibHbIM TPeboBaHUAM K U3MEpPeHusM,
OCyLLEecTBNsIEMbIM B chepe rocyjapCTBEHHOrO PeryimpoBaHusi obecneyeHns efUHCTBa N3MEPEHWIA.

HactoAwwmii ctaHgapT paspaboTaH C Lenbio npecTaBnTb noAxoAdbl K hopMupoBaHnio o6wmux Tpebo-
BaHWU K MeAMUMHCKAM U3LEeNVAM C U3MepUTENbHbIMU (DYHKLUSIMU, COrflacoBaHHble ¢ agnpekTueamu (3] u [4].

Pa3paboTka HacToslLLero craHgapta Bbi3BaHa HEOOXO0AMMOCTbIO YHUIMKALUN HOPMUPOBAHUS TEXHU-
YecKMX U MeTposiormyecknx TpeboBaHnin K KOHTPOJIO COCTOAHNA MeAULMHCKAX U34eNnii B mpoLiecce X aKc-
nayartayuu.

MexAayHapoHbIX aHanoroB HacTOsALWEMY CTaHAApPTy He cyllecTByeT. HacToAWMIA cTaHAapT oTpaxaeT
HaLMoHabHY0 crieundrky peannsaunm CUCTEMbl MeHeKMeHTa KayecTBa B MeguLmuHe.
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HALUWMWOHANbBbHBIA CTAHALAPT POCCUWNCKOW OEJLEPALUNMN

N3LENNA MEAVNUNHCKUNE C UBMEPUTE/IbHbIMU ®YHKLUUNAMN
KoHTponb cocToAHUA

Medical devices with measuring functions. Condition monitoring

Jata BBegeHns — 2019—12—01

1 O6nacTb NpUMeEHeHNs

Hactoswwmin ctaHgapT ycTaHasnveaeT o6wue TpeboBaHNsA K NPOBEAEHNIO KOHTPONS COCTOSHUA Meau-
LMHCKNX n3genunii ¢ nameputensHbiMu yHkumamm (MUN®).

2 HopMaTUBHbIE CCbIJIKU

B HacTosLEeM cTaHAapTe UCMOMb30BaHbl HOPMATUBHbIE CChIJIKM Ha CrieaylolimMe cTaHaapTbl:

FOCT ISO/IEC 17000 OueHka cooTBeTcTBMA. CrioBapb 1 06LMe NPUHLWNbI

FOCT MCO/M3K 17025 Obuyme TpeboBaHNs K KOMNETEHTHOCTU UCMbITaTeNbHbIX N KaSIMBPOBOYHbIX Na-
6opaTopuii

FOCT P M3K/TO 60788 V3penua meauumHckue anektpuyeckme. Crnosapb

NMpumMmeyaHue — MNpy NONb30BAHUM HACTOSALLMM CTAHAAPTOM LLeN1eCO06PA3HO NPOBEPUTL AENCTBUE CChINOYHbIX
CTaHAapToB B MH(DOPMALMOHHOI cucteme 06LLErO NOSIb30BaHUS — Ha OhuLManbHO»/ caiiTe PefepasibHOro areHTcTBa no
TEXHUYECKOMY PETY/IMPOBAHUI0 Y METPOIOTMN B CETU VIHTEPHET UK NO €XEero4HOMY MH(DOPMAaLMOHHOMY ykasaTtento «Ha-
LMOHasIbHbIE CTAHAAPTbI», KOTOPbIV ONy6MKOBaH NO COCTOSIHWIO Ha 1 AiHBapS TeKyLero roaa, v no BbiMyckam exBmecsy-
HOro MHHOPMALMOHHOTO yKkasaTens «HauuoHanbHble CTaHAapPTbI» 3a TeKyLW Wi rog. ECnu 3a»/eHeH CCbINOYHbIA CTaHAapT,
Ha KoTopblii AaHa HeJaTMPOBaHHAA CCblNka, TO PeKOMEeHAYeTCA UCNo/b30BaTh AeCTBYIOLLYI0 BEPCUIO 3TOrO cTaHhapTa
C yueTa»/ BCeX BHECEHHbIX B [JaHHYH BEPCUI0 U3»NeHeHUIA. ECNn 3a»/eHEH CCbINOYHbIN CTaHAAPT, HAa KOTOPbIA AaHa fgaTu-
poBaHHas CCblNka, TO peKOMeHAyeTCA UCNOo/b30BaTh BEPCUIO 3TOTO CTaHAAapTa C yka3aHHbI»/ Bbllle rOA0M YTBEPXAEHUS
(NpuHsTHSA). ECnn nocne yTBEPXKAEHUS HACTOSILLErO CTaHAAPTA B CCbIIOYHbIA CTAHAAPT, HA KOTOPLIA AaHa f4aTupoBaHHas
CCblNIKa, BHECEHO N3MEHeHWe, 3aTparusatoLiee nonoXeHne, Ha KOTopoe AaHa CCbifika, TO 3TO NOMoXeHNe peKOMeHAyeTCs
NPUMEeHATL 6e3 yyeTa JaHHOI0 U3MEHEHUS. ECM CCbINOYHbIM CTaHAAPT OT»/eHEH 6E3 3aMEHbI, TO NOMIOXEHNE, B KOTOPOM
[laHa ccblfika Ha Hero, pekoMeHAyeTCA Npu»/eHATb B YacTu, He 3aTparnBatoLeil 3Ty cCblsky.

3 TepMuHbI 1 onpegeneHus

B HacTosiLem cTaHAapTe npuMeHeHbl TepMuHbl no FTOCT P M3K/TO 60788 n FOCT ISO/IEC 17000. a
Tawkke cnegyoLie TEPMUHbI C COOTBETCTBYIOLLMMI ONpeaeneHnamu:
31

akkpegnTauua: MoaTBepxaeHNe COOTBETCTBUS TPeTbell CTOPOHOIA, OTHOCSILLEECS K OpraHy Mo oLeHke
COOTBETCTBUSA U criyXallee ovuUManbHbIM NPUSHAHWEM Er0 KOMMETEHTHOCTY [/151 BbIMOTHEHUS KOHKPET-
HbIX 3a/ia4 Mo OLLeHKe COOTBETCTBYUS.

[FOCT P 56606—2015, nyHkT 3.2.1]

M3paHue oduymansHoe
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3.2

BUJA cpoacTBa mamepeHuii: CoBOKyNHOCTb CPEACTB U3MEPEHUI, NpeAHa3HaYeHHbIX AN U3MepeHuii
LAHHON (PU3NYECKOI BESTNYMHBI.

NMpumMmeyaHue — Bug cpeacTs U3MepeHuii MoXeT BKIOUaTb HECKO/IbKO UX TUMOB.

[FOCT P 8.674—2009. nyHkT 3.1]

3.3

BAMAOLLAA BeNuuMHa: BenmumHa, KoTopas He AB/IAETCA U3MepPsAeMol, HO OKasbiBaeT B/MSHME Ha
pesynbTaT UsMepeHus.

[FOCT P 8.674—2009. nyHKT 3.2]

34

€AUHCTBO n3mepeHuii: COCTOsIHUE N3MEPEHUiA, MPU KOTOPOM UX pPe3y/ibTaTbl BbipaXeHbl B AONYLLEH-
HbIX K TpUMeHeHUto B Poccuiickoii ®efepauuy eiMHULAX BEIMUMH, a Nnokasatenv TOUHOCTU U3MEPEHWIi He
BbIXOAST 32 YCTAHOBJ/IEHHbIE FPaHMLbI.

[®epepanbHbiil 3akoH [1], cTaTbs 2. NyHKT 7]

35

n3mepeHne: CoBOKYNHOCTb ONepaLmii, BbINOMHAEMbIX A/15 ONpefesieHNst KoNIMYeCTBEHHOTO 3Ha4YeHUs
BE/IMYUHBI.
[®epepanbHbIit 3akoH [1]. cTaTbs 2. NYHKT 8]

3.6

n3mMepuTenbHana MYHKLUA TEXHUYECKOTO cpeAcTBa: ®YHKUWS, peasiM3oBaHHas B annapartHoii, an-
napaTHO-NPOrpaMMHOI UM NPOrPaMMHOI YacTV TEXHUYECKOTO CpPeACcTBa, NpefHa3HaueHHas Ans pelle-
HUSI KOHKPETHO M3MepUTENLHON 3aaaun.

[Mpukas [5]. ctatbs 1. nyHKT 36]

3.7
nsmepsiemasn BesiMinHa: KoHKpeTHas BeMunHa, SBAALWancs 06beKkToM N3MepeHus.
[FOCT P 8.674—2009, nyHKT 3.4]

3.8

WHCTPYKUMA (PyKOBOACTBO) NO akcnayataunn: 3T0 JOKYMEHT, CoAepXallnii CBEAeHNSI O KOHCTPYK-
Uy, NpuHUMNe AeicTBUS, XapakTepucTukax (CBOWCTBAx) M3fenusi, ero COCTaBHbIX YaCTSAX U yKasaHus,
HeobxoAuMble NS NPaBUIbHON 1 6e30nacHoi akcnayaTauumn n3genvsa (MCnosb3oBaHWsA MO Ha3HAYeHuHo,
TEXHNYECKOro 06CNY)XMBAHUSA, TEKYLLLEro PeMOHTa, XpaHeHUs 1 TPaHCNOPTUPOBAaHUA) U OLEHOK ero TeXHU-
4eCKOro COCTOSIHMSA, a TakKe CBefeHUs no yTuaMsaunm n3genns n ero CoCTaBHbIX YacTei.

[FOCT P 56606— 2015. nyHKT 3.2.5]

3.9

KannbpoBka cpoAcTB u3MepeHuii: COBOKYMHOCTb Onepauuii, BbINOMHAEMbIX B LENsxX onpegeneHns
LeCTBUTENbHbIX 3HAYEeHW i METPOIOTMYECKUX XapakTepUCTUK CPEACTB N3MEPEHWIA.
[®epepanbHbIit 3akoH [1]. cTaThs 2. NyHKT 10]
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3.10

KOHTPO/Ib TEXHUYECKOTO COCTOSIHUS MEeAULMHCKUX 13aenunii: MpoBepka COOTBETCTBUS 3HAYEHWI
napaMeTpoB U XxapakTepuctuk M/ Tpe6oBaHUSIM HOPMATUBHOW W 3KCN/yaTalMOHHON JOKyMeHTaLUMK, Bbl-
SIBNIEHNE U3HOLLIEHHbIX 1 MOBPEXAEHHbIX YacTeil (aeTaneit), npoBepka AeiCTBUS BCEX 3aLLUTHbIX YCTPOWCTB
1 GIOKMPOBOK, HANIMUMSI N BeEHUSI AKCTTyaTaLMOHHON AoKyMeHTauum.

[FTOCT P 56606—2015. nyHKT 3.2.8]

311

mMefuuuHckne nsgenna; MU: Nliobble MHCTPYMEHTHI, annapaTtbl, Npu6opbl, 06opyaoBaHue, Matepu-
anbl 1 npoyve n3genus, NpYMeHseMble B MeAULMHCKUX LensX OTAENbHO WU B COYeTaHuy mexay coboi,
a TaKkkKe BMecTe C APYrMMU NPUHAANEXHOCTAMU, HEOBXOAMMbIMU AN NPUMEHEHUS YKa3aHHbIX U3aenuii
Mo HasHayeHWo, BKIOYasA crneumanbHoe nporpaMMHoe obecneveHve, W nNpegHasHauvyeHHble NPOU3BOAU-
Tenem (n3rotoBuTenem) 4ns NPoUNAKTUKU, AMArHOCTUKU, JIEYEHUS U MeAULMHCKON peabunutauun 3a-
60/1eBaHN. MOHWTOPUHTA COCTOSAHWSA OpraHvM3mMa 4esioBeka, NPOBEefEHUs MeAULMHCKUX WCCNefoBaHui,
BOCCT@HOB/IEHWS, 3aMeLLeHNs, N3MEHEHUS aHaTOMUYECKOl CTPYKTYPbl WAN M3NOA0TMYECKNX (OYHKLWIA
opraHusmMa, npefoTBpalleHns Win npepbiBaHns 6epemMeHHOCTU, (YHKLMOHa/IbHOE Ha3HavyeHne KOTOopbIX
He peanu3yeTcs nyTem hapmakoormyeckoro, MMMyHOI0rMYECKOTro, FTEHETUYECKOTO UM MeTabomyeckoro
BO3[e/iCTBMA Ha OpraHnu3M 4YesioBeka.

[®enepanbHbiii 3aKoH [6]. cTaThs 38. NyHKT 1]

3.12
Mepa (DVI3VI‘-IECKOVI BEJ/INYUNHbI: Cpe,ﬂ,CTBO VI3Mep9HI/II7I, npeagHasHa4yeHHoe A4 BOCnpouseseaeHns

n/nnn XpaHeHusa Cbl/l3VIHGCKOI7I Be/IMYNHbI OAHOIo UK HECKOJIbKNX 3adaHHbIX pa3mMepoB, 3Ha4YeHNA KOTOPbIX
BblpaXeHbl B YCTaAHOB/1EHHbIX eANHNLaxX N U3BECTHbI C He06xo,q|/|M0171 TOYHOCTbHO.

[FOCT P 8.674—2009. nyHKT 3.5]

3.13

MeTpPONOrMYeckn 3HayMmoe nporpaMmHoe obecneuveHue: MporpaMmbl ¥ MPOrpaMMHbIE MOZY/N,
BbINOMHSAOWME PYHKLMN c6opa, nepefayn, 06paboTkn, XpaHEHUS U NPeACTaB/EHUs U3MEePUTENbHOW UH-
dhopmauumn. a Takke napameTpbl, XapakTepuayLue Tn cpescTea U3MEPEHUIA 1 BHECEHHbIE B NPOrpamm-
Hoe oGecneyeHune.

[FOCT P 8.674—2009, nyHKT 3.6]

3.14

MeTponornyeckme Tpe6oBaHusa: TpeboBaHUs K B/IMSAKOLLMM Ha pe3y/ibTaT 1 nokasaTesi TOYHOCTU U3-
MepeHUii xapakTepucTrkam (napameTpam) U3MEpPeHuii, 3TaIOHOB eAVNHUL, BEIMUYMNH, CTaHAapTHbIX 06pas-
LIOB. CPEeACTB U3MEPEHUIA, a Takke K YC/I0BUAM, NPU KOTOPbIX 3T XapakTepucTuki (napameTpbl) AO/IKHbI
6bITb 06ECneYeHbl.

[®epepanbHblii 3aKoH [1], cTaTba 2. NyHKT 14]

3.15

nepuoamyeckme ncnbliTaHus: VicnbiTaHUs, NpoBoAMMbIE 4151 ONpeseneHns NpaBuIbHOCTU hyHKLMO-
HUPOBAHUSA U3AENNSI B KOHKPETHbIi MOMEHT BPEMEHH.

[FOCT P 56606—2015, nyHKT 3.2.12]

3.16

nosepka CpeAcTB uM3MepeHuii (noepka): COBOKYMHOCTb Onepawuii, BbINOSHAEMbIX B LENsX noa-
TBEPXAEHUSI COOTBETCTBUSI CPELCTB M3MEPEHUI METPOIOTUYECKUM TPEGOBAHUSIM.

[®epepanbHbiil 3aKoH [1]. cTaThs 2, NyHKT 17]
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3.17

cpoAcTBO u3MepeHuin; CU: TexHuueckoe CpefcTBo, NpefHasHauyeHHoe AN N3MEPEHNIA.
[®enepanbHbIii 3akoH [1]. cTaTbs 2. NyHKT 21]

3.18

TEXHWYECKME CUCTEMbl U YCTPOWCTBA C U3MepUTenbHbIMU DYHKUUSMU; TCYUND: TexHuyeckve
CUCTEMbI 1 YCTPOICTBA, KOTOPbIE HAPSIAY C UX OCHOBHLIMU (DYHKLMSIMU BbINOSHSIIOT U3MEpPUTESIbHbIE (DYHK-
Lmm.

[®epepanbHbIit 3akoH [1]. cTaThs 2. NyHKT 23]

3.19

TexHuyeckne TpeboBaHMs K cpeacTBamM M3MepeHuii: TpeboBaHus, KOTOpble ONpeaesisiioT 0CO6EH-
HOCTU KOHCTPYKUUW CPeACTB usMepeHuii (6e3 orpaHM4yeHns Mx TEXHNYECKOro COBEPLLUEHCTBOBAHMUSA) B Lie-
NAX COXPaHEeHUsA UX METPOSIOTMYECKNX XapaKTePUCTUK B MpoLecce aKcnyataumm CpeacTB NsMepeHuit, oo-
CTMXXEHNSA [OCTOBEPHOCTM pesynbTaTa USMepeHunii, NpeaoTBpaLLeHUs HECAHKLUMOHMPOBAHHbLIX HACTPOKN 1
BMellaTenbCTBa, a Takke TpeboBaHus, obecneunBarLme 6€30NacHOCTb U 3/1IEKTPOMArHNTHYH COBMECTU-
MOCTb CPeACTB U3MEPEHWUIA.

[®epepanbHbIil 3aKkoH [1], cTaTbs 2. NyHKT 24]

3.20

TexHuyeckoe ob6cnyxuBaHue; TO: Komniekc pernameHTMpOBaHHbIX HOPMATWBHON, TEXHW4ECKOM,
3KCMNyaTaunoHHOW foKyMeHTaumeli MeponpusTuii 1 onepawmii no noafepXaHuio U BOCCTAHOB/IEHNIO pa-
60TOCMOCOGHOCTN MM MCNPaBHOCTM MU NpW UX KCNO/b30BAHWUUN MO HA3HAYEHWUIO, NPESYCMOTPEHHOMY U3-
rotoBuTenem (MpousBoauTenem).

[FOCT P 57501—2017, nyHkT 3.8]

3.21

TUN cpefcTBa u3mepeHuit: CoBOKYNHOCTb CPEACTB U3MEPEHUIA OAHOIO 1 TOTO Xe Ha3HAYEHUS, OCHO-
BaHHbIX HA OJHOM M TOM e NpuHUMNe AeliCTBUS, UMEeOLLNX OANHAKOBYIO KOHCTPYKLVIO U U3TOTOB/IEHHBIX
no OAHOW ¥ TOW € TEXHUYECKON [OKYMeHTaLWN.

[PekomeHpauuu [7]. cTatba 6.20]

3.22

P YHKLMA HasHayeHUs (OCHOBHasA PYHKLMS) TEXHUUYECKOro cpefcTBa: PyHKUMA, peanm3aumsa Ko-
TOPOW ABNSIETCA OCHOBHOM LiefIblo CO3A4aHNs TEXHNYECKOro cpeacTsa.

[Mpukas [5]. ctatbs 1. NyHKT 3B]

4 O6uwme rnonoxXeHms

4.1 K MU ® oTHOCATCA TEXHUYECKME CUCTEMBI U YCTPONCTBA C U3MEPUTE/IbHLIMU (DYHKLUSMU, NpuMe-
HAeMmble B cihepe 34paBoOXpaHeHns v cornacHo [8] obecneyvBatowyme:

- KONMYeCTBEHHble (YNCNEHHbIE) N3MepeHNs (N3N0NOTMYECKOTO U aHATOMWUYECKOTO NapameTpos;

- U3MEepeHus Ko/myecTBa, NoAfaloWweroca onpeeseHunio, SHepruu Win BeLWecTs, BBEAEHHbIX WU Bbl-
Be[IeHHbIX 13 Yes/I0BeYeCcKoro opraHusmMa,

- BblpaXeHue pe3ynbTaToB yKa3aHHbIX Bbllle U3MEpPeHuit B eAnHMLax, AoNyCcKkaeMbiX K NPUMEHEHUIO B
Poccuiickoii depepauun.

- npegHasHauyeHve nsgenus, 6asMpoBaHHOE Ha TOYHOCTU U3MEPEHUIA, 3asB/IEHHON MPSMO WU KOCBEH-
HO. YTO B C/ly4ae HecOOTBETCTBUA 3asfB/IEHHOW TOYHOCTY MOXET MPUBECTU K CYLLECTBEHHOMY YXY[LUEeHWIO
3040pOBbA 1 6€30MacHOCTY naymeHTa.

4
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4.2 K MUN® oTHocsTCA MW, pesynbTaTtbl M3MEepPeHuii KOTOPOro OKasblBaloT B/IMSIHAE HA KIMHWYECKYHO
pe3ynbTaTMBHOCTbL NpUMeHeHuss MU B chepe 3gpaBooxpaHeHus. Mpy 3ToM n3mepuTenbHyo yHKL M0 Heo6-
XOAMMO onpefenaTb, kak 4eiiCTBNA, HanpaB/ieHHbIe Ha No/yYeHe nsmepuTenbHoin nHdopmauum — nHdop-
Mauuy O KONIMYECTBEHHbIX 3HAYEHNAX U3MEPEHHON BennyuHbl, obnajatolleii CBoOMCTBaMM1, HEOOGXOANMbIMM
ONS NPUHATUA peLleHns, B TOM Yuce NoCTaHOBKU KIMHNYECKOro AnardHosa uywim meguLmHCKOro 3akioyeHns
(ocBmpaeTenscTBoBaHWA). MonyyeHne v oTobpaxeHne U3MepUTenbHON MHGOpPMaLuM MOXeT OCYLLeCTBAATb-
CA C UCNO/Ib30BaHMEM METPOJSIOTMYECKU 3HAYMMOrO nporpaMMHoro obecneyenus. lMpegHasHadyeHne MANGD
[O/MKHO 6a3vpoBaTbCA Ha TOYHOCTU M3MEPEHWI, 3adBNEHHON NPAMO UM KOCBEHHO; HECOOTBETCTBME 3asB-
JIEHHON TOYHOCTU MOXEeT NPMBECTN K CYLLEeCTBEHHOMY YXY/LUEHNIO 3[40POBbS NauveHTa v NoABeprHyTb ero
onacHoCTH.

4.3 MUN® Hapsily C OCHOBHOW (DYHKLMEW BbIMNOMHSAET U3MEPUTESbHbIE (DYHKLMMW, MMEKLLMe COOTBET-
CTBYIOLLME XapaKTePUCTUKK, MpUYeM n3MepuTesibHble (YHKUWN ABASAIOTCA AOMOMHUTENbHbIMU (BCMOMOra-
TeNbHbIMK) PYHKLUMAMU B NpoLiecce BbiNoSHEHUs MNN® 0CHOBHOM dhyHKLMN.

4.4 iameputenbHble yHKUUM MU MOryT 6bITb peann3oBaHbl C UCNOJIb30BaHUEM,;

- aBTOHOMHbIX/BCTPOEHHbIX CU;

- U3MepUTEe/IbHbIX KaHa0B;

- MEeTPO/IOrMYECKN 3HAYMMOro NPorpaMMHOro obecneveHns, ABAAIOLWEroca YacTbio MUL.

MpumevyaHne — Ecnun nsmeputenbHaa dyHkuns MANS® peannsyeTcs ¢ ucnonb3oBaHMem nporpammHoro obe-
cneyenus (MO), TO fOMKHbI OblTb NPUHATHI Mepbl 3alnTbl MO OT HECAHKLMOHUPOBAHHbIX U3MEHEHWIA, KOTOpble MOryT
NPUBECTU K UCKAXEHWNIO Pe3y/ibTaToB N3MeEPEHWA.

4.5 O6s3aTenbHoe NnoaTBepxXaeHue cooTeeTcTBma MAN® ocywecTBiseTcs Ha OCHOBE NMPUMEHEHNs de-
Knapauum o COoTBETCTBMM B KayecTBe [oKa3aTesibCTBa COOTBETCTBMA (HecooTBeTcTBUSA) MU kak TCYND
YCTAHOB/IEHHbIM TPE6OBaHWAM C MpuiaraeMbiMA K Hell [JOKyMeHTaMu, NoATBepXAawluuMy COOTBETCTBUE
MWN® ycTaHOBNEHHbIM TpeboBaHUsAM. B geknapauum o cOOTBETCTBUM 3asiBUTE/b NOA CBOK OTBETCTBEHHOCTb
3asBAseT, 4To Aeknapmpyemble MN® cooTBETCTBYHOT YCTAHOB/IEHHbLIM TPEGOBAHMSAM.

4.6 OTHeceHne MUN® K TEXHWYECKOW CUCTEME W YCTPOMCTBY C U3MEPUTESIbHbIMU (DYHKLUAMU OCy-
wecTtBnseTca ®efepasibHbIM areHTCTBOM MO TEXHUYECKOMY perynvMpoBaHutio n metponorun (PocctaHgapt)
Ha OocHoBaHWW 3asBku. CBefeHus 06 oTHeceHnn MU K TEXHUYECKUM CUCTeMam 1 YCTpOlicTBaM € n3Mepu-
TeNbHbIMU PYHKUUSIMU pa3meLLarnT Ha odmLmanbHOM caiiTe PoccTtangapta B MH(pOpPMaLMOHHO-TENEKOMMY-
HUKaLVOHHON ceTn MHTepHerT.

4.7 NocnepoBaTte/lbHOCTb, NOPALOK W CPOKN OTHECEHUSA TEXHUYECKUX CPEACTB K TEXHUYECKUM CUCTEMaM
1 YyCTPOCTBaM C N3MEPUTENbHBLIMU (PYHKLMAMU YyCTaHOB/EH npuka3om (5).

5 KOHTpOnb coctosHusA

5.1 OpraHn3auMOHHble acnekTbl

Cnyx6a ynpaBfieH/s ka4ecTBOM (MM OTBETCTBEHHbI 32 NPOV3BOACTBEHHbIA KOHTPO/b) MEAULMHCKOM
opraHv3auun cocTaBnsieT NporpamMmmy KOHTPO/IA kadecTBa M MPOBOAUT OpraHv3aunoHHyo paboTy no ee pas-
paboTke 1 COBEpPLUEHCTBOBAHMIO.

Cnyx6a ynpaBfieHVs ka4ecTBOM (M1 OTBETCTBEHHbIN 3a NPOU3BOACTBEHHBIN KOHTPO/Ib) yCTaHaBNMBa-
et nopagok npueMkn MUN®. TlyHKTbI AOroBopa NOCTaBKM UCMOMNbL3YIOT NpU npoBefeHun npuemkn MNVNO B
aKcnayaTaumio.

Ob6s3aTesnibHbIM TpeboBaHWeM npu npuobpeTeHnn HoBbIXx MUNP fo/KHO BbITb HaNUUYne akcnayarauu-
OHHbIX JOKYMEHTOB, B 4aCTHOCTU MHCTPYKLUMKN (pykoBOACTBA) no akcnayaTtauum MUAN® n CA. eBxoasawmx B nx
cocTas.

TpeboBaHuA K BBOAY B aKCMyaTaLumio, BbIBOAY U3 3KCnayaTalmn n npoueccy akcnayatauu v nopsgok,
obecneunBaloLmMii UX BbINOSIHEHWE, AO/MKHbI COAEPXaTbCs B MHCTPYKUMM (PYKOBOACTBE) MO 3KCMyaTauuu
MNN®.

5.2 Tunbl KOHTPONA COCTOSAHUS MEAULUHCKUX U3LENNIA C U3MEPUTENbHBIMU PYHKLUAMN

KoHTposb cocTtoaHns MAV® npoBoAAT B paMKax KOHTPOS TeXHUYeckoro coctosHns (KTC) MU npu Ha-
NNYUN TEXHUYECKOTrO 06CAYXNBAHUS.

Pa3snuyatot Tpu TMNa KOHTpoaa coctosaHna MNN®.

- MEepBUYHbIN KOHTPO/b — UCNbITaHuA (ans CU — nepBuyHas nosepka Wan kanvmbpoBka), opraHusye-
Mble nocTtasLwukom MN® 1 nposoAvMbIe 4,0 €ro BBOAA B 3KCMyaTauuio;
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- nepuoguyeckuii KOHTposb — ucnbiTanua (4ns CU — neprognyeckas nosepka nnv kannéposka), Npo-
BOAVMbIe Yepe3 onpeaeneHHbI N3rotoButenieM Nepuog BpeMeH, HO He pexe OAHOro pasa B rof, B o6beme,
HeobxoAVMOM A/1A NMOATBEPXAEHNSA COOTBETCTBUA IKCMIyaTaLMOHHbIX U TEXHUYECKMNX XapaKTepUCTVK faHHO-
ro MUN® 3HayeHnsM, NpuBeEeHHbIM B UHCTPYKLMK (PYKOBOACTBE) NO 3KCnayatauuu, a npu noBepke — yka-
3aHHbIM B onucaHuu tuna CU;

- BHENJIaHOBOW KOHTPO/Ab — wucnbiTanusa (ans CA — nepsBuyHasa nosepka wan Kanmbposka), NPOBO-
OUMble Moc/sie peMoHTa Wi mogepHusaumn MUN® ana nofaTeepXAeHnss COOTBETCTBUA IKCNyaTaLMOHHbIX
(MeTpoNornyeckmx) N TEXHNYECKNX XapakTepuUcTuk gaHHoro MUN®. pernaMmeHTMpOBaHHbLIX Npou3BoAUTENEM
(Npn noBepke — yKa3aHHbIX B onucaHun Tuna CH).

Okcnnyatauus MAN® 6e3 aelicTBYOLWErO AOKYMEHTA O KOHTPOJIE COCTOSIHUSA HE MOXET rapaHTupoBaTb
TOYHOCTb MokKasaHuit gaHHoro MUV® n aBnseTca HapylweHneM TpeboBaHWi 3akoHoAaTeNbCTBa B YacTh Npu-
meHeHus CA.

KoHTposnb coctositHna MAN® fonkHbLI NPOBOAUTL OpraHu3auun, akkpeauToBaHHble B YyCTAHOBIEHHOM
nopsgke Ha AaHHbI BUA N3MepeHunin (noBepkn/kannbpoBKn/UCNbITaHni) KOHKpeTHoro Tuna MNN®.

MpoBepKy COOTBETCTBUS 3HAYEHMUI NapaMeTpoB NMPOBOAAT C MPUMEHEHNeM KOHTPO/IbHO-U3MepUTENbHO-
ro o6opyfoBaHns, BHeCeHHoro B peectp CU n npoluegluero nosepky. NprMeHnMMoe npy KOHTPOie COCTOAHNSA
MWN® ncnbiTatensHoe obopypoBaHue [O/IKHO ObiTb aTTECTOBAHO B YCTAHOB/IEHHOM NOpPSJKe.

Mpu koHTpone MUN® n3mepeHnss Heo6X0AVMMO MPOBOAUTL MO aTTeCTOBaHHLIM B YCTAHOB/IEHHOM MO-
psiike MeToAaM U3MepeHunii (MeToamKam NOBEPKN WU KasTMBPOBKN).

KoHTposnb coctosiHua MUN® He mMoryT npoBoAuTb nogpasfeneHns (nepcoHasn), ocyllecTBnsAoLmne ero
TexXHn4Yeckoe ob6CnyxnBaHue.

Mpexae yem NpPUCTYNUTb K KOHTPOI0, NPOBOAAT naeHTudnkaunio MUUD. MNP aomxHbl 6bITb YETKO
naeHTUUUMpPOBaHbl. MaeHTudukauusa BkIYaeT B cebs: HaMMeHOBaHWe W3roTOBUTENA WKW MOCTaBLUMKa,
HauMeHOBaHWe Mnofb3oBaTens v BNagenbua, MecTto W gaTy yCTaHOBKW, a Takke COOTBeTCTByLie 060-
3HaYeHust TMnNa, MOAEN U CepuiiHOro (3aBofACcKoro) Homepa. Mpu KOHTPOsie 04HO3HAYHO MAEHTUULMPYIOT
TN wnu Bug CU. Bxogsawmx B coctaB MUN®. a Takke MeTpoNornyeckn s3Haummoe nporpamHoe obecneyeHve.
HeobxoanMmo Takke NpoBEpUTb MHCTPYKUMIO (PYKOBOACTBO MO 3Kchayatauum), MeToavky nosepkn (ana CU
YTBEPXAEHHOIO TUNa), KOMNAEKTHOCTb MOCTaBK/N M COOTBETCTBME [OKYMEHTOB noctasieHHoMy MUU®. Mpu
NepBUYHOM KOHTPOJIE MONyYeHHas WHGOPMaLmMsA [0/KHA ObiTb NPOBEpPeHa Ha COOTBETCTBME [0roBOPY Ha
nocTaBKy.

MporpamMmmMa KOHTPO/A KayecTBa [O/hKHA OblTb OCHOBAHA Ha aHasnn3e BCEX U3MEPUTESNbHbIX (DYHKLUIA
MWWN® nocne noctaBku, MOHTaXa WU 3HaUMTENbHOU Mogudmkaymn MUNS.

KayectBeHHOe (hyHKumoHnpoBaHne MWN® 3aBMCUT OT NpaBu/IbHOTO MOHUMaHWUA NpuHUMNa paboTsl
MWW ®. Bece BUAbI KOHTPONS AO/XKHbI ObITb 160 yCTAHOBMNEHBI B HOPMATUBHbIX JOKyMeHTax (MeToAukax no-
BEPKN UMM YacCTHbIX CTaHgapTax Ha ucnonbsyemoe MAN®). nnbo (Npu nx oTCyTCTBMM) OCHOBAHbI Ha aKcnep-
TWU3e U3roTOBUTENSA, pe3ysibTaTax NMPOBEPOK KOMMNETEHTHbIX OPraHOB WU OMbiTe OpraHusauvun, NposogdLlei
KOHTPO/Ib coCcTOAHMA MUN®.

PesynbTarbl KOHTPONS COCTOSAHUSA OOOPMAAIOT NPOTOKOMaMU, e YKa3biBaloT U3MEPEHHbIE 3HAYeHUs
napameTpoB, WX COOTBETCTBME TpebyeMbiM 3HAUYEHUSM W BbIBOAbI O BO3MOXHOCTW fasibHeliluei akcnaya-
Tauum MUN®. Bce Heobxogumble 415 BOCNPOU3BEAEHUSA AaHHble, NCNOMb3yeMble NMPU KOHTPONe, BMecTe ¢
pesynbTaTamv U3MepeHUid AO/MKHbI OblTb 3aHEeCEHbl B MPOTOKOA. Heo6XxoAMMOo Takke BKIYWTb B MPOTOKON
yC/0BUS NPOBEAEHNS N3MEPEHUIA, MECTO 1 faTy MPOBEAEHNS KOHTPONS, a Takke haMuaim aui. NpoBoauB-
Lwmnx ero. MpoTokoa ohopMAAIOT B COOTBETCTBUM € TpebosaHusmm FOCT NCO/M3K 17025.

Mosepky/kanuéposky MUN® nnu Bxoasawux B ero coctas C/ npoBoAsAT B COOTBETCTBUM C NpaBuiamu,
YCTaHOB/IEHHBIMU YNO/THOMOYEHHbIMUN FOCYAapPCTBEHHBIMU OpraHamu, ¢ Bblayei JOKyMEHTOB YCTaHOB/IEHHO-
ro obpasua c ykasaHuem BCEX M3MEepUTENbHbIX KaHanoB (CBUAETENLCTBO O NOBEPKE WK cepTudmukaT Kanm-
6poBKN).

Mpy Heo6X0A4MMOCTY NPOBeAEHNA UHBA3VMBHOIO KOHTPOIA Nocse ero nposedeHns MUN® fomkHbl 6biTb
BOCCTAHOB/IEHbI B NepBOHAYasibHOM BuAe ¢ ob6ecrneyeHMem cO6M0AEHNS METPOSIOrMYECKNX N TEXHUYECKMX
TpeboBaHuit kK CU.
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Buénuorpadgusn

defepanbHblii 3aKOH 06 o6ecneyeHnn eAnHCTBA U3MEPEHWIA
0T 26 noHA 2008 1. N9 102-93

depnepasibHblii 3aKoH OT 27 fekabpsi 2002 T. O TexHU4YecKoM perynnposaHumn
N9 184-93

OvpektnBa 2014/32/EU EBponeiickoro MapnameHta n CoseTa 0T 26 cheBpans 2014 r. no rapMoHu3auum 3a-
KOHOAAaTeNbCTB roCyapCTB-Y/IEHOB, KacalLWMUXCs NPUCYTCTBUA Ha pblHKe CPeACcTB M3MepeHuii (nepepaboTaHa)
(Directive 2014/32/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation
of the laws of the Member States relating to the making available on the market of measuring instruments (recast))

Ounpektnsa CoseTa 93/42/EEC ot 14 unioHs 1993 r. no Bonpocy meauunHckoro o6opygosanus (Directive 93/42/EEC
of 14 June 1993 concerning medical devices)

Mpuka3 MuHnpomTtopra Poccumn 06 yTtBepxaeHun llopsgka OTHECEHUA TEXHUYECKUX CpeAcTB K

oT 15 gekabpsa 2015 r. N9 4092 TeXHUYECKUM cMCTEMaM W YCTPONCTBAM C U3MEPUTENbHLIMU OYHK-
unamu

defepanbHblii 3aKOH 06 ocHOoBax OXpaHbl 340p0BbA rpaxaaH B Poccuiickoli degepauun

oT 21 HoA6psa 2011 r. N9 323-03

PekomeHgaLumn no MexrocyaapcTBeHHON FocypapcTBeHHas cucTema obecnevyeHuss efuHCTBa U3MEPEHUid,
craHgapTtusauun PMI 29—2013 MeTponorua. OCHOBHblIE TEPMUHBI 1 ONpeaeneHns

Pykosogsawuii gokymeHT Komuccumn Esponeiickoro Coto3a — MEDDEV 2.1/5 «MeauuuHckne usgennsa ¢ usme-
putencHoii yHkumeli» oT noHa 1998 r. (Guidance document — Medical devices with a measuring function —
MEDDEV 2.1/5. June 1998)
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