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Mpeancnoeue

1 PASPABOTAH ®efnepanbHbIM rocygapcTBeHHbIM B0aXeTHEIM yupexaeHneMm «Bcepoccuinckuin Hayy-
HO-UCCMNeAoBaTENLCKWUIA WU UCMLITATENbHbBIA MHCTUTYT MeOULIMHCKON TexHWKu» PocaapasHapgsopa degepans-
HOW cny»6bl No Hagzopy B cchepe 3gpasooxpaHeHns (PrEY «BHUMWMMT» PocagpasHagsopa), Accounaunen
cneunanucToB U opraHuzauuin nabopaTtopHoil cnyxbel «Penepaums nabopaTopHol MeguunHbl» (Accouna-
umnsa «Prv»)

2 BHECEH TexHuuyeckum komuteToM no ctanHgaptusaumm TK 380 «KnuHuueckne nabopaTopHble wc-
CcnefoBaHUsa U OUarHocTUYeckue TECT-CUCTEMbI MH BUTPO»

3 YTBEPXIOEH W BBEOEH B AEWCTBWE Mpukazom ®PeaepanbHOro areHTCcTBa no TEXHUYECKOMY
perynupoBaHuio n MeTponorum ot 24 uona 2025 . Ne 787-ct

4 BBEJEH BIEPBLIE

lNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoeneHbl 8 cmambse 26 @edepanbHoO20 3aKoHa
om 29 uwoHa 2015 2. Ne 162-®3 «O cmaxHdapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 u3-
MEHEeHUSsX K HacmosweMy cmaHoapmy nybrnukyemcs 6 exe200HOM (M0 cOCMOSHUK Ha 1 aHeaps mekyuie2o
200a) UHghopMaUUOHHOM ykazamene «HayuoHansHsle cmaHdapmel», a oghuyuansHbil mekem uameHeHul
U MONpaeoK — 8 eXeMeCHsYHOM UHGOpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmebl». B cny4yae
fnepecMompa (3amMeHbl) Uu OMMeHbl Hacmosauwe2o cmaHdapma coomeemcemeyoujee ysedomieHue bydem
onybnukosaHo 8 brnuxaluwieM 8biycKe eXeMecayHo20 UHEOPMayUOHHO20 ykaszamesns «HayuoHanbHble
cmaHOapmsi». Coomsemcemaeyiouiasl UHGhopmayus, yeedoMIeHUE U MEeKCmbl PaaMewalomcs makxe 8 UH-
ghopmauuoHHOU cucmeme 0bLeao nonk308aHuUs — Ha oguuuansHoMm calime @edepanbHo20 azeHmcmea rno
MEexXHUYECKOMY pe2ynuposaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,I/‘IElJ'IbHOFO n3naHua bes pa3pelieHunsa G)e,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

MpyMmeHeHne MeguunHckux uagenuin (MW) ona camocToAaTensHOro UCNoOMNb30BaHUS C LEensb U3MEpEeHUs
KOHUEHTpaLuUn rmoKo3sbl B KPOBY (TMHOKOMETPOB W Mp.) NPUBENO K TWATENbHOMY KOHTPOMIO KOHLEHTPaLUK IMHo-
KO3bl (3HAYEHWIA FMIOKO3bl) U K CHUKEHWUIO pUCKa OCIOXHEHUI Npu caxapHom anabeTe kak 1-ro, Tak u 2-ro Tuna
(cm. [1]). NauneHTLl 0BbIYHO NPUMEHSIOT MMIOKOMETPLI AN U3MEPEHUSA 3HaYEHWUIA FTI0KO3bl B KPOBW HECKOMbKO
pas B AeHb ONs Toro, 4tobbl NnaHupoBaTh AWETY W/Unu cobnogaTe KYpc MU3NMYECKUX YNPaXKHEHWIA, NMPUHK-
MaTb NeKkapcTBa OT caxapHoro guabera, BKMKOYAs WUHCYNWH, U KOPPEKTUPOBaTb NaTOMNOrMYyeckme 3HadYeHus
rMoKo3bl B kKpoBW. XoTa MW npocThl B NPUMEHEHUW, MHOTME NaUMeHThbl C caxapHelM AnabeTom He BbINOMHAKT
MccnegoBaHue ¢ NOMOLWbH MMOKOMETPOB C PEKOMEHAOBAHHOM Bpa4oM 4acToTOW M3-3a OONEe3HeHHOoN peak-
U1K, BO3HMKAIOWEA NPKM YacTbiX MOBTOPHLIX NPOKanbiBaHWAX NanblUeB, a Takke Beuay obwero HeynobeTea
NpW BbINONMHEHUK NOA0BHOro MCCNeaoBaHUsA U T. M.

AnbTepHaTUBHLIM MyTeM fABMseTcd WUcnonb3oBaHne MW aons npoBefeHUss MUHUMAanNbHO WHBA3MBHOMO
(ManovHBa3NMBHOIO) HENPEPLIBHOTO MOHUTOPUHIA KOHLEHTPALIUK FIHOKO3bI (HMKF'), KOTOpbIE UMMNMaHTUPYHOT-
CS1 MOA KOXKY, @ TPaHCMUTTEP NPUKPENMSIOT K KOXE C MOMOLL L0 KNEeMKOW OCHOBLI (CM. [2]). B oTnuune ot rnioko-
METPOR, KOTOPLIE MPUMEHSIOT ANSA ONpefeneHns KOHLEHTpauun rmioKo3kbl B KPOBM (KanunnapHon kpoew), MU
HMKI™ n3amepstoT rmoKo3y B MHTEPCTULManbHOM xugkocTn (McXK) nog koxen. Linpkynupytowas rnokosa Kpo-
BKW pacnpepensietca B VX, roe B KOHEYHOM UTOre YyTUNU3UpyeTca krnetTkaMmu. KOHUeHTpauums rmiokossl B Ve
CBSi3aHa C KOHLeHTpaLWen rMKo3kbl B KPOBM, XOTA M He 0b6A3aTenbHO TOYHO el CoOTBeTCTBYeT. B 3aBMCMMOCTH
OT huanonornyecknx obCcToATENLCTE, NO CPABHEHWUIO C KOHUEHTPALMEN [MHOKO3bl B KPOBM KOHLIEHTPALMWS TMH-
ko3bl B XK moxeT ObiTh BbIlLe UMW HAXKE B Pa3Hble Nepuodbl BpEMEHN.

MW HMKI npegocTtaBnseT nauneHTaM BO3MOXHOCTbL KOHTPONMPOBATL KOHLEHTPaUMIO rmiko3bl 6e3 no-
BTOPHbLIX MPOKOMNOB KOXW, KOTOpPble HEeoBX0AMMbI NMPU NPUMEHEHWKW TMIOKOMETPOB. HecMoTpsa Ha TO YTO M3-
MmepeHuns ¢ nomolibio M HMKD HasbiBaloT HenpepbiBHbIMW, MHOPMAaLWA O KOHUEHTpauMn rmoKo3bl Mo
nocTynaeT ¢ onpeneneHHbIMU MHTepBanamm (0T HECKONbKMX CEKYHA OO0 HEeCKOMbKMX MUHYT) MeXay namepe-
HUAMMN.

MporpammHoe o6ecnedveHne M HMKIT moxeT koMBUHUPOBATL TEKYLLME KOHLIEHTPALMMW [MHKO3bI C Npe-
OblOYLLIMMK pe3ynkTatamu A4S NPOrHO3UMpPOBaHUSA BO3MOXKHOIO HanpaeneHusi USMEHEHWS KOHLEHTpaL WK rmio-
KO3bl (BBEPX, BHWM3 MM Be3 M3amMeHeHuin), a TalKe BeNIMYMHBI U3MEHEHUS KOHLEeHTpaLMW rioKo3bl. [oaTomy
MW HMKI mMoxeT ObiTb MCMONb30BAHO B pas3nUYHbIX Uenax: Ana NporHo3nMpoBaHus TMNOrMUMKEMUYEeCKUX UK
rMNeprnMKkeMM4ecknx cobbITMIA O MX BO3HMKHOBEHWSA; ANS NpedynpexaeHns o Tom, korga cobblitusa nogob-
HOro poga NpoMCXonAT; ANA OTCNEXWBAHUA W3MEHEHWUS] KOHUEHTPaLWUW FTIOKO3bl, KOTOpble MOTyT BbITe He
06HapyXeHbl NpY UCNONL30BAHUW IMIOKOMETPA, U AN MPOrHO3MPOBAHUA 3HAYEHWUA KOHLLEHTPALMM TTHOKO3bI C
Llenbio onpeneneHus HeobxoauMeIX KOPPEKTUPOBOK B MOCMeayLEeR Tepanuu.

Kpome TOro, pesyneratbl M3MepeHUsi KOHUEeHTpauun rmiokossl ¢ noMmowbio MA HMKI moxHO KoMBUHK-
poBaTb C AaHHbIMKU O pexKMe paboTbl MHCYNIMHOBOW NoMIbl, YTODbl OTODpaXaTb akTyanbHy MHopMaLuo
KakK 0 KOHLeHTpaLWuM rMioKosbl, Tak U 0 03MPOBKE MHCYINMHA HA OJHOM 3KpaHe WUMu BKNYaTb B 3aMKHYTYH CU-
CTEMY WUCKYCCTBEHHOW MOMKENYA0YHON Xenesbl, KoTopasi BBOOWMT WHCYNWH aBTOMaTUYECKM HA OCHOBE BhINOI-
HEHWUsl HenpepbIBHbLIX M3MepeHUi. [NepcoHann3npoBaHHble MeTodbl nedveHus, obecnedneaemble MW HMKT,
BKITKOYAKOT yNpaBneHne UHCYNMHOTepanuen B peanbHoOM BpeMeHuW ¢ nomolbio HMKI 1 aBToMatmaMpoBaHHbIX
CUCTEM [JO3UPOBAHUS WHCYIUHA.

B HacTosdwem cTaHgapTe npeacTaBneHbl BapuaHTbl MCMNOMb30BaHWA MeToda TOYEYHON OUEHKW, TOYHO-
CTW TPEHO0B, OLIEHKWU OMNOBELLLEHUIA O MOPOroBLIX 3HAaYeHUsX, cTabunbHocTU K HagexHocTn M HMKT, ausai-
Ha KNUHWYECKUX nccnegoBaHui gns oueHku addektuBHocT M HMKT, kannbpoBku, npocnexnBaemMocTy
M3mepeHui, knbepbesonacHocTy U mapkmpoBku MIA.

*

HMIT — 6onee npumeHvmas B Poccun abbpesuatypa.
v
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HAULUWOHANBbHBIWA CTAHOAPT POCCUMNCKOWN PEOQOEPALULWUMK

MeauuMHCKMe usaenus

HEMNPEPLIBHbIA MOHUTOPUHI KOHUEHTPALWU rMIOKO3bI
B MHTEPCTUUMANBHOW XWOKOCTHU

Medical devices. Continuous glucose monitoring in interstitial fluid

OaTta BBegeHna — 2026—01—01
C NpPaBOM OOCPOYHOr0 NPUMEHEeHUA

1 O6bnacTtb NnpumeHeHnA

HacTosawumi ctaHgapT yctaHasnvBaeT TpeboBaHMs K MeQULMHCKUM U3OeNusaM HENMPEepbIBHOIO MOHUTO-
pWHra KoHueHTpauuu rmoko3sbl (M HMKIT) B uHTepcTMumManbHon xuakocTh (McX) u kK oueHke nx adhekTus-
HOCTU B pamKax KIMUHUYECKUX UCCIed0BaHUA (MCNbITaHWA).

HacTtoawmin ctaHgapT npedHasHadeH Ans nNpoBefeHus KnuHudeckux uccregoeaHun M HMKI B no-
Nynsunn B3pOCIbIX U AeTel, 32 UCKMoYeHneM BepeMeHHbIX EHLLWH, OJHAKO MOXeT ObiTh UCMONb30BaH AMs
pa3paboTku nporpaMmbl KINMHUYECKUX UCMbITAHUI BEepeMeHHbIX XeHLLKWH Npu ycnoeun obecnedyerHnst nx 6es-
onacHocCTH.

HacTtoswumin cTaHgapTt npegHasHadeH ana npumMeHeHusa usrotosutensamu MW, npegcraButensamn pery-
NUPYHOLLUX OPraHoB ¥ MEQULMHCKUMU paboTHUKaMMU.

Hactoawumin ctaHgapT He nNpegHasHa4YeH ONs UCNoNb3oBaHWS MauveHTaMu U He pacrnpocTpaHsaeTcsa Ha
MW, koTopble He COOTBETCTBYHOT onpefeneHUaM HenpepbiBHOr0 BHYTPUTKAHEBOrO MOHUTOPWHIA KOHLEHTpa-
LMW TTHOKO3bI.

2 HopmaTuBHbI€ CCbINKM

B HacToswwem cTaHgapTe MCNONb30BaHbl HOPMATMBHLIE CChIMKW HA CNefyloLlue cTaHaapThbl:

[OCT ISO 10993-1 Uagenua megmumHckue. OueHka buonorvyeckoro AerncTBUA MeauUWHCKUX u3ge-
nuia. Yacte 1. OueHka 1 uccnegoBaHWs B Mpouecce MeHEOKMeHTa pucka

FOCT I1SO 11607-1 YnakoBka ANA MeOWLMHCKUX WM3Oenuin, noanexawmnx OUHULWHON CTepunnsaunn.
YacTb 1. TpeboBaHusa K matepuanam, bapbepHbIM cucTeMam AMs CTepUnmn3aumm n yNakoBOYHbIM CUCTEMAaM

FOCT ISO 14971 WMapenusa meguMumnHckmMe. [MpUMeHeHWe MeHeoKMeHTa pucka K MeOWULWUHCKMM W3-
nennam

FOCT P 58501/ISO/IEEE 11073-10425:2016 Q6MeH gaHHbIMW C NepcoHanbHbIMM MegULWUHCKUMK NpK-
topamum. YacTtb 10425. Cneymanusauns npubopa: rmoKoMeTp HenpepblBHOro aencteusa (CGM)

MOCT P NCO 3534-2 Cratuctudeckre MmeTtodbl. CrioBapb M ycrnoBHble obo3HaveHus. Yacte 2. Mpu-
KnagHas ctatucTuka

MCT P NCO 11737-1 CTepunusaums MeguUMHCKOW npodykumu. Mukpobuonornyeckme MeTodbl.
Yacte 1. OnpegoeneHue nonynauMm MAKpPOOPraHW3MOB Ha MPOAYKLUMN

OCT P MNCO 14155 KnuHwudeckue uccnefoBaHUs MeQULIMHCKUX W3Oenuii, NpOBOAMMbIE C y4acTUeM
YenoBeka B KayecTBe cybbekTa. Hagnexalan KnuHndeckasa npaktuka

MapaHune ochbuumnansHoe
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FOCT P MCO 15197—2015 TecT-cucTeMbl ANA AMarHoCTUKM in vitro. TpeboBaHua K cuctemam MOHUTO-
PUWHTa rMiKo3bl B KPOBMW AN CAMOKOHTPOMS NpY NeYeHun caxapHoro auabeta

MOCT P NCO 17511 WN3genusa meguuuHCKWe ONSA OWArHOCTUKK in vitro. TpeboBaHWs K YCTaHOBNEHUH
METPONOrMYecKom NMpocnexmnBaeMocT 3Ha4eHU, NPUNUCcCaHHbIX KannbpaTopam, KOHTPOMbHLIM MaTepuanam
npaBMnbHOCTM 1 06pa3suam BUonorMyeckoro Matepuana YenoBeka

MOCT P M3K 60601-1 Mapnenua meauumHckue anektpuyeckme. Hactb 1. O6uwme Tpebopanusa 6esonac-
HOCTW C YYETOM OCHOBHbIX (DYHKLUMOHAMBHbLIX XapakTepucTuk

rOCT P M3K 60601-1-2 Wagennsa meguumMHckue anektTpudyeckue. Yacts 1-2. O6wme TpeboaHusa bes-
ONAcHOCTW C YYETOM OCHOBHbIX QYHKLMOHASNBHBIX XapakTepucTuk. MNapannenbHbld cTaHgapTt. SnekTpomar-
HUTHas COBMECTUMOCTb. TpeboBaHus 1 UCMbITAHUS

MOCT P M3K 60601-1-6 M3penusa meaouunHcKue anektpuyeckue. Yactb 1-6. Obuwme TpeboBaHuna bes-
ONAacHOCTU C YYETOM OCHOBHbLIX (DYHKLMOHAMbHbLIX XapakTepucTuk. [JononHUTeNbHbIM cTaHaapT. JkcnnyaTa-
LIMOHHasA NpUrogHOCTb

MOCT P M3K 62366-1 Wspnenua meavumHckne. Yacte 1. MNpoekTMpoBaHue MeanUMHCKUX W3Oenuin ¢
YYeTOM 3KCMyaTalMOHHON NPUroL4HOCTH

MpumevaHnume — [pK NONb3OBAHWW HACTOALLMM CTaHAAPTOM LenecoobpasHo NpoBepUTb AeNCTBUE CCbINoY-
HbIX CTAHA4APTOB B MH(POPMAaUMOHHOW cucTeme o6LLero nonb3oBaHua — Ha oduumansHom canTe PegepanbHoOro areHT-
CTBA N0 TEXHWUYECKOMY PErYNUPOBAHWUIO U METPOMNOTUU B CETWU VIHTEPHET N Mo exxerogHoMy MHOopMaLMOHHOMY yKa3sa-
Tenw «HaunoHanbHble cTaHAapThl», KOTOPLIA ONyBNUMKOBaH Mo COCTosHWIO HA 1 AHBapsA TeKkyLero roga, v no BhiMyckam
EXXeMeCcs4YHOro MHpopMaLMOoHHOTO ykasaTens «HaunoHansHble cTaHaapTel» 3a Tekyluwid rof. Ecnv 3ameHeH cobinoyHbIi
CTaHAapT, Ha KOTOPLIA AaHa HeaaTMPOBAHHAA CChINKa, TO PEKOMEHOYETCS UCMOMNbL30BaTE ASMCTBYIOLLYI0 BEPCHMID 3TOTO
CTaHfgapTa ¢ Y4eTOM BCEX BHECEHHbIX B AaHHYH BEPCUI0 U3MEHEeHWI. Ecnn 3aMeHeH CCbINoYHbIA CTaHOapT, Ha KOTopbli
[JaHa 0aThpoBaHHas CCbiNKa, TO PEKOMEHAYETCA UCMONbL30BaTh BEPCUIO 3TOTO CTaHAapTa C yKasaHHbIM BbiLe roAoM yT-
BepaeHUs (NpuHATKS). Ecnv nocne yTBepXOeHWs HacTOSLEro CTaHA4apTa B CCbIIOMHBLIA CTAHAAPT, HA KOTOpLIA AaHa
[aTUpOBaHHAs CChINKA, BHECEHO U3MEHEHVE, 3aTparuBakLLee NonoxeHne, Ha KOTOpoe AaHa CChiNKa, TO 3TO MONOKEHWUE
pekoMeHIyeTca NpUMeHATL 6e3 yyeTa OaHHOTO U3MeHeHus. Ecnu cebiNoYHbIA cTaHaapT oTMeHeH Be3 3aMeHbl, To Nono-
XKEHMWe, B KOTOPOM [JaHa CChIfKa Ha Hero, PeKOMEHAYETCA NPUMEHATb B YACTU, He 3aTparnBaloLLeit 3Ty CCbIMKY.

3 TepMuHbI U onpepeneHus

B HacTosLeM cTaHaapTe NPUMEHEHbI CneayoLme TEPMUHBLI C COOTBETCTBYIOLLMMM ONpeaeneHnamm (CMm. Tak-
xe [1]):

3.1 abconwTHOE 3HA4YeHWe OTHocUTenbHoro oTknoHeHus; A300: ABconTHOEe 3Ha4YeHne OTHOCK-
TEMNBHOTO OTKMOHEHUSI MeXdy W3MepeHWeM KOHLEeHTpauuW rnKodbl ManouHsasusHelM HMKL 1 onopHbimM
3HaYeHWEeM [MIOKO3bl B KPOBW, BbIpaXEHHOE B MPOLIEHTaxX OT pedepeHTHOro 3Ha4vyeHus (ONOpHOE 3HadeHue
OOIMKHO 6bITh O0TNKYHBIM OT 0) 1 BbiYMCNseMoe no dopmMyrne

| KoHUEHTPALMA rIoKOBbI K — KOHLIBHTPALMA FIOKO3bley | 100 %
; b,
| KOHLIGHTPaLIMA IMIOKO3bkyeg, | (1)

A300=

raoe ped — pedepeHTHOe (ONOPHOE) 3HAYEHWE TTTHOKO3bl B KDOBM.
Mpumeuvyanne — Cwm. [3].

3.2 abconTHOe 3Ha4YeHWe NapHbIX OTHOCUTEeNbHbIX OoTKNoOHeHU; A3MOQO: Mokazatent addek-
TMBHOCTW HEMNpPepbIBHOrO MOHWTOPUWHIa KOHLUEHTpaLUWK roko3bl nyTeM cpaBHeHusa asyx M HMKT, kotopbie
OQHOBpPEMEHHO HOCUIT OIUH U TOT Xe nauueHT U B KoTopbix umeetcd N nap namepeHnin M HMKI [ogHo 3Ha-
ueHne n3 MM HMKI 1 (HMKI'1), apyroe na MW HMKI™ 2 (HMKI2)], Bbluncnsembii no chopmyne

100 & [HMKTT -HMKr?]

A3MNMOO =
= 0,5(HMKr,1 + HMKr,?)

100 %. (2)

MpumevaHune — Cwm. [3].
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3.3

aHanut: KOMNOHEeHT, I'IpenCTaBﬂEHHbH?I B Ha3BaHWUn MEMEDHEMOI?I BEeINMYMHbI.

MNpumep — B onucaHuu eenuyuHk! «Macca 6esika @ cymoyHol moye» Herlok Sensemcs aHanumoM;
«MOMAPHOU KOHUeHMPauuu 2/110K03bl 8 MasMe Kpoeu» 2/10Ko3a sensemcs aHanumom. B o6oux cnyvasx
AnuHHas ¢hpaza npedcmasnsgem coboll uzMepseMyro @eJTUYLHY.

[FOCT P NCO 17511—2022, nyHkT 3.1]

3.4

Banunpauunna: BepMCbVIKaU,MFI, npu KOTOpOﬁ YCTaHOBIE€HHbIE TDEGOBEHMFI COOTBETCTBYHT npeanonarae-
MOMY MCMONb30BaHUIO.

ﬂpumep — Memoduka U3MepeHUa KOHUeHmMpayuu KpeamuHUHa 8 CbIeOPOMKe KpoelUu nayueHma makxe
Moxem 6bimb eanudupoeana onsa usmepeuuﬁ KOHUeHmpauuu KpeamuHUuHa 8 Mo4Ye nmayueHma.

Mpumeuvanune 1— WCO 9000:2015, tepmmH 3.8.13, onpegenseT Banuaauuio Kak NoaTBEpPXKOEHWe nocpen-
CTBOM MpenocTaBneHus oOBbEeKTUBHBLIX [OKa3aTenbCTB TOro, YTo TpeboBaHWs AnA KOHKPETHOro rpegnonaraemMoro uc-
NMoMNb30BaHUA UMW NMPUMEHEHNUS DbIN BbIMOMHEHbI.

[TOCT P NCO 18113-1—2024, ctatea 3.1.91]

35

BenunyuHa: CBONCTBO ABNEHWUA, TEMa UMK BELLECTBA, KOraa 9TO CBOWCTBO UMEeET pasMep, KOTOPbLIN Mo-
XeT ObIThb BbIPaXeH YACMOM C YKazaHWeM OTIMYNTENbHOro Npu3Haka.
[FOCT P NCO 18113-1—2024, ctatba 3.2.51]

3.6

Bepudunkauma: MpegoctaeneHne ob6bEKTUBHBIX A0KA3aTENLCTB TOMO, YTO AaHHLIA 06BLEKT NOMHOCTLI0
COOTBETCTBYET YCTAHOBNEHHBIM TpeboBaHNAM.
[FOCT P MCO 18113-1—2024, cratba 3.1.92]

3.7 BpemeHHOW pag uccrnegoBaHuna: NocrnenoBaTenbHOCTE TOMEK OAHHbIX, U3MEPEHHbLIX B MNOCNeao-
BaTenbHbIE MOMEHTLI BPEMEHU, ANA KOTOPLIX Ka)XOas TOYKa OaHHbIX CBA3aHA C onpeneneHHon BpeMeHHON
TOYKOMW.

MpuMmeyaHus

1 BpemeHHOI pag oTpaxaeT nexalluuil B OCHOBE NPOoLECce Yepes AUCKPeTHbIe MHTepBanbl BpemeHn. Hanprmep, B
xone HMKI™ pervctpupytotca BpemeHHble psagbl konebaHuin KOHUeHTpaL M1 rMioKo3bl BO BPEMEHU, T. €. OCHOBHOW Npouecc,
nageHTnduumpyemelin yHkumen G(t).

2 Cwm. [3].

3.8 Bpems 3anasgbiBaHuA pe3ynbsratoB uamepeHun HMKI: MHTepBan BpeMmeHu, HeobxoguMeli ons
TOro, 4ToObl M3MEHEHWE KOHLEHTPaLMK [JI0KO3bl B KPOBW BbI3biBarno M3MEHEHWE KOHLEHTPaLUN oKo3bl B
McX, sapernctpupoBaHHoe M HMKT.

MpumeyaHusn

1 Tak Kak «TpaHCnopT» IMKO3kl ocyLlecTBnAeTcA B 060Ux HanpaBneHWax Yepes KNneTovHsle MembpaHbl, BO3MOX-
HO, YTO KOHLEHTPauus rmokoskl B VCXK MOXeT yBenMymMBaTbCa MW YMEeHbLUATLCH 40 M3MEHEHWS KOHLEHTpaLuWu rMioKo3s.l
B KpOBW.

2 Cwm. [3].

3.9 nepmop nporpeBa MW HMKTI: Bpems ot yctaHoekv MW HMKI™ go Ha4aneHoi KanwbpoBKkn My oTo-
OpaxeHWsi NepBoro NokasaHWs KoOHLEeHTpaLu KW rMIoKo3bl.

MpumeyaHns

1 MNepuoa nporpesa cBsA3aH € HECTABUNBHBIMW XMMUYECKUMU UK uandeckumun yenosuamu sokpyr MiA HMKI u
nameHeHnuamu BHyTpn MW HMKT. MNogkoxkHele n ypeckoxHble M HMKIT noBpexaatoT KpoBEHOCHbIE COCYAbl, BHEKNETOY-
HbI MaTPUKC W KNETKU BO BpeMsi BBEAEHWSA Nog KOXKY, HanpyvMep: MoryT BbiTe aKTMBMPOBaHbLI CBEPTLIBAOLLAA M UMMYHHas
CUCTEMBI.

2 Cm. [3].
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3.10 BbixogHow curHan MW HMKTI; curnan M HMKI: BeixogHoi curHan M HMKT, koTtopblid coaep-
XUT Kak cneunguyHyo Ans rMioKo3bl MHOPMAaLMIO, Tak U LWYM.

MpumeyvaHus

1 LWym — 9T0 M3MEHEHWE BbIXOQHOMO CUrHana, He CBA3aHHOE C U3MEeHEHWEeM KOHLEHTpauuK rmiokossl. Cneundu-
YECKWIA ONA rMIOKO3bl CUTHAN W LUYM M3MEHRAIOTCH CO BPEMEHEM HE3aBUCKUMO ApYr OT Apyra.

2 Pabora M HMKI™ mogenupyeTca B CTaLMOHapHLIX YCIOBUAX in Vvitro v in vivo ana paspaboTky anroputMa, oT-
niMyaloLLero curHarn, cneunduyHbIi Ang rmoKo3bl, OT WyMa 1 apeida.

3 Xumuueckune n uanyeckne nameHeHus no otHoweHuo Kk MW HMKT, BHewHue (rpaHuua mexay TkaHeBOW Xua-
kocTeto 1 M HMKI) u BHyTpenHue (3arpasHenHne MW HMKI), Bbi3biBaOT M3MEHEHME BEIXOQHOTO CUrHana, He CBA3aHHoro
C [THOKO30M.

4 Cwm. [3].

3.11 runepraukeMmnyeckoe cobbiTue: Cnyyan(n), Koroa KOHUEHTpaLKUS MMoKOo3bl COOTBETCTBYET YPOB-
HIO TMNEePIINKeMnK.

3.12 runornukemunyeckoe cobbiTue: Criyyaii(u), Koroa KOHLEHTpaUus rmioKo3bl COOTBETCTBYET YPOB-
HIO TMMOTMUKEMUN.

3.13 pononHuTenbHbIA (agblOBaHTHLIN) HMKI: Mcnone3orarnune aaHHeix HMKI ons gononHeHus, a
HE 3aMeHbl U3MEPEHWUIA KOHLUEHTPAaL MK TMIOKO3bl B KPOBKW NpW NeYeHnn caxapHoro avabeTa.

Mpumeyanne — Cwm. [3].

3.14 AOCTYNHOCTL OaHHbIX!: OTHoWweHne Konun4yecTea AOOCTYNHbIX pe3ynbLTaTtoB NCcCcnenoBaHni KOH-
LJ,EHTDEJ.U,MFI TMHKO3bl K KOJTMYECTBY OXUO4aeMblX pe3ynbraTtoB nccnegoBaHnm KOHLI,EHTpaLIVIIﬁ rMHKO3bl, 00LIYHO
Bblpaxaemoe B NMpoueHTax.

MpumeyvyaHue — Cwm. [3].

3.15 ppend meauumHckoro uzgenua MW HMKI: OTtknoHeHne mexay pesynsratamMmy MccnegoBaHus
KoHUeHTpauwnun rmokossl M HMKI 1 pedepeHTHBIM 3Ha4eHWeM TTIHKO3bl C TEHEHNEM BPEMEHMU.

Mpumeyanune — Cwm. [3].

3.16

UimMmepsaemasn BernnMydnHa: BennunHa, nognexawias N3MEPEHUIO.

MpumevaHune 1—[ertanbHoe onucaHue UamepsieMol BeNn4ynHbl B nabopatopHo MeauumnHe TpedyeT 3HaHWA
poaa Benu4uHbl (HanpyMMep, MacCoBOW KOHLEHTPaLUumM), ONMCaHna MaTpuUbl, B KOTOPOW COOEPXUTCH BeNuyMHa (Hanpu-
Mep, NNasmMbl KPOBMW), U COOTBETCTBYHOLLMX XMMUYECKUX COEOUHEHWIA, HaNpUMeEpP aHanuTa.

MpumevaHune 2— VMamepsemMon BENMYMHON MoXeT BbiTb Bronornyeckan akTUBHOCT.

MpumeyaHue 3 — B xumum 4nA namepsemMon BeNUYMHbI MHOMAA MCMOMB3YIOT TEPMUH «aHanuT» UM Haume-
HOBaHWe BellecTBa WK coeduHeHus. Takoe crnoBoynoTpebneHve ABnAeTCA OWWBOYHBIM, NOTOMY YTO 3TW MOHATUA He
OTHOCHTCH K BENUYMHE.

[FOCT P NCO 18113-1—2024, ctatbs, 3.1.45]

3.17

nHTepdepeHumua: Cuctematnyeckoe BIMsSHUE HA U3MEepPEeHWe, Bbl3BaHHOE BNUAKLLEA BEMUYMHON, KO-
Topas caMa He Bbl3bIBAET CUrHana B U3MepuTEernbHON CUCTEMe, HO Bbi3biBAET YCUNEeHue Unu nodasneHue
3Ha4YeHun NoKasaHun.

MpumevaHune 1 — WHTepdepeHuns c pesynsTataMmu M3MEPEHWA CBA3aHa C NOHATUEM aHanMTUYecKon cne-
umcbnyHocTU. Yem Bonee cneundryHa MeToanka U3aMepPEHMS Mo OTHOLUEHUIO K APYriMM KOMMAOHEeHTam npobbl, TemM Me-
Hee BOCMPUUMYMBA OHA K aHanMTUYECKON MHTeptepeHLUn OT OaHHbIX KOMMOHEHTOB.

[FOCT P NCO 18113-1—2024, ctated 3.2.2]

3.18 UCTUHHO TIOHO)KMTe.ﬂbHI:Iﬁ; WCTUHHBIN: COCTOsIHWE, KOTOpO€e CONPOBOXAAaEeTCHA COOTBETCTBYHOLWMM
rTMNormmKkeMu4eCcKum 1Minun rmneprimKkeMmyecknm cobbITUEM.

MpumedaHwna

1 KOHLEHTPaLMIO IMIoKo3bl, ONpeaensiiowyto cobblTve, crnegyeT BoisBNATL OBLLENPUHATEIM METOLOM, HE 3aBUCUMbIM
OT KCCRNegyeMoro yCTpoicTea.

2 Cwm. [3].
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3.19

KanMGPOBKa: OI'IEDELIMFI, B Xoae KOTODOIZ npu 3aflaHHblX YCNOBUAX HA NepBOM 3Tane yCTaHaBliuMBa-
KT COOTHOLWEHNE MeXy 3Ha4YeHUAMKN BEerMM4MHbl C HeonpeaeneHHoCTAMN VE3M€|DEHVI171, obecne4ynBaemMbiMu
aTanoHamMn n COOTBETCTBYKOLWMMK NMOKadaHWAMM C NpuUcyLwmMmn MM HeonpeaeneHHoCTAMN MSMEDEHMH, M Ha
BTOpPOM 3Tane Ha OCHOBaAaHWWU aTOMn MHCbOpMEILI,MI/I YCTaHaBnmBakT COOTHOLWEHWEe, NMo3BOJiAoLlLEee nony4artb
pesynbrat uaMmepeHua Ha OCHOBe nokasaHui.

MpumeyaHune 1 — Kanwbposka no3sonseT NGO NPUCBOUTL 3HAYEHUS M3MEPAEeMON BENWYMHE B COOTBET-
CTBWM C NOKa3aHWAMU M3MEPEHWIA CPeACTB U3MepeHUid, NMBo onpeaenuTb NONPaBKA K TAKUM 3Ha4YeHWsIM.

Mpumevanne 2 — KanubpoBKy He cnefdyeT nNyTaTb HU C PETYNMPOBKON M3MEPUTENBHOM CUCTEMBI, KOTOPYHO
yacTo owKnboYHO Ha3LIBAKT camMoKannbpoBKON, HU ¢ Bepudmkauvein kKannbpoBkn.

[FOCT P NCO 18113-1—2024, ctatbsa 3.1.11]

3.20

MapKuMpoBKa: 3TMKEeTKa, WHCTPYKUWA MO NPUMEHEHWNK K nwobas nHasa MHhopMaLmsa, OTHOCALLAACH K
naeHTudukaumm, TexHn4eCKkomy onmcaHuio, npegnonaraemMomMy MCNolb30oBaHUMKD W Hadnexalwemy npume-
HEeHWI0 MeQUUMHCKOro uagennd, NCKrn4daa ToBapoconpoBognTelibHble JOKYMEHThI.

MpumeyaHue 1—MapKkupoBka MOXKET TAKKE Ha3blBaTbCA «MH(POPMAaLIMS, MPEAOCTABNEHHAA U3rOTOBUTENEMY .

MpumevaHune 22— MapkupoBka MOXKET BbITe B MEYATHOM WX 3NEKTPOHHOM bopmaTte u MoxkeT nmbo conpoBo-
»OaTb MeguUmMHcKoe nanenve, nubo yBeOoOMMATE NONb30BaTeNs o A0CTyrne (Hanpumep, Yepes Beb-canT) K MapKUpOBKe
B COOTBETCTBUM C TpeboBaHNAMM CTpaHbl 00paLleHna MEOWULIMHCKOTO U3NENnS.

MpumeyaHune 3 — B crangaptax M3K gokymeHTbl, NocTaBnNsgemMble BMECTE C MEOUUWMHCKMM W3OENUEM 1
cofepaluue BaxHyr MHopMaLuunio ANg nons3oeatens, 0cobeHHO B OTHOLLEHMWM DE30NacHOCTH, Ha3bIBaKOT «COMPOBO-
OUTEMbHbIE JOKYMEHTLI®.

MpumeyaHue 4— Kartanoru npogykumm n nacnoprta 6830nacHOCTY MaTepUanoB HE CHUTAlOTCH MapKUPOBKOMA
MEOULMHCKUX U3Oenui in vitro.

[FOCT P NCO 18113-1—2024, ctatbs 3.1.35]

3.21 meTog cpaBHeHuUA: MeToq uccneaoBaHUs KOHUEHTPALMW MMKKO3bl, C KOTOPbLIM CPaBHUBAETCH UC-
crnefgoBaHue KoHueHTpauun rniokossl MIA HMKT.

MpumeyaHus
1 YacTo B ka4yeCTBE CMHOHMMA UCMONL3YIOT TEPMUH «pedepeHTHan MeToankas.
2 Cwm. [3].

3.22

MeToOuKa uamepenun: [letanbHoe onucaHve M3MEPEHWS B COOTBETCTBUM C OOHUM UMK 6onee NpWUH-
LUMMNOM M3MEPEHUI U OaHHLIM METOOOM M3MEPEeHUs, KOTOPOe OCHOBAHO Ha MOLENW M3MEePEHUI 1 BKITIOYaeT
ntobble BbIYUCTIEHMS, HEODX0AUMbIe ONS norny4vyeHunAa pesynbrata NU3aMepeHus.

Mpumevanne 1 — MeToguky namepeHun oBbIMHO OOKYMEHTUPYIOT AOCTaToO4HO nogapobHo, 4yTobkbl nonb3oBa-
TEMb MOT BbINOMNHWUTE U3MEPEHWE.

NMpumeyaHune 2— MeTogmka M3MepeHNn MOXKET BKMKOYaThL MHpOPMaLMI0 OTHOCUTENBHO LIeNeBOol Heonpeae-
NEHHOCTU U3MEPEHWS.

[TOCT P NCO 18113-1—2024, ctatha 3.1.50]

3.23 HeagbtoBaHTHoe MW HMKI: MW HMKIT, pesynbtaThl uccrnenoBaHna KOTOPOro MOMHO WCMOMb-
30BaTb HEMOCPELACTBEHHO ANA PyKOBOACTBa Tepanuein Be3 JoNonHWTENbHOro npoeeneHws nabopatopHoro
uccnegoBaHus.

MpumeyaHune — Cm.[3].
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3.24

HeonpeaeneHHOCTb U3MepeHus: HeoTpuuaTensHbIA NapaMeTp, XxapakTepuayowmid paccesHue 3Ha-
YEHU BEMWYMHBI, KOTOPLIE MPUMKUCLIBAIOTCA U3MEPSEMON BENUYNHE Ha OCHOBAHWUW UCMOMb3yeMoit UHgop-
MaLuuun.

MpumedaHue — lMapameTp He MOXeT BbiTb OTPMUATENLHEIM. [apamMeTpoM MOXKeT BbiTb, HANpPUMeEp, CTaH-
[apTHOE OTKINOHEeHWe, HasbiBaeMoe CTaHOAPTHON HEOMPEAEnNeHHOCTEI U3MEPEHUIA (UMK KpaTHOe eMy 3HavyeHUe), Ui
MOMOBMHA WWPWHBI MHTEPBAna C yCTaHOBMNEHHON BEPOATHOCTLIO OXBAaTA.

[FOCT P NCO 18113-1—2024, cTatba 3.2.38]

3.25 HMKI B pexume peanbHoro BpemeHu: M HMKI, otobpaxatwllee 3HaYeHUs KOHLEHTpauuu
rMIOKO3bl HA AaHHLIA MOMEHT BPEMEHH, T. €. B PEXUME PeanbHOro BpeMeH!.

MpumevaHune — Cm.[3].

3.26

nepBuYHan npoba, obpazeu: OTgensHas nopuns GMONOrMYECKOr XUOKOCTA UNK TKaHK, B3ATaa Ans
vccneqoBaHws, U3yYeHUsa UM aHanusa of4HOW UMM HECKOMbKUX BEMUYWH UMW XapakTepucTUK ans onpene-
neHua xapakTtepa Lenoro.

[FOCT P NCO 18113-1—2024, ctatba 3.1.65]

3.27

nepBUYHBLIA CTaHAapT: 3TAnoH, OCHOBaHHLIN Ha UCMOMbL30BaHUK NEPBUYHON pedepeHTHON MeToaNKK
M3MepPEeHWa UK CO34aHHbIN Kak apTedakT, BblbpaHHbIA MO cornalleHunio.

fIpumep 1 — lMepeuyHbIl 3ManoH MOMAPHOU KOHUeHmMpayuu, nony4eHHbIl nymeM pacmeopeHus ycma-
HOBMIeHHO20 Ko/uYecmeaa eewjecmea XuMu4yecKko2o sfneMeHma e ykazaHHoMm o6Leme pacmeopa.

Mpumep 2 — lMepeuyHbIl 3manoH 0aeneHusi Ha 0CHOBe He3asUCUMbIX U3MepeHUll cunbi u ninow,adu.

Mpumep 3 — lMepeuyHbIl 3MasoH Onsa usMepeHUl MOJIAPHO20 OMHOWEeHUS U30MOoroe, MPU20moesieHHbI
cMewusaHueM yKa3aHHO20 KoJlu4ecmea eeujecine ornpedeneHHbIX U30MONos.

Mpumep 4 — Ayelika ¢ MpoliHOU MoYKu 800bl 8 KaYecmee MnepeuYyHoO20 3manoHa mepMoouHamMudeckol
memnepamypsi.

Mpumep 5 — MexdyHapodHbIl Npomomun KunozpaMMa Kak apmedghakm, eblbpaHHbIl Mo coznalleHuro.

[TOCT P NCO 17511—2022, nyHkT 3.37]

3.28

NOrpeLwHoOCTb (peaynb'raTa M3Mep9HMﬂ): PasHocTb Mexay M3MepeHHbIM 3HadYeHWeM BeINWYUHbI U
ONOpPHbIM 3HA4YeHWEeM BENTUYUHBI.

MpumMeyvaHud

1 Ecnu onopHoe 3HavyeHWe BenuudvHbl M3BECTHO, KaK, Hanpumep, npu kanubpoBKe CPencTB WU3MEpPEHU, TO U3-
BECTHO M 3HA4YEeHWE MOrpeLuHoCcT MamepeHus. Ecrniv B Ka4eCcTBE OMOPHOMO 3HAYEHWs BLICTYNAET UCTUHHOE 3HayeHwe
BEMWYMHBI, TO 3HA4YEHWE NOrPeLIHOCTU HEU3BECTHO.

2 B PMI" 29—99 ncnonb3oBarncs TePMUH «MOrPeLHOCTb peaynbTata M3MepeHus» . OTKNOHeHWe peaynbrata name-
peHWS OT UCTUHHOTO (AeNCTBUTENBHOMO) 3Ha4YEeHUS M3MEPAEMON BENMYMHLI. MIaMeHeHne TepMnHa BbI3BaHO U3MEHEHWEM
MOHATUS «pPe3ynsTaT U3MEPEHUs».

3 lMorpelwHocTb M3BMEPEHNA paBHa CyMME Crny4anHON U CUCTEMAaTUYECKOWM MOrpeLLlHoCTEN.

[FOCT P NCO 18113-1—2024, ctatbsa 3.2.30]

3.29 nopor rmneprrvkeMumn: KOHLI,eHTpaLI,ViFI MKKO3bl, onpegendemMas Kak runeprinmKkemMmmnsa (ypOBeHb
rMOKO3bl B Nia3Me BEHO3HOMW KpOBW HaToWwakK — >7,0 MMOJ'Ib/ﬂ).

3.30 nopor rMnornMKeMunuun: KOHLI,EHTpaLIMFI MIOKO3bl, onpegendemMas Kak rmnornmkemMmna (SHa‘-IeHVIH
rMOKO3bl B N1a3Me BEHO3HOMW KpOBW HaToWakK — <3,9 MMOJ'IbI'ﬂ).

3.31 nopor npegynpexageHua 06 onacHou cUTyauunu: KDHLI,eHTpaLI,I/iFI FMKKO3bl N CKOPOCTb M3Me-
HEHWA KOHUEHTPaUWW IMIKO3bl, NPy KOTOpOFI MHUUMKMPYETCA npenynpexageHne 06 onacHon CuUTyauunn.

MpumevaHune — Cwm. [3].
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3.32 nopor npegynpexgeHua 006 onacHocTu: KOHLlEHTan,MH MKKO3bl NN CKOPOCTb M3MEeHeHWNA
KOHUEHTpauUWn rMoOKO3bI, NMpn KOTOpOﬂ MHUUMKPYETCA npeynpexgeHne 06 onacHocTw.

MpumeyaHune — Cm.[3].

3.33

npaBuNbHOCTL: BNN30CTL CpefHero apupmMeTU4eckoro BeckoHe4yHO DONbLUOro YKucna NMOBTOPHO W3-
MepeHHbIX 3HAYEHMI BENUYMHBI K OMOpPHOMY 3Ha4YeHWH BENTUYMHBI.

MpumedvaHune 1— paBUNbHOCTb M3MEPEHUA HE ABNAETCA BENMUYMHON 1 NMOITOMY HE MOXET ObiTb BbipaxeHa
YMCMEHHO, OAHAKO COOTBETCTBYIOLLME NokasaTenuy npueeneHsl B CO 5725-3:1994.

MpumeyaHue 2— lNpaBUNbHOCTE N3MEpPEHUSA 06paTHa No OTHOLIEHWIO K CUCTEMATMYECKOW NMOrPELLIHOCTM W3-
MepEeHUs, HO He MMeeT CBA3W CO CMyYalHOoW NOrpeLlHOCTEH U3MEPEHWUS.

MpumedvyaHune 3— TepMUH «TOYHOCTb M3MEPEHMAY He CriedyeT NPUMeHsITb Ans 0003HaYeHUs «MPaBUINBHOCT
M3MepeHns», 1 HaoboporT.

[TOCT P NCO 18113-1—2024, ctatha 3.2.37]

3.34 npeagynpexageHue 006 onacHocTu: YBegomneHue, npegHa3HadYeHHoe OnA npueneyvYeHnd BHUMa-
HWUA NOINb30oBaTend K Hann4dno onacHOCTW, HanpuMep: KOHUeHTpauWnn rmiKo3bl, BriM3KoM K TMNornmuKke MM4ecKo-
MY WU rtnneprimkeMm4ecKomMy nopory.

MpumedyaHue — lNpegynpexgeHns ob oNacHOCTU MOTYT BKIKOHaTb COCTOAHUS, HE CBA3AHHLIE C YPOBHEM [io-
KO3bl, HANPYMEP: COCTOAHWE «CKOPO 3aKOHYMTCA cpok cryxbel MW HMKI™» unu «noteps curHana».
MpumeuyaHnune — Cwm.[3].

3.35

nNpPpeuyn3noHHOCTL H3MEPEHHﬁ: brnnzocTtb MeXxay nokasaHnamMmm N3MepeHn UM N3MepPEHHbIMM 3Ha4e-
HUAMUW BEMUYUHLI, HabngaeMbiMu MPU NOBTOPHbLIX N3MEPEHWAX OHOI0 1 TOTO XXe UIK noaoBbHbIX 00bLEKToB
NMpy 3adaHHbIX YCNOBUAX.

MpumedyaHue 1 — MNpeunanoHHOCTb M3MEPEHWA OBLIMHO BLIPAXKAIOT Yepea NnokasaTenu HeMpeLu3MoHHOCTH,
TaKWe KaK CTaHAapTHOE OTKINOHEHWE, AUCTepCUst UM KoadhULMEHT BapuaLMi Npyu 3a0aHHbIX YCIOBUSX M3MEPEHUIA.

MpumeyaHue 2 — 3agaHHble YCNOBUSA MOTYT BbITb, HANPUMEP, YCMNOBUAMUW NMOBTOPAEMOCTU U3MEPEHUH, yC-
NOBUSIMW NMPOMEXKYTOYHOW NPELM3UOHHOCTU M3MEPEHUA UMK YCIOBUAMK BOCNPOU3BOOUMOCTU U3MEPEHUI.

MpumeyaHnue 3 — [NpeUU3MOHHOCTb U3MEPEHWIA UCNONL3YIOT ANS ONPEeAEneHns CXOaMMOCTA M3MEPEHWS,
NPOMEKYTOUHON NPELU3MOHHOCTU U3MEPEHMWIA U BOCNPOU3BOAUMOCTY M3MEPEHUIA.

MpumedyaHue 4 — NOBTOPHbLIE M3MEPEHUS 03HAYAKOT M3MEPEHWS, NONYyYeHHbIe cnocobom, Npy KOTOPOM Ha
OaHHbIA Pe3ynsTaT He BNWAET NpealwecTByoWee N3MEPEHWE Ha TOM e UKW aHanormiHom obpasue.

[FOCT P NCO 18113-1—2024, ctatbs 3.2.32]

3.36

npoﬁa: OaHa N HecKonbKo penpeseHTaTUBHbIX YaCcTen, B3ATLIX M3 CUCTEMbI, KOTOPbIE NpeHa3Have-
Hbl A8 NPeaocTaBneHnsa MHopMaLum 0 cucTeme.

Mpumep — lMopuus cblIeOpOMKU, 837Masi U3 nepeuvyHozo obpasua ceepHyauelicss Kpoau.

[FOCT P NCO 18113-1—2024, ctatba 3.1.77]

3.37 npodreccuonanbHbii MU HMKI: MW HMKT, ncnonbsyemsin MEOUUUHCKMMK paboTHUKaMK Ons
OTCNEXWBaAHWUS UNKW onpeaeneHns TeHAEHU WA KOHUEHTPaUMM [MHKO3bI.

MpumeyaHne — Cwm.[3].

3.38 nponyweHHble npegynpexgeHusa: OTHOCUTENbHOE KONMWYECTBO CIy4YaeB, Kak NpaBuro, Bbipa-
Kaemoe B NMpOLeHTax, Korga onopHoe 3HadeHWe MIoKOo3bl B KPOBW OOCTUrano ypoBHSA npenynpexaeHust 0o
onacHocTK, Ho M HMKTI™ He nHuumnnpoeano npegynpexaeHus ob onacHocTU B TeYeHWe 3apaHee 3a4aHHOoro
BPEMEHHOro MHTepBana 40 WK NMocne Toro, Kak KOHUEeHTpauWsa rMKo3bl B KpOBW JOCTUrana nopora npeg-
ynpexgeHus o6 onacHocTu.

MpumeyaHnne — Cm.[3].
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3.39

npouecc: COBOKYNHOCTb B3aMMOCBA3AHHLIX U (MNW) B3aUMOLENCTBYIOLMX BUOOB AEATENbHOCTU, UC-
Nomnb3yroLLMX BX0oAbl AN Moy4YeHna HaMe4YeHHOro pesynerara.
[FOCT P NCO 9000—2015, ctatba 3.4.1]

3.40

OnopHoe 3Ha4YeHWe BeINMMYUHbI, ONOPHOE 3HAYeHWe: 3HayYeHne BEMUYMHLI, MCNOoJib3yeEMOE B Ka4e-
CTBE OCHOBbI AINA CpaBHEHUA CO 3HAYEHUAMW BENWYMH TOTO Xe poaa.

MpumeuyaHue 1-— OnopHoe 3HAYEHWE BENUYMHBI MOXKET BbITE UCTUHHBIM 3HaYEeHWEM U3MEPAEMOIA BEMMYMHDI,
B 3TOM Cy4ae OHO HEWM3BECTHO, UMW NPUHATEIM 3HAYEHWEM BENUYMHBI, B 9TOM ClNy4Yae OHO W3BECTHO.
MpumevaHue 2 — OnopHoe 3HA4YEHWE BENWMYUHBLI CO CBA3AHHOW HEONpPeaeneHHOCTbH M3MEepPEeHUIA 0BbIMHO

NpPenoCcTaBNAT!
a) AnA marepuana, HanpuMep atTeCToBaHHOro CtaHOapTHOro o6paau,a;

b) ycTpoicTBa, Hanpumep cTabunuaMpoBaHHOIO Nasepa;
C) pedhepeHTHON METOONKN N3MEPEHUIA;
d) cnvyeHns c 3TanoHOM.

[FOCT P NCO 18113-1—2024, ctatbsa 3.2.55]

Mpumeuvanne —BTOCT P WCO 15197—2015 (ctatbs 3.24) ncnone3yeTcs TEPMUH «pedepeHTHOe 3HaJYeHme
BeNUYUHbI».

3.41

pechepeHTHaa MeTogMKa uaMepeHusa: MeToguka M3MepeHuWin, Ana KOTOPOW MPUHATO, YTo oHa obe-
crnevyrBaeT NPUEeMINEMOCTb PE3YNLTATOB U3MEPEHUiA, COOTBETCTBYLLUX NpeanonaragMomMy UCronb30BaHu
NpW OLEHKe NPaBUNEHOCTA M3MEPeHU 3HaYeHWUIA BENUYUH, NMONYyYeHHbIX Mo OPYrMM MeTOAMKaM U3MepeHui
BEMUYUKH TOTO e poaa, NpW KanuBpoBKe UMK Npy onNpeaeneHn XxapakTepUcTUK cTaHaapTHbIX 06pasLoB.

[FOCT P NCO 18113-1—2024, ctaTtbsa 3.1.72]

3.42 ceHcopHasa cucTema: VIHTerpupoBaHHblA Habop annapaTHbIX M NPorpamMMHbIX KOMMIOHEHTOR, 0be-
creynBaroLWmn PyHKUMoHansHoe HasHaveHne M HMKT.

Mpumeyvyanne — Cm. [3].

3.43 ckopocTb nameHeHus pyHkunu; CNP: OTHOWEHNE UBMEHEHWS 3HAYEHUA (DYHKLWMW K MHTepBany
BPEMEHW, B TEYEHME KOTOPOT0O NPOU30LLMI0 M3MEHEHUE.

MpumevyanHune — Cwm. [3].
3.44

cMmeweHue: OueHKa cMCTeMATUYECKor norpewHoOCT N3aMmepeHuna.

M pupMeEHaHWNE 1— CMELI.I,EHME HaxoguTcA B O6paTHbe OTHOLWEHWAX C NPaBUITbHOCTbIO.
M puMeEeHaHne 2— OLlE‘HKDVI CMELLEHUA ABNAETCA CpeQHEE 3Ha4YeHne paga M3MEPEHMﬁ 3a BbIMETOM ONOPHOro

3Ha4YeHNA BENUYKNHDI.

[FOCT P NCO 18113-1—2024, ctatba 3.2.28]

3.45 cpegHee abconOTHLIX 3Ha4YeHUI oTKNnoHeHu; CA30: Oxngaemoe 3HavyeHne abcontoTHOro oT-
KMOHEHUA MeXay U3MepeHusaMu KoHueHTpauuu rmwokossl MU HMKI 1 cooTBeTCTBYIOWMMK ONOPHEIMUY (pede-
PEHTHbLIMW) 3HAYEHMUAMM FTIHOKO3bl, HYaCTO OLEHWBAEMOe KaK cpeaHee 3HadyeHne abconTHON pasHuLbl Mexay
N napamu namepennin HMKI /onopHoe 3HaqeHne (pedepeHc), MPOMHAEKCUPOBAHHBIMN /, ¥ BbIYMCIAEMOE MO

dopmyne

N
CA30 =%Z mamepeHue; — pechepeHc;|. (3)
i=1

MpumeyaHue — Cwm.[3].
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3.46 cpegHee abGCoONOTHbLIX 3HAYEHUW OTHOCUTENbHLIX OTKNOoHeHUn; CA300: Oxngaemoe abco-

MNIOTHOE 3Ha4YeHWe OTHOCUTENBHOMO OTKMOHEHUA MeXJy U3MepeHUaAMU KoHueHTpauuu rmwokossl M HMKI n
COOTBETCTBYKOLUVMW OMNOPHLIMA (pethepeHTHBIMUN) 3HAYEHUSMU MHOKO3bl, YAcTo OLEHUBAEMOE Kak cpefHee
3HadeHWe abconTHOM OTHOCcUTEeNbHOW pa3Huubl Mexay N napamun MW HMKI /onopHoe 3HauveHue (pede-
peHc), NPONHAEKCUPOBaHHBLIMM i, U BblYMCAAEMOEe Mo hopmyne

N
_1 n3MepeHue; - pedepenc; | o
CASOO_N Z_1| ey | 100 %. ()

MpumeyaHnnme — Cm.[3].

3.47 cpok cnyx6b1 MW HMKI: MHTepBan BpeMeHn ¢ MOMeHTa YCTaHOBKM JaT4ynKa 4O MOMEHTA BbIXO-

[la fatymka 13 cTposi B npefenax 3afaHHoW TOYHOCTH, KOTOPLIA MOXeT BbITb KOpode, ANMHHEE WK COBNaAaTh
¢ 0603Ha4YeHHbIM CPOKOM cnyx6bl faTtyuka (MeprogoM U3HOCa) U MOXKET BapbUpOBAaTLCA OT OLHOMO AaTHuKa
K OpYroMy gatqumky.

MpumeuyaHune — Cwm.[3].

3.48 ctabunbHocTb MW HMKI: CoxpaHeHre dyHKUMOHAmNbHbBIX XxapakTepuctuk MW B TeweHue cpoka

ero cnyxoebi.

MpumeyaHnnme — Cwm.[3].

3.49 cTpaTudMKauua AaHHbIX: PasgeneHne nonyyYeHHbIX JaHHbIX Ha OTAeNbHbIe rpynnbl (Crnou, cTpa-

Thbl) B 3aBMCUMMOCTU OT BeIGpaHHOro cTpatuduumpytolero dakropa.

MpumeyaHns
1 B kadecTBe cTpaTudmumpytowlero daktopa MoryT BeiTe BeiOpaHbl niobble napameTpel, onpegensoume ocoben-

HOCTH ycnosmﬁ BO3HUKHOBEHWA U NMONyvYeHA daHHbIX.

2 Cm. [3].

3.50 TOYHOCTbL U3MEpPEHUA B onpedeneHHbIM MOMeHT BpeMeHn; TMOMB: Bnv3ocTb COOTBETCTBUS

MeXOy pesynsTaToM onpeaeneHus KoHueHTpauwun rmokossl HMKE n onopHbiM (pedepeHTHbIM) 3HavYeHnem
rMHOKO3bl B ONpefeneHHbie MOMEHTbI BpeMEHH.

MpumeyaHune — Cm.[3].

351

N3MepAaeMor BENUYUHbI.

NnorpelwHoCTb U3MepeHna.

MMEET CBA3b C 0OOUMM ITUMK NOHATUAMM.

MW BENMMYKMHDBI, KOTOPBIE NPUNUCBIBAKT Mamepﬂemoﬁ BENWYMHE.

TOYHOCTb U3MepeHWnA: Bbnunzoctb MeXay U3MepEeHHbIM 3Ha4YeHnem BeIlTIM4nHbl 1 NCTUHHBIM 3HAYEeHUEM

MpumevaHune 1—lNoOHATUE «TOYHOCTb U3MEPEHMA» HE ABNSETCA BENUYMHON M NO3TOMY HE MOXET BbITb Bbl-
paxeHo B BWOE YNCMEHHOro 3HaveHWsa BenuyuHbl. Mamepenune asnaetca Gonee TOYHLIM, KOrOa OHO MMEET MEHbLUYID

M pnMmedyaHune 2— TepMMH «TOYHOCTb MSMEDEHVII?I)) He cnegyeT ncnonb3oBaTtb ANA 0603Ha4eHus npaBuvInbHO-
CTun Mamepeumﬁ, a TeEPMUH «Npeln3noOHHOCTb MSMEpeHMﬁ» — ans 06o3Ha4YeHUss TOYHOCTHU MSMepeHMUﬂ, X0TA nocnegHee

M pmMmeyHYaHne 3 — lMNopg To4YHOCTBID M3MepeHna nHorga NnoHMMarT BnnaocTb MeXay M3MepeHHbIMW 3Ha4YEHUA-

[FOCT P NCO 18113-1—2024, ctatbs 3.2.27]

3.52 ToyHOCTb TpeHaa: CnocobHocTe M HMKI npaBUnbHO M3MepsITb CKOPOCTb W HanpaBreHue u3-

MEHEHWI KOHUEeHTpauWnn rmioKo3bl BO BpEMEeHN.

MpumeyvyaHnunme — Cwm.[3].
3.53 TpeHpA: HanpaBneHnwe ABUXEHWS, Npeobnagawwas TeHAeHUNS.

n puMmedyaHune — B cratuctuke TEPMWH «TpEHO» O3Ha4YaeT OOoNnroCpoYHOEe OBWXEeHUEe OaHHbIX BPEMEHHOro

paOa, Takke onpegendaeMoe Kak npenenbHO HM3KOYacToOTHOEe M3MEHEeHWE C ,EiﬂI/‘IHOﬁ BOIHBI, I'IpEBbILIJa}DLL[ef;I ANnHY Bpe-
MEHHOIo psga.

MpumeyaHue — Cm.[3].
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3.54 TpeHp 6a3bl gaHHbIX: Bocxogsawasa unu HUCXoasALWasa TeHAEHLUWSA NOCMe UCKIIYeHWS Criy4aiHon
oWnBbKK N uMKknuyecknx achdekTos, Koraa Habnwagaemble 3Ha4YeHUa OTPaXarTcsa B nopsaake HabnwaeHWA.

Mpumeyanne — Cwm. [3].

3.55 yacToTa UCTUHHLIX NpeaynpexaeHUn: NpoLUeHT cny4Yaes, NpU KOTOPLIX (PUKCUPOBANUCHL Npesa-
ynpexgeHus MW HMKIT 06 onacHocTu, npy 3TOM onopHoe (pedhepeHTHOE) 3HaYeHne rMioKo3bl B KpOBKW O0-
CTUrano ypoBHS NpefynpexaeHus ob onacHOCTU B 3apaHee 3aJaHHOM BPEMEHHOM OKHe (Kak npaBuno, oT 15
00 30 MWH) 00 UnK nocne npegynpexaeHus.

MpumeyvaHune — Cwm. [3].

3.56 4acToTa NOXHbIX NpegynpexaeHun: MNpouUeHT cnydaes, Npu KOTOpbIX UKCUPOBANUCEH Npesa-
ynpexgeHuss M HMKI 06 onacHocTun, Npu 3TOM OMNopHOe (pedpepeHTHOoe) 3Ha4YeHWe TMKO3bl B KPOBU He
OOCTUrano 3HadyeHUn npenynpexaeHns B Te4eHWe 3apaHee 3aJaHHOro BpeMeHHOro MHTepBana (Kak npaeuno,
oT 15 go 30 muKH) go unu nocne npegynpexaeHus M HMKT,

Mpumevyanmne — Cwm. [3].

3.57 4yacTtoTa npaBunbHoro obHapyxeHus: [NpoLeHT cny4aes, Korga onopHoe (pedepeHTHOE) 3Ha-
YeHKe INHKOo3bl B KPOBWM OOCTMrano ypoBHs npegynpexaeHua ob onacHoct, a M HMKI uHuuumnposano
npegynpexaeHve 06 onacHOCTKU B TeHEHME 3apaHee 3a4aHHOro BPEMEHHOro OKHa.

Mpumeyanmne — Cwm. [3].

3.58

nepBUYHan KOHe4Han Touka: [Nokasatenb(n), ucnonb3yembli(e) AnNA npegocTaBNeHns OKa3aTenbCTB
KNMHUYECKUX PYHKUNOHAMbHBIX XapakTepucTuK, pesynsTatuBHOCTU Mnu BesonacHoCTW B KNMHWYECKOM 1C-
crnefosaHum

[FOCT P NCO 14155—2022, nyHKT 3.22]

3.59

BTOpPMYHAA KOHeYHas Touka: MNokasaTenb(un), ucnonsayemsblii(e) Ans OLeHKN BTOPUYHLIX Lenein KIMHu-

4YecKoro uccrnegoBaHus.
[FOCT P NCO 14155—2022, nyHkT 3.23]

4 YcraHoBneHue NpocnexnBaeMocTu UsMepeHnn

B HacTosiwee Bpems cnocob yCTaHOBWUTbL MCTUHHYIO NMPOCINEXNBAEMOCTb KOHLEHTPaLMK rmoko3bl B cXK
otcytcTByeT. C nomowbio M HMKIT namepsaioT KOHUEHTpaUWo rmoko3bl B MIcXK 1 MCnonb3yoT anroputmel
OIS ee NPOrHO3MPoOBaHWs B KaNWNNApHOW MM BEHO3HOW KpoBW. B HekoTopbix cny4yasx, ocobeHHo B Nnepuoabl
BLICTPOro M3MEHEHUs KOHLLEHTPAaLMK TIHKO3bI, MOXEeT HabnoaaTbca pazHuLa Mexay YPOBHSMMU [MIOKO3bl B
KanunnsapHon U BEHO3HOW KPOBW.

[Ons npunucbiBaHWA OMOPHbLIX (pedepeHTHbIX) 3HAYEHUI TMKO3bl A0MKHA BbITh UCNONb3oBaHa pede-
peHTHasi MeTOAMKA BbIMOMHEHWSA U3MEPEHUA KOHLIEHTPALMK TTHKO3bl B KANUNNAPHOA WM BEHO3HOW KPOBMU,
cooTBeTCcTBYlOLWan TpeboBaHuam npocnexueaemoctu no FOCT P MCO 17511. MW gna guarHocTuky in vitro,
COOTBETCTBYHOLLUME YKa3aHHbIM TpeboBaHUAM, MOTyT ObITb MPUMEHeHb! A9 NPUAUCEIBAHWS OMOPHBIX 3HaYe-
HWIA rnoko3kl. [py BEINOMHEHWKU TAKOTo onpefeneHua MoXeT bbiTe BOCTpeboBaHa MHhopMaLMa O MPOCNexu-
BaeMOCTH WU PYHKUMOHANbHLIX XapakTepuctukax MW, nonyyeHHasa oT M3roToBUTENS.

5 MNpeactaBneHue pesynesraTtoB uccnegosaHunsa TMOMB MU HMKI

TWOMB npeacTtaBnsieT coboii COOTBETCTBME OAHOIO U3MEpPEeHUs TMHKO3bl MO CPABHEHUIO C UCTUHHBLIM
3HAYEeHWEeM 3TOro U3MEPEHNS B 3TOT Ke MoMeHT BpemeHn. TMOMB moxeT 6biTb JONONHUTENLHO onpeaeneHa
TEXHUYECKMM COrnalleHNeM: YNCNOoBbIM COOTBETCTBMEM pe3ynbTaToB uccrnegoBaHusa mexay HMKI n pede-
PEHTHOW METOAWKOW BbINONMHEHMS n3MepeHus. B naHHoM pasgene npenctaBrneHo onucaHue CTaHgapTHBIX Me-
TOOOB, KOTOPLIE MOXHO UCNoNb3oBaTk AN aHanuza TVMOMB. [ononHWTENEHO peKoMeHAYeTCs UCNOoNb30BaTh
nonoxenus TOCT P NCO 3534-2.

10
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5.1 Metog aHanusa coBnageHuA 3Ha4YeHUW KOHUeHTpauuu rmiwokosbl B UcXK n B KpoBu
(aHann3 npoueHTHOro coBnageHus)

AHanu3 NpoLeHTHOro COBNaAeHWs BblpaxaeT NPOLEHT 3HAYEHWUA KOHLIEHTPAaL WA MMHKO3bl, MOMYYeHHbIX
¢ nomouwbio HMKI 1 nonagawwmnx B 3afaHHbIe Npefernsl COOTBETCTBYHOLWLErO ONMOPHOrO 3HAYEHUS [MHKO3bI.
OTOT MeToa aHanuza cpaBHuBaeT coBnageHue pesynsratoB HMKI co 3HaueHWs MKW KOHUEHTpaummn rmioKo3bl
B KPOBMW, BLIYUCMASA NPOLEHT KOHUEHTpauuin rmokossl npu nposegeHun HMKI B npegenax 15 %, 20 %, 30 %
n 6onee 40 % OT OMOpPHLIX 3HAYEHUN MOKO3bl. CpaBHEHWE MPU HU3KUX 3HAYEHUAX KOHLIEHTpPaL WX TMHKO3bI
0BbIYHO BLIpaXaeTcsl B BUAE pa3HOCTU (C eQnHULIAMU KOHLEeHTpaLKUK), a He B NpoleHTax (be3 eguHnu). Maro-
TOBUTENW OOMKHbLI YKa3aTb PaHULLY UMMM KOHTPOMLHYH TOYKY, BEIPAXKEHHYI B MPOLEHTHOM COOEPXaHUW UMK B
MUMIMMONAX HA NATP (MNW Mr/an ¢ nepeeo4oM B MMOINb/N), U npuBecTu MHdopmauuio o peaynstatax TMOMB
B Mapkuposke HMKT.

AHanua npoueHTHOro CoOBNaAeHns MOXeT ObITe NpeAcTaBneH Kak obLlee 3Ha4YeHWe, BKMOYasa Bce aMa-
Ma30HbI KOHLIEHTpALMK TMHKO3bl U B TeYeHWe Bcero nepuoda ucnons3osaHusa HMKT, a Takke pacnpegeneH
Ha onpefeneHHble OMAana3oHbl KOHUEeHTpauuu rMoko3bl NMB0 Ha BpPeMEHHbIe OManas3oHbl O5s Toro, 4Tobbl
aundpcepeHLMpPOBaTh NONYYEeHHLIE MPU Pa3NMYHbIX AMANa30HaXx W B pa3Hble BpeMeHHbIe Nepuoabl NokasaTenu
KOHLIeHTpaLmu rmoko3bl (cMm. Tabnuuy 1).

Tabnuya 1 — [JaHHele, oThopMaTUpoBaHHbLIE ANA AEMOHCTpaUMM coBnageHus pesynsratoB uamepenns HMKI kon-
LeHTpaLmWK MMoKo3bI

Mpeaen auanasoHOB KOHLEHTPAaLWUK IMHKO3bI
Peﬁigs:;:bm KanihcTen 15 % 20 % 30 % 40 % u
’ nnn nnu1 nnun nu o
MMOIb/N LR 0,8 M:nOﬂb/J'l 1,1 Mn:Oﬂbfﬂ 1,7 Mi\onOﬂbe'I 2,2 MP:IDJ'II:/J'I 40% wnu 2,2 mmons/n,
' ' ' ! ' ' ' ' Bonee
He Donee He bonee He bonee He Bonee
O6wwnn 2242 86 % 93 % 98 % 100 % 0 %
<33 81 82 % 86 % 91 % 99,5 % 0,5%
34—44 142 82 % 92 % 95 % 99,7 % 0,3 %
4,5—5,6 153 84 % 92 % 97 % 100 % 0%
5,7—10,0 625 86 % 93 % 97 % 100 % 0 %
10,1—16.,7 1005 86 % 93 % 99 % 100 % 0 %
16,8—19,4 181 89 % 94 % 99 % 100 % 0%
219,5 55 89 % 96 % 99 % 100 % 0%
Mpumeuyarnue — Kputepuu cornacoBaHvs U3 eQuHWL, MBMEPEHUWSA, BbIpaXKEHHBIX B MUNNUrpaMMax Ha geum-
nuTp, Mr/an, nepeBedeHbl B NPOLEHTLI MeXay 3TanoHHeIMu MHTepBanamu 1—100 mr/on n 101—180 mr/an.

B tabnuue 1 npedcTaBneHbl pesynsTaThl M3MEPEHWUIA KOHLEHTpaUMKn rmoKossl npu npoeegeHun HMKT,
BblpaX{eHHble B MpoLeHTax, B npedenax cregywwux guanasoHos: 0,8 mmons/n (15 mr/gn wnu 15 %);
1,1 mmone/n (20 mr/gn) nnm 20 %; 1,7 mmone/n (30 mr/an) wnu 30 %; Bonee 2,2 mmons/n (40 mr/gn) nnn
40 %. Takke npuBeaeHO TUNWYHOE pacnpeaeneHne NapHbiX TOHEK B Pasfnn4YHbIX QManasoHax KoHUeHTpauum
rntoko3bl. MoryT BbiTb KO3 MLUMEHTbLI COrNAacoBaHNa 1 AN NpefenbHo Y3KUX AONYCTUMbIX AMana3oHoB OT-
KNnoHeHWn, Hanpumep: B npegenax 0,3 mmons/n (5 mr/gn) unm 5 % nnbo B npepenax 0,6 mmons/n (10 mr/gn)
unun 10 %, Ho 0BbIYHO MX He ucnonbayloT. B Tabnuue 1 oTpaxeHbl 3HaYEeHUSA KOHLEHTPAaLUWKW MMKO3bl TOMLKO B
uHTEpBarne oT 2,2 go 22 mmonk/n (o1 40 po 400 mr/gn).

[aHHble, npuBeneHHble B Tabnuue 1, ctpatudunympoBaHsl No gnanasoHaMm pedepeHTHbIX MHTepBarnoB.
Takke MOXHO NPeAcTaBUTb JaHHbIE O TOMHOCTM C AMana3oHaMM KOHUEHTPAaLUWA TIHKO3bl, CTRAaTUdULMPOBaH-
HbIMW MO 3HAYEeHUAM KOHUEeHTpaumn rmoko3sl McX.
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[MpoueHT coBnageHus, NpeacTaBneHHbln cTpaTudukaunamm Ha ocHose pesyneratoB HMKI nnu onop-
HbIX 3HAYEHWIA TMHOKO3bl, MOXET OTNIMYaTbCA, MOTOMY YTO ManoBepoOsiTHO, 4YTO BCe coBnajalouine napbl M3-
mepeHuin HMKI — pedbepeHTHbIM MeTo, HaX0OAaTCs B OOHMX U TeX XXe UHTepBanax KOHLEHTpaLUuK rMKo3.bI.
PacnpepeneHune coBnagarlux nap B KaX4oM MHTepBane KOHLEHTpaUuuu rmoko3el B BONLLWKMHCTBE CNyYaes
pasnuyHoe B 3aBUCUMMOCTW OT OcyLllecTBneHusa ctpatudpukaumm no HMKI unu onopHeim 3HavyeHusm. No aton
npudrHe mapkupoeka MW HMKI moxet BkntodaTe gaHHble To4HOCTM Kak no HMKI, Tak n no pedepeHTHON
MEeTOAMKE BbINOSTHEHUSA M3MEPEHUA.

5.2 MeTtop aHanusa pe3ynbratoB UiMepeHUA KOHUEeHTpauuu rmioKo3bl UcXK za npegenamum
OTOGPH)KBEMOFO Anana3oHa

MpumeHeHne M HMKI yacTto orpaHuyeHo oU3KONOrMYeckn 3HaUYMMbIMKU YPOBHAMM TIHOKO3bI (HAaNpu-
Mep, oT 2,2 go 22 mmone/n). Korga MW HMKI™ onpegensiet, 4To pesynbraTthl M3MEPEHUA KOHLEHTpaUuu rmo-
KO3bl HMKE WNK Bblle OuManas3oHa oTobpaxeHus, OHO MoxeT oTobpa)KaTb HEYMCMNOBbLIE 3HAYEHUA, Takne Kak
HW3KKUA Unu Boicokuin pesyneraT. MNockonbky MW HMKI™ He oTpaxaeT 3Ha4yeHWs KOHLEeHTpauuK rmoKo3bl (3Ha-
UYeHWS TMHOKO3bI) 3a NpefenaMu yKa3aHHOro uManasoHa, cpaBHeHWe ¢ akTUYECKMMU 3HAYEHUSMMU [THOKO3b! B
KpoBY (onpedeneHHbIMU METOOOM CpaBHEHUN) TpebyeT NpoBeaeHUsa OTAeNbLHOro aHanmaa, YTo JOIDKHO BbiTh
y4TEHO B OLeHKe 3dppekTUBHOCTU ucnonesosanusa MW HMKT.

OgHMM M3 MeToaoB OUeHKK addhekTuBHOCTU NpumeHeHns M HMKI 3a npegenamu otobpaxaeMoro
JuanasoHa ABNAeTcsa onpegeneHve KYMynATUBHbLIX NPOLEHTOB, KOr4a ONopHbIe 3HAYEeHWUA MMI0KO3bl MeHbLUe
unu Bonblue HEKOTOPbIX YPOBHEW KOHLEHTpauun rmokosbl. B Tabnuuax 2, 3 nokasaHo, kak MM HMKT otpa-
»aeT HU3KWUIA ypoBeHb KoHueHTpauumn 100 % (15 13 15) npy onopHbIX 3HaYEeHUAX MMoKo3bl MeHee 4,4 MMonb/n
(80 mr/am), 93 % (14 13 15) Npy ONOPHBIX 3HAYEHUSX MMIOKO3bl MeHee 3,3 mmone/n (60 mMr/an) v BbICOKWIA
ypoBeHb KoHueHTpauuu 100 % (40 n3 40), korga onopHble 3HaYeHWs TMOKO3bl NpeBbiwaT 13,3 MMonb/n
(240 mr/gn), n B 100 % (40 uz 40), korga onopHele 3Ha4YeHus rMko3sl — bonee 15,6 mmone/n (280 mr/an).

Tabnuua 2— [JaHHble AN aHanu3a cornacoBaHusa Npu pesynsrarax uaMepeHus KoHueHTpauuu riwkoasl MiA HMKT
HKe 2,2 MMone/n

WamepeHue no HMKI/ OnopHoe 3Ha4YeHwWe rMKo3bl, MMOMbL/N

Peaynetat nsmepenus M u
pedepeHTHOW MeTogmKe

WML usmepeHna <31 <3,3 <39 <4.4 24,4
Huakunia (<2,2 mmone/n) | N 13 14 15 15 0
COBOKyMHbIA NPOLEHT 87 93 100 100 0
>18,9 >17.8 >15,6 >13,3 =133

Bbille 22,2 MMOnb/n

Tabnuua 3 — [daHHble 4Ns aHanvaa cornacoBaHua Npy pesynesratax U3MepeHua KoHueHTpauun rmiokoasl MiA HMKIT

Peaynerat usmepenus MW

MNamepenne no HMKI/
pedepeHTHOW MeToamKke

OnopHoe 3Ha4YeHue rMKo3sbl, MMOrb/n

HMKI
n3MmepeHua <31 <3,3 <3,9 <4 4 =4 4
Bbicokui N 38 40 40 40 0
(>22,2 Mmmone/n)
COBOKYMHbIA MPOLEHT 95 100 100 100 0

5.3 MeTtop aHanu3a COBﬂa,D,EHHﬁ 3Ha4YeHun rmkKo3bl UcXK c ONOPHLIMU 3HAYEHUAMMW MHOKO3bI

OueHka gaHHbIX nokasbiBaeT pesynetatel HMKI, BeipakeHHble B MpoueHTax, KOTopble Haxogwunuch B
AManasoHe OMOPHbIX 3HAYEHWW FMKO3bl, B AMAaNa3oHe Bbille OMOPHbLIX 3HAYEeHWW TMIKO3bl M B AManasoHe
HWXE ONOPHbLIX 3HAYEeHWIA MMIoKo3bl (CM. Tabrivuy 4).
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Tabnuua 4 — CoBnageHve pesynsTaToB M3MepeHus KoHUeHTpauu rmokodsl HMKD 11 onopHbIX 3Ha4eHWI TIHOKO3bI

Pan MHTepean namepenust rmiokoasl HMKIT, mmons/n
PechbepeHTHbI Yucno
23— 34— 45— 6,8— 9,0— 11,2— | 14,0— | 16,6— | 19,5—
MHTHpRAD, <22 | "33 44 6.7 89 | 111 | 139 | 167 | 104 | 222 | 7222 |napHex
MMOnNb/N TOYEK
<2,2 63 % 34 % 3% 0 % 0% 0% 0% 0% 0 % 0 % 0% 15

2,3—3.3 3% 55% | 36 % 5% 1% 0 % 0 % 0% | 0% 0 % 0% 81

34—4.4 1% 15% | 68% | 14 % 2% 0 % 0 % 0% | 0% 0 % 0% 142

4,5—6,7 0 % 1% 12% [ 75% | 10% | 1% 1% 0% | 0% 0% 0% 492

6,8—8,9 0 % 0% 0 % 17% | 74 % 6 % 2% 1% | 0% 0 % 0 % 473

9,0—11,1 0% 0% 0% 1% 20% | 73 % 4 % 2% 0% 0% 0% 301

11,2—13,9 0 % 0% 0 % 0 % 1% 17% | 65% | 12% | 3% 2% 0 % 291

14,0—16,7 0 % 0% 0 % 0% 0% 2% 19% | 62% | 15% 2% 0% 226

16,8—19.4 0 % 0% 0 % 0 % 0% 0 % 3% | 26% | 55% | 15% 1% 181

19,6—22,2 0 % 0% 0 % 0 % 0 % 0 % 2% | 10% | 35% | 48 % 5% 55

>22,2 0 % 0% 0 % 0% 0% 0 % 0 % 0% | 15% | 32% | 53 % 45

MpumevaHnn

1 B BblgeneHHbIX CTPOKaX yKasaH NpoLEHT COBNaaalolLmx nap B KaXaom pediepeHTHOM UHTepBane.

2 Korga 3Ha4YeHWs KOHUEHTPAaLMK IMKO3bl, M3MEepeHHbIE N0 pehepeHTHOM METOAWKE BbINOMNHEHUS M3MEPEHNS, Ha-
XoOaTcsa B npegenax ot 4,5 go 6,7 mMone/n, npegnonaraeTrcs, 4To pesynstaTtsl uamepeHua M HMKI 6yayT Haxogutecs
B npegenax ot 4,5 no 6,7 mmone/n B 75 % cnydyaes. [NpoueHT 3Ha4YeHnin Ang AManas3oHa KOHLUEeHTpauWui rMioKo3el, npeg-
CTaBneHHbld cTpatudukaumammn Ha ocHoBe HMKI™ unu pedepeHTHOM METOAMKON BLINOMHEHUA U3MEPEHUA, MOXET OT-
nnyaTbCs, NOTOMY YTO MarnoBEPOATHO, YTO BCE COBMagaLLme napbl 3TanoHHbIX nameperuin HMKI™ HaxopsaTtca B ogHmX
1 TEX e MHTepBanax KoHUeHTpauun rmoko3bl. Mo atoin npuyunHe mapkuposka MM HMKIT gomkHa BKNOYaTh Kak cTpaTtu-
thrumpoeaHHble ganHble HMKT, Tak n pesynbraTtel pedhepeHTHON METOAWKM BbINONMHEHUSA U3MEPEHNS.

5.4 Metogbl aHanu3a TouHocTU HMKI oTHoCMTEeNnbHO OMOPHLIX 3Ha4YeHWIA MIOKO3bI

5.4.1 OTHOCUTenbHOE OTKNOHEHWE U cpefHee OTHOCUTENbLHOE OTKIOHEeHUe

OTHOCUTENbHOE OTKIMOHEHWE OLEHMBAET TOYHOCTb Mexay pesynstatamun namepenuin M HMKI n onop-
HbIMW 3HAYEHWUSIMW TIOKO3bl NYTEM BbIYMCMEHUA pasHUubl Mexay pesynsratamu mamepeHuidn M HMKD n
OMOPHLIMKW 3HAYEHUSIMW MIOKO3bl OTHOCUTENBHO OMOPHOTO 3HAYEHWA TMHKO3bl, BbIPa)KEHHOro B NPOLEHTax.

llpumep — Ecniu onopHoe 3Ha4yeHue 210K03bl pagHo 5,6 MMosb/, a pe3ynbmam u3MepeHUss KOHUeHmpa-
uuu amokozbl HVIKI pasern 5,1 MMone/n, mo pazHocme Mexdy pesynbmamamu uszmepeHuld MW HMKI u pecgbe-
PeHMHbLIM 3Ha4YeHueM a/1iKo3bl — oko10 10 %. B npusedeHHOM 8blWwe nNpuMepe pe3ynsmamebl uameperHul HMKI
MeHbule pehepeHMHBIX 3Ha4YeHUl 2/TFOKO3bI1, MO3MOMY pasHocmb € MPoUeHmMax ompuyamenbHas. ns pesyns-
mamoe usmepeHuli MM HVIKI™ e duana3zoHe HU3KOU KOHUeHMpauuu 2/10Ko3bl (Hanpumep, <5,6 Mmons/nn) omkno-
HeHue Yacmo npedcmasnaemcs 8 abcoMomMHbIX 3Ha4YeHUAX (MMOIL/N Unu M2/011), a He 8 MPOoUeHMax.

CpenHee OTHOCUTENBHOE OTKMOHEHWE — 3TO CpedHee 3HaYeHne BCEX MONOXMUTENbHLIX U OTpULATENb-
HbIX OTKITOHEHWN, BbIPAXEHHbIX B NpoUeHTax, Mexay ABYMA 3HadeHusMu MW, OHO yKasblBaeT, Bbille unu
HuxKe pesyneratel namepenna MW HMKI B cpegHem OTHOCKUTENBHO OMOPHOIO 3HAYEHUSA TTHKO3bI.

5.4.2 ABGconTHOEe 3Ha4YeHUe OTHOCUTENbLHOro OTKNMOHEeHWA U cpefHee aBCOMKTHOrNO 3Ha4YeHUA
OTHOCUTENbLHOIO OTKITOHEHUA

ABconTHOE 3HAYeHWE OTHOCWUTEINLHOrO OTKMOHEHWSI ONUCLIBAET OTHOCWUTENbLHYH pPa3HULy WNu «pac-
cTtosiHue» mexay HMKI v onopHbIMK 3HaYE€HUAMMW FMOKO3bl OTHOCUTENBHO pedEePEHTHOTO 3HAa4YEHUS [MHOKO3bI,
HO HE OMUCLIBAET HanpaBfneHWe CMELLEHNS.
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CpenHee abcomMOTHBLIX 3HAYEHUM OTHOCUTENbHbLIX OTKMOHEHWA — 3TO CpeAHee «paccTosHMe» (Hesa-
BMCMMO OT MOMOXWTENbHOrO UMM OTPULATENbLHOrO pesynsrata) Mexay pesynsratamu namepenus MIA HMKD
W OMNOPHbLIM 3HaveHWeM rmoko3dbl. CA300 WKMPOKO UCMONb3yeTcs M3roTOBUTENsIMW B Ka4ecTBe WHOekca ad-
hEKTUBHOCTK, NOTOMY YTO 3TO NPOCTOE YMCNO, KOTOPOoe Nnerko BeluncnuTe. OgHako CA300 nmeeT HekoTopble
CYLLeCTBEHHLIE OrpaHu4eHus. ATO cpedHee 3HAa4YeHue Mexay BCeMu napHbiMu naMmepeHusimu MW HMKE u
OMOPHbLIMKW 3HAYEHUAMUN TIHOKO3bl Y BCEX YYaCTHWKOB MCCMedO0BaHWsA No BCEMY AManasoHy M3MepeHW W Ha
npoTsxeHun Bcero cpoka cnyx6el M HMKT. Mpwu npumeneHnn CA300 cyllecTByOT PUCKM OTHOCUTENBHO
N3MEHYMBOCTM pesyrbTarta y pasHblx Nonb3oBaTenen (Hanpumep, U3-3a ux peakumy Ha MHOPOOHOE Temno), He-
onTumanesHoi paboTtel M HMKIT B onpegeneHHbIX AMana3oHax KOHLUEeHTpaLuK rmiKo3bl 1 0BHapY>KeHUn He-
COOTBETCTBMIA B TOYHOCTW Npu HoweHun MW HMKT (Hanpumep, 1- geHb paboTel) U T. 0. Mpu aHanM3e pUckos
npumensatT FOCT ISO 14971.

5.4.3 CpegHee 3Ha4YeHWe U MegUuaHa

XoTta meamnaHa A300 moxeT BbITh NOME3HON XapakTEPUCTUKON, 3TU 3HAYEHWA YaCcTO NPUBOOSAT K HEAC-
HOCTW B onpefereHnn pesynsTaToB U3MepeHU KOHLEHTpau My rmioKo3bl.

CpeZHee 3Ha4YeHWe UNU MeanaHa OOMKHbI ObiTh yKasaHkl, Korga 3To TpebyeTcs.

5.4.4 MogudcdprunpoBaHHbIN rpacuk BnaHga—AnsTMaHa

Tabnuubl TOYHOCTW YACTO AOMOMHAKT rpacdu4ecknM NpeacTaBneHnemM pasHuLbl B Todkax. Moguduum-
poBaHHbIN rpaduk bnaHga—AnbLTMaHa nokasbiBaeT pasHuUy MexOy KaxabiM pesynbtatoMm uamepeHua MU
HMKI no ocu opoMHaT 1 ONOPHBIM 3HA4YEHWEM [MOKO3bl Mo ocu abecuyuce. MpaHuLbl owWKMBOK, CNonb3yemble
ansa ko3 PULMEHTOB COBMAAEHWS, TAKME KaK BEPXHSAA U HUXKHAS rpaHuLbl, MOryT BbiTe AobaBneHsl Ans Toro,
4yTOBObI NOMOYL ONpPeaenUTL TOUYKN C HEAOCTATOYHOW COrMacoBaHHOCThI. B HekoTopkix cnydasx rpaduk oo-
NMONHAKT NUHUER perpeccu, YTobbl 060BLWLMTE owKnBKY. MoouduumpoBaHHsie rpadukn bnaHoa—AnsTMaHa
no3BonAKT MaeHTUUUMPoBaTh NbyH CMCTEMATUYECKYHD OWNBKY Mexay W3MepeHWsIMU UMM BO3MOMXHbIe
BbIGpOCHI.

5.4.5 UHble xapaktepuctukn MU HMKI

5.4.5.1 CtabunsHocTe M HMKI

O dbekTuBHOCTL (paboune xapaktepuctuki) M HMKI moxeT(ryT) nameHATbCS B TEYEHWE Cpoka ero
ucnonb3oBaHua. TouHocTe MW HMKT, kak npaBuno, Hu3kas B Ha4anbHbIA Nepuog ero npUuMeHeHns (1-i geHs).
C y4eTOM M3MEHHYMBOCTU XapakTepuCcTUK cnegyet otmedaTs apdektnBHocTe M HMKIT Ha npoTsixkeHMm onpe-
OeneHHoro BpeMeHHOro nepuoaa, BkNoYas nepymos ¢ Hanxyawmmmy nokasaTenamMu, U JOKYMeHTanbHo odopM-
nsaTb pesynbraTtel To4HocTM M HMKT B Havane, cepedunHe 1M B KOHLE CPOKa ero crnyxobi.

5.4.5.2 CtabunbHOCTb KannbpoBkK

Ons MW HMKT, B oTHOLWweHuM KoToporo TpebyeTca npoBefeHue Kanubposku, apdekTMBHOCTL cnenyeT
OLEeHUBaTL B Nepuod Mexay kanubposkamu. Pabouune xapaktepuctuku MU HMKI moxHo aHanuanpoBaTh B
npaBuIbHO pasfeneHHbIX KaTeropuax B npeenax pekoMeHayeMon NpoLormKUTENBHOCTU KannbpoBKku (Hanpm-
mep, kaxable 2 4 gns MW HMKT npu gByx kanubpoBkax B AeHb). S PEKTUBHOCTL MOKHO OKYMEHTUPOBATb
Kak npoueHT coenageHus, Hanpumep 20 %/1,1 MMonb/n, unu Kak uaMmepeHue To4HocTK, K npumepy CA300.

Mpumep — B ma6nuue 5 npedcmasneH munuyHbil aHanu3 MoOYHOCMU, @KoYasi cpedHee 3HavyeHue om-
HOCUMEeNbLHO20 OMKIIOHEeHUs, MeduaHy OMHOCUMesH020 omknoHeHus, CA300 u meduaHy A300. HVIKT xapak-
mepu3yemcs cnedyrouwuMm: o6wumM cpedHUM 3HaYyeHUeM OMHOoCUMesbHo20 OMKIoHeHuUss — 2,4 %, meduaHoli
omHocumersnbHo20 omknodeHuss — 2,0 %, CA300 — 9,0 % u meduaroii A300 — 7,0 %. MeduaHa 3Ha4eHuil OmHo-
cumesibHO20 OMKIIOHEHUS] MMoKa3kigaem, 4mo 8 rnosioguxe cnydyaee MW HMKI™ ¢hukcupyem 3HavyeHuUe 2rH0KO3bI Ha
2,0 % Huxe ee oNOpPHbLIX 3Ha4YeHul, a MeduaHa A300 — cpedHee 3Ha4YeHUe OMKIIOHeHUU MexXOy pe3ynbmamamu
usmepeHuil HMKI u pechepeHMHLIMU 3Ha4YeHUSIMU 2/1F0KO3b1, Komopoe cocmaesnsem meHee 7,0 %.

Tabnwuua 5—[aHHble, NokasbiBalLLMe CpegHee 3Ha4YeHe 1 MeguaHy OTHOCUTENBHOMO OTKITOHEHWS] Pe3ynbTaTtoB 13-
MepeHuint M HMKI™ B paanuyHbix pedepeHTHbIX MHTepBanax M3mepeHus rmioKo3bl

PedhepeHTHbI Esnisers CpegHee MeawaHa
WHTepsan, i ”WI" T; ” OTHOCUTENLHOIo OTHOCUTEMNbLHOM CA300 Meguana A300
MMOIb/M RHBIXTOHEK OTKMOHEHUA, Y% OTKIOHEHUSA
O6wun 2242 2,4 2,0% 9,0 % 7,0 %
<3,3 81 -3,1 -4.3 10,1 9,9
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PedepeHTHbIN CpenHee Mepgunana
WHTEepBan, nl;o::t;e%::gl( OTHOCUTENbHOIo OTHOCUTENBHOIO CA300 MeguaHa A300
MMOnb/N L OTKNOHeHus1, % OTKIOHEHMA
3—4.4 142 -1,1 -1,2 9,9 9.4
4,5—10,0 778 2.4 1,1 9,6 9.1
10,1—16,7 1005 2.3 21 8,2 7.8
16,8—19.4 181 4,2 4,6 7,0 6.7
=19,5 55 6,3 6,2 71 6,9

5.5 Xapaktepuctnku gna otgenbHbiXx MU HMKI

Y106kl M3yunuTb HeogHopogHocTe MW HMKT, MoxHO ncnonb3oBaTth Takue nokasaTeny TOYHOCTM, Kak
cpeaHee A300 mnnu cpegHee 3Ha4YeHWe OTHOCUTEINbHOMO OTKIOHEeHWA. [laHHble MoryT BbiTh NoKasaHbl B BUAE
rmctorpammel, oukcupyollein konudyectso MW HMKI™ B paanuuHeix guanasoHax CA300 B xoge vccnenoBa-
Hus. Takoe npegcTaBneHue HeobxoanuMo Ana naeHTUdMKaunm BoIBpoCoB.

5.5.1 MpeLn3NOHHOCTb KaK abCcomnoTHbIe 3HA4YEHUSA NapHbIX OTHOCUTENbLHbLIX OTKNOHEHUH

MNpeunsnoHHOCTE MOXET DbiTh 3HAYMMON XapakKTepucTUKon AnA oueHku addektusHocTn MIA HMKT.
MpeumnsmonHocte M HMKI nossonsieT oueHWTb, Hackonbko oguHakoBo dyHkUmoHupyoT asa M HMKT y
ogHoro 1 Toro xe denoeeka (ToyHoctb MW HMKI). JaHHble ona aHanwusa reHepupylTca nyTeM OOHOBpe-
MEHHOro HolweHus nauymeHToM Aryx MW HMKT. MonyyeHHble pesynstaTel YacTo odopmnsatoT kak A3MNO0O un
KoadppuULMeHT BapuaLnu.

5.5.2 OueHka BnuAHUA TouHocT MW HMKI Ha knuHU4Yeckui adpdpekt

MW HMKI Hapsgy ¢ TMOMB koHueHTpauuu rmoko3bl NPeaocTaBnaAT AONONHUTENbHbIE OAHHbIE B OT-
NU4YMeE OT OaHHbIX MMIOKOMETPOB, TAKME Kak TEHAEHUUN (TPeHbl) U CBEAEHWSA, MOMYYeHHbIE paHee, YTo AenaeT
WUHTEpnpeTauuilo OaHHbIX ANS NPUHATAS KINMHWYECKUX pelleHuid Bonee CnoXHOW, Y4eM Mpu MCNoNb30BaHuK
rmoKkoMeTpoB. CucTembl, paszpaboTaHHble AN rMHKOMeTpoB, HanpuMep Tabnuua owmnbok Knapka, Tabnuua
oWnBOK KOHCeHcyca 1 Tabnuua ownbok HabnwaeHus, MoryT BbiTe aganTupoBaHel Ans npuMeHedus HMKD
C Llenblo oueHKU KnuHudeckoro acdekta (cm. [4], [5]). HenpepbiBHbIA aHanna CeTku oLWKMBOOK MoKo3bl pas-
pabotaH gns oueHkn HMKI 1 BkMoYaeT Kak TOMEeYHbIA aHanu3, Tak M aHanna ceTky olwnbok YacToTel (cM. [6]).

6 TouyHOCTbL TpeHaa

6.1 O6LWwmMe nonoxeHns

OcHoBHOE CpeacTBO, C NMOMOLLBLK KOTOPOrO MOMHO OLEHWTbL TOMHOCTb TpeHaa, — 3TO onpegeneHue
TOro, COOTBETCTBYET N MPOTrHO3MPYEMOE HanpaeleHWe peanbHOMY W3MEHEHWI0 KOHLEHTpauWWM rmKo3bl.
[aHHble 0 TOYHOCTW TPeHOa B BEPXHEW U HWKHEW rpaHMUax AManas3oHa KOHUEeHTpauWW MHKO3bl, a Takke
nepuoabl ObICTPOro M3MEeHEeHWs KOHLEHTpaUWWU TMIKOo3bl ABNATCA Hanbonee BaXHbIMW 3HAYEHUAMU MPU
NPUHATUW TepaneBTUYECKUX pelleHnid. TOYHOCTb TpeHda MmanouHeaameHbix MIA HMKIT oTHocKTCA K XapakTe-
pUCTUKaM, 3aBUCALMM OT kKonebaHWi KOHUEHTPpaUWW TMHKO3bl, B YACTHOCTWM OT CKOPOCTW U HanpasneHus 1a-
MEHEeHUs KOHLeHTpaLmu rmko3sbl. MNpegnodtutensHee, 4Tobel oueHka TouHocTn MW HMKI ocywecTensinace
Npw pasnu4YHbIX CKOPOCTAX M3MEHEHWUA KOHLEHTPaUMW MMIOKO3bl N B pa3HblX COCTOAHWAX 300P0OBbA NaLMEHTOB,
BKITHOYAS TMMOMMMKEMMIO, HOPMOTTIMKEMMIO W TUneprinkemMuto. CeTky unm MaTpvly CoBnageHus pesynbraToB
n3aMepeHusi KoHueHTpaunu rmwokodsl MA HMKI 1 pedepeHTHOW METOOWKOW BbINOMHEHUS U3MEPEHUS MOX-
HO MCMNoMnb30BaTh, YTOOLI NPOWMTIOCTPUPOBATL, COOTBETCTBYIOT MU MPOrHO3WpyeMble TEHAEHUWW TMUKeMUN
peanbHbIM TeHAeHUuAM. Kpome Toro, pekoMeHOyeTca npoBoguTb OUEHKY dyHkUMoHupoBaHua MIA HMKID B
Hauarne, CepefMHE W KOHLEe CpoKa MX cryx0bl.

6.2 MeTopn aHanu3a TOYHOCTKU TpeHAa

MW HMKI onpegensitoT noapobHble BpeMeHHble paabl M3MEePEeHUs KOHLEHTPaUnK rKo3bl, 0DbIYHO
oToDOpakaeMmble Yepes KOPOTKME MHTEepBanbl BpeMeHW (Hanpumep, Kaxable 5 MuH). Takum obpasom, TEXHOMOo-
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rnss HMKI moxeT npegoctaBnaTe MHOPMAaLMIO B PEXMME peanbHOro BpeMeHW HE TOMbKO O TEKYLLMX KOHLEH-
Tpaunsax rmKo3bl, HO U O 3aBUCHALLUX OT BPEMEHM XapakTepucTukax konebaHni KOHUeHTpauWuy rmioKosbl, B
YaCTHOCTM O KPaTKOCPO4YHOW CKOPOCTU U HAaNpaBrneHuM N3MeHEeHUs! KOHLeHTpaL UK IMoKo3bl (TakKe M3BEeCTHON
Kak nHdopmMauusa o TeHAeHUMsAX). TouHble U HagexHble AaHHble HMKI aenaiTca kKnio4veBbIM KOMMNOHEHTOM
aBToMaTtuampoBaHHbix MW HMKI goctaBku MHCYNUHA, a Takke cnocobCTBYHOT CBOEBPEMEHHOMY M afgeKkeaT-
HOMY BMellaTensCTBY ANA KYNMPOBaHWA CYLLECTBYIOWEN UK npefoTBpalleHus HagBuratoLwencs runornuke-
MW W TUMEPTINKEMWUN.

CooTBeTcTBME Mexay pesynstatamu naMmepeHuin M HMKE v guHamukon konebaHuid KOHULEeHTpaumm
rMIOKO3bl B KPOBU BbIpa)KaeTcsl pasHOCThIO MeXxdy M3MepeHHbIMU 3HAYEeHUSIMUW KOHLeHTpauuu rmiokoasl MIA
HMKT 1 onopHbIMK 3HaYEHUAMM [MOKO3bl M MX KonebaHuaMU BO BpeMeHU. 3TO COOTBETCTBUE MOXKHO OLEHUTb
Mexay pesynsratamu no TUOMB u TpeHZy TOMHOCTU UMK MeXay NPOU3BOAHLIMWU U3MEPEHUAMM TMHKO3bI B
McXK no BpemeHW 1 onopHbBIM 3HAa4YeHUEeM rMKo3bl. [1pon3BoaHaA ONOPHOro 3Ha4YeHUs MKO3bl annpoKCUMK-
pyeTcsi Yepes 3afaHHble KOPOTKME MHTepBarnbl BpeMeHu At, ykaszaHHbIe B NPOTOKOMNE UccrnenoBaHusa (Hanpu-
Mep, No YactoTe pedepeHTHbIX M3MEPEHWI MIoKO3bl). XOTs A4OCTYNHO HECKOMNbKO MeTo4oB aHanusa, Hanbo-
nee pacnpocTpaHeHHon ocTaetca oueHka CUD = AG/At onsa npouecca G(f) B MHTepBane BpeMeHU Af.

TouHo Tak e CU® namepeHnin MOXHO BbIYMCIUTL UCXOOA M3 NocnegoBaTenbHblx 3HavyeHuin HMKT, bnu-
XaWLKX KO BpEMEeHU NonyvYeHUs OnopHbIX 3HAYEeHWH FMKO3bl, pasdeneHHblX Ha UHTepean BpemeHu At. Hu
oAHa uamepuTensHas cuctema He abconioTHa, 1 B criydae HMKI wym moxeT noBnusaTh Ha BelducneHne CUD,
0COGEHHO NpK KOPOTKMX MHTepBanax BpemeHn At B cBsasm c yem pekomengyeTcs Boiumncnate CUP HMKI gns
Bonee 4yem OByx nocnefoBaTernbHbIX 3HAYEHWIA.

Bbibop konuyecTBa TOYEK U3MEPEHUI 3ABUCUMT OT MeToAa, UCMOoNb3yeMOoro Ans orpaHuYeHus BIUsIHUS
wyma HMKI Ha oueHky CA®. Hanpumep, onopHble 3Ha4eHUs IMKo3bl M3MepPSAT B KPOBU Kaxable 15 MUH BO
BpeMs UccrnenoBaHuii KNMMHUYECKol TodHocTu. [Ins onpegeneHusa CA® rmoko3bl pekoMeHO4yeTesl MPUMEHSATh
MeTon HauMeHbLIMX KBaapaToB Ans 3HavdeHnn M HMKI mexay aByms GnmkailimMMm 3Ha4eHMaMIM KO BpemMe-
HUW MONy4YeHna OMOPHbIX 3HA4YeHUN (CM. pUcyHoK 1).

A CHD,.= % HMKI™ = CUD i * ATime+offset
180 —
CUD s = AHMKT peg

170 — ATIME peg

160 — j.

150 —
5 L
o — .
o 140 - + OMOpHbIE 3HAYEHWSA THKO3bI;
=
S 130 — @ — peaynbTtarbl uamepednsa M HMKT;
I";‘ 120 ® @ — BoibpaHHbie peayneTatel amepexnii MU HMKT
= -
T - . — CU® no onopHbIM 3HAYEHUSAM [MHOKO3bI,
2
T 0=
g ~T-- — CW® no HMKI pesynbtaTtoB usmepeHus
5 100 —
4

T [ T T 1 T T 1 >

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75

Bpems, MuH

PucyHok 1

Peaynbtupytowuin KoappuumneHT HaknoHa CUD e (CUHAS NYHKTUPHAA NUHWA) W OPMYITY MOXHO
CPaBHWTbL CO CKOPOCTbI0 M3MEHEHUHA OMOPHOro 3Ha4YEHUA FMIKO3bI CM‘Dpeq; (kpacHasa NyHKTMPHAaA NUHWSA).

Tawke CUD 1« MOKHO BBIMUCTIUTL MO HAKMOHY MUHWW, COEAUHAIOWEN ABa pe3ynsTtara U3MepeHus
OoTMeTKkamui BpeMeHu, BrnmKailMm KO BPEMEHU U3MEPEHUS OMOPHOrO 3HaAYeHWs I0KO3bl KPOBK (3eneHas
NYHKTUPHaA NUHUS W POpPMYna), OOHAKO HYXHO y4uTblBaTb, YTO Ha CN®P ByneT BNUSATL BbICOKOYACTOTHbIN
wyM. TOMHOCTb TpeHAa Takke criegyeT oueHuBaTb Npu pasnuyHbix CHU® rmioko3bl U B pasHbix guanasoHax
(HanpvMep, Npy TMMNOrMMKEMWA, AYTTTMKEMWW WU TUNeprnukemiuu) (cm. [7]).

Ha pucyHke 1 To4ka nepecevyeHUst NpsiMOK C OCbiO i (CMeLleHne) cocTaensaeT npubnuantensHo 162 mr/an.
®opmyna CU®, cBA3bIBaKOLWASA HAKMOH C KOHKPETHBIM 3Ha4YeHWeM KOHLeHTpaL MK rMKo3kbl, 4OMMKHA BKNOYaTh
TaKoe cMmelleHue.
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6.3 ®Pusmonornyeckue NMPUHUWNDbI koneGaHWUNn KOHUeHTpauun NMKOKO3bl B KPOBH

HopManbHbie KonebaHua KOHLEHTPaUWKM rIOKO3bl B KPOBU 300POBOro YeroBeka (huanonorniyeckn orpa-
HUYEHbI N0 CKOPOCTU. [1Ns OUEHKN LWMPOKOro Anana3oHa KOHUEHTpauMi rMioKo3bl M CKOPOCTU M3MEHEHUA He-
0bxoanMMo NPOBOANTb UCCNenoBaHWA, BKNOYaoLWne 3Ha4nTENbHOE YACNO NaLUUMEHTOB C caxapHbiM AnabeTom
1-ro Tuna.

Kpome TOro, ona akTMBHOMO KOHTPOMS HaZ KOHUEeHTpauMeRn IMioKo3bl B KPOBM MOXHO npegnaraTtbk na-
LWEHTaM MPOAYKTbl C BLICOKUM MMUKEMUYECKUM UHAEKCOM, M3MEHASA A03Y MHCYMUHA UMW NPUMEHSANA caxapo-
CHWXarLLy Tepanvio. HeobxoguMo npuHMMaTh COOTBETCTBYHOLWME Mepbl AnA obecnedyeHns BesonacHOCTK
nauwveHTa.

MpumeyaHue — lNocnegHue OaHHbIE CBUAETENLCTBYIOT O TOM, YTO YCTOWYMBLIE KonebaHusa KoHUEeHTpauum
rnoko3bl B npegenax 0,5 mmone/n (4 mr/on) B 1 MMH B TeveHue 15-MMHYTHOrO nepuopa sBNSTCA 000CHOBAHHBIMM
(Tonbko 1 % cnyyaeB MOXET BBIATK 32 3TW Npedensl) Npu caxapHom auabete 1-ro Tuna gaxe npu BO30eWCTBUKA MHCYNUHA
W rMoKo3bl (cM. [8]). Kpome Toro, MakcumarnsHoe noTpebneHue rmioko3bl NPy BeICOKOR Harpyake WHCYMMHOM MOXET Takke
YKa3blBaTb Ha TO, 4TO B ECTECTBEHHbIX YCMNOBUAX NOCTOAHHAA BpEMEHW KonebaHWuii KOHLEeHTpaLUy rMoKO3bl NEXWT B npe-
penax 30—60 muH (cm. [9]). JaHHoe HabrniogeHve o3HavaeT, Yto 10—15-MuHYTHEIN Nepyog Mexay nocnenoBaTensHbIMN
KOHTPOIBHBLIMW TOYKAMU U3MEPEHUS KOHLIEHTPALWM [MHOKO3bl B KPOBW AOMKEH C JOCTATOMHON TOYHOCTLIO OTpaXaTk Bapu-
abenbHOCTL ECTECTBEHHLIX KPATKOBPEMEHHLIX KonebaHWiA KOHLIEHTpaLUK rMoKo3bl B KpOBU. OTa NPEANOChINKa NoATBEDXK-
OaeT pekoMeHAYeMbIA UHTepBan 4119 M3MepPeHMUa ONOPHOTO 3HAYEHWS MTTHKO3b! B KDOBUW BO BpEMSA OLIeHKM To4HOCTM HMKT.

6.4 MNpepncraeneHwe pesynsTaToB aHanusa To4HocTH TpeHaos HMKI

Kak u B cniydqae ¢ TOMB, cyLLecTByeT ABa OCHOBHbIX MNOoAXoAa K oueHke TouHocTH Tpenaa MW HMKT.

MepBbIN NOAX04 — YMCMOBOMW, OCHOBAHHbLIA HA OUEHKE pasHULUbl MeXdy ONOPHLIMW 3HAYEHUSIMW [ITHo-
KO3bl U pesynsTatamu namepenna HMKIL 31oT nogoxon He Aensetca cneunduyecknm ons aHanuza HMKT,
NpW ero NPUMEHEeHWM ONpPeaENsItoT, HACKONbKO BrNM3Kn pesyneTaThl KOHUeHTpaumu rmokossl HMKI kK onopHbIiM
3HAYEHWSAM IMKO3bl B LIENOM.

BTopon nogxon ocHOBaH Ha KNMUMHWYECKUX peLlleHnsx, T. e. oueHky MW HMKI nposogaT no KnuHM4Yeckomn
TOYHOCTW. Hanpumep, KNMHWYecKne Nogxodbl MCMOMNb3YOT B aHanv3e ceTky ownbok Knapka, ceTkn cornaco-
BaHHbIX oWKBOK Mapkca, Npn HeNpepbIBHOM aHanuae ceTku OWMOOK IMoKOo3bl U CETKM OLMDOK HabntogeHus
(cm. [41—[6], [10]).

6.4.1 MeTog aHanu3a 4MCNOBOro COOTBETCTBUA Mexagy pe3ynbratamu uamepeHun MU HMKIE u
OVWHAMMKOW KonebaHU KOHUEeHTpauun rmioKo3bl B KPOBKU

Mpu NpuMeHeHWW faHHOro MeToda pekomeHgyeTcs obwenpuHAToe oTobpaxeHwe TovyHocTu. Hanpw-
Mep, cpedHee 3HaYyeHWe OTKIOHEeHWSI CKOPOCTW U cpedHee 3HadeHwe abCcomoTHOrO OTKMOHEHWSI CKOPOCTH,
NoKasaHHbIe HWXKe, MOXKHO MCMOoNb30BaTh ANS onpegeneHns bnusoctn Mexay 6a3oBoW CKOPOCTLI0 konebaHui
KOHLIEHTpaL/ My rMIoKO3bl B KPOBM U CKOPOCTLIO, oToBpaxaemon npv BbinonHeHun HMKIT. CpenHee oTknoHeHue
ckopocTM U cpegHee abcoMOTHOE OTKNOHEHWE CKOPOCTW aHanorudHbl ownbke u abcontoTHOW ownbke —
CTaTUCTUYECKUM MHCTPYMEHTaM, KOTOpPble NPUMeEHSAT Anga oueHkn TMOMB, 1 BbIMMCNAKOTCA NO CNEAYHLINM

dopmynam:

N-1
1 _ ; (5)
CReHee 3HaueHUe OTIIOHEHMR CKOPOCTU =—— ;(CMQHMKF, CUDpeq, )
1 N
CpepHee 3Ha4eHUe abcontoTHOro OTKNOHEHUA CKOPOCTU = EZJCVICDHMKFI. —CVICDpeq,i | (6)
=

B KOTOpbIX N — KONMWYEeCTBO Nap OMOPHLIX 3HAYEHUA TMOKO3bl U pe3ynsTaToB uamepeHuin M HMKI (1, cne-
poBatensHo, N — 1 BoamoxHOCTeln Ana BelvucneHus CUD).

Yucnosoi MeToa aHanuaa coOTBEeTCTBUSA Mexay pesyneratamu namepernin MM HMKI n anHamukon ko-
nebaHuii KOHLIEHTpaLMM TTHKO3bl B KPOBW NpeacTaenaeT coboi cymMy pe3ynsTaToB KOHLEHTPaLUK rMioKo3bl
(aHamornyHo aHanuay, BeinonHaemomy ansa TUOMB).
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6.4.2 KnuHuyeckana oLeHKa COOTBETCTBUA Mexay pesynbratamu namepeHun MU HMKI n guna-
MWKOW CKOPOCTU M3MEHEHWA KOHLEHTPAaUMUMW FMIOKO3bl

AHanua ceTkn oWMBOK YacTOoThl ABMSAETCA YACTbi0 HEMPEPLIBHOTO aHanu3a CeTKW OLUMBOK rMoKo3bl, KO-
Topasl paspaboTaHa ANnd OUeHKN KMMHUYECKOW 3Ha4YMMOCTM COOTBETCTBUA Mexay 6a30BoM CKOPOCTLIO Kone-
BaHWin KOHLEHTPaLWUW rMKO3k6l B KPOBU M CKOPOCTEH, oTobpaxaemoin HMKT (cm. [9]). HenpepbiBHbIR aHanua
CeTKM OLIMBOK rMoKo3bl paspaboTaH Ans COBMECTUMOCTU C TPAAWLMOHHBIM aHan1M3oM ceTkun olwmbok Knapka,
LUIMPOKO UCMONb3YeMbIM ANSA NPOBEPKMA KINMHUYECKON NPUEMMIEMOCTH TMIOKOMETPOB.

6.5 MaTpuua coBnageHumn

OCHOBHLIM METOAOM OLEHKM TOYHOCTU TpeHa sAIBNSAETCS onpefeneHue COOTBETCTBUS NMPOrHO3upyeMon
kateropuu (oTobpaxaemoin MW HMKI) pecepeHTHOMY TpeHay. Takasa oueHka 0ObIYHO Ha3bIBAETCH KMNaccu-
dukaymnen.

Tabnuua maTpuubl cOBNageHnn (Unv MaTpulbl oliMbok) npegHasHayYyeHa anga onpegeneHna anaroHanb-
HbIX 3HAYEeHWA ¥ Konu4YyecTBa OWWBOYHbLIX KNacCUUKaLWiA NO CPABHEHWUIO C OMOPHBIM 3HAYEeHWEM FMKO3bI
(cMm. Tabnuuy 6).

Tabnuua 6— MaTpuua COOTBETCTBMA ANA NATU KATErOPMA CKOPOCTN M3MEHEHMA DYHKUWK

MNokasatens PedepeHTHble 3HAYeHWA MIOKO3bl
Wurtepeansl CUD, =0,17 Oor-017 01 -0,17 OT >0,05 >0,17 O6Lee
MMOIb/N B MUHYTY 0o <0,05 0o <0,05 no<0,17
<0,17 91
o
% OT—0,17 1680
T [0 <0,05
§_ OTr — 0,05 9979
g 10 0,05
5 or>0,05 2326
S no 0,17
>0,17 240
Obuwee 14316

MpumeyaHwne— CoBnageHune aHaveHni rnokoasl HMKI ¢ pehepeHTHBIM 3Ha4eHNEM MHOKO3bl: 3eMNeHbIR —
COBMNafeHne, XenTblit — pasnuyMe B OOHOW KAaTeropuv, OpaHXeBbld — paznuyne B [OBYX KaTeropusix, KpacHblid —
pasnuyune B TPEX KaTeropuax v TeEMHO-B0PA0BLIA — pasnuymMe B YETbIPEX KATEropusaX UMW NONHOE HECOOTBETCTEUE.

Kaxpas cTpoka MaTpuubl NpedcTaBnseT CIporHO3MpoBaHHbIe MHTepBankl, TOr4a Kak kaxgaqa rpadga —
OOCTOBEpHbLIE MHTEpBanbl. 3Ha4YeHWs No guaroHanu yKasblBalT Ha TOMHYHO Knaccudpykauuio, Torga Kak nog-
cyeTbl BHE OMaroHanu asnsAwTca owunbkamu. [na Tex cuTyauuil, B KOTOPbIX WHTEpBankl NMopsgKoBLie, a He
HOMWHaMbHbIE, KNAcckl 4OMKHbLI BbITe YNOPAA0YeHbl COOTBETCTBYHOLW MM 06pasom.

Hawnbonee pacnpocTpaHeHHBIMW CTaTUCTUHECKMMKU XapakTepucTukammn aenawTca x KoaHa u t Kneukw
unu ux npomaeogHsie (cm. [11], 12]). CBogHble MHAEKCHI MOTYT BbiTh NOMNy4YeHbLl U3 MaTPULbl COBNAAEeHWNA, Ta-
KUX KakK ypoBeHb cornacus (YC) unu ypoeHb owwmnbok (YO).

Hanpumep, YC, % nap Ha 3eneHoi AnaroHanwu, BbluMCrseMbln No opmMyne

p
YC=%Zcm,-',- 100 % (7)
i=1
YO, % nap no guaroHanu, BelMMCMAsieMblA N0 hopmMyrne

p
Y0=1—%Zcm,-_,~100 %;
i=1
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YO j, % nap Ha j-i gnaroHanu, BbIYMCAAEMbIN N0 hopmyne

pJ| Pl
1 ; ; 1 ; ;
E;j= L ?_1 diag (CM; - j), 3 ;2-1 diag(CM;j); -100 %, (9)

rae owwubka j osHavaeT ownbky karteropuu j, a diag (CM; — j), — anemeHTsl j-il auaroHanu MaTpuLsl coBna-
geHus. CooTBeTCTBYOLWME UBETOBbIe Koabl: 0 — 3eneHbld, 1 — XenTbli, 2 — opaHXeBblil, 3 — KPacHbIA ”
4 — TemH0-00pa0BLIA, NpyYeM Hanbonbluee YUCNO ABNSEeTCA Haubonee HeCormacoBaHHbIM C TOYKW 3pEeHUS
TOYMHOCTU TPEHAA, YTO MOXET NPUBECTKU K HAMDOMbLLLMM pPUCKaM NPy NPUHATUM KNUHUYECKMX pelleHnid. Hanpu-
Mep, UCX0As M3 AaHHbIX Mo Tabnuue 5 nonyyarT criegyoLlne pesynsraTthl:

YC =72,3 %, yactoTa owmnbok = 27,7 %.

E,=2571%, E;=1,93 %, E; = 0,07 %, E; =0 %.

6.6 KnuHu4eckoe 3Ha4YeHWe TOUYHOCTHU TpeHAa

WHdopmauuo o TEHOEHUMAX HAPaCTaHUSA/CHUXEHUS KOHLEHTPaLUK TMHKO3bl MpK ncnons3osaHun M
HMKI B pexunme peanbHOro BpeMeHW 0BbIMHO UCMOMb3YHT NPKU NPUHATAW KNMMHWUYECKMX PELLUEHWUA B JIEYEHWUN
caxapHoro auabeTa, HanpuMep: BPEMSA ¥ KONMMYECTBO NPUHUMAEMbIX B MALLY YIIEBO40B UM BBEAEHUA UHCY-
NWHAa, a Takke ANA NpefoTBpalleHUs rTMnornMkeMud Unu runeprinMkeMnn. Taknmm obpa3om, TOYHOCTb AaHHbIX
TpeHOa B BEPXHEM W HWKHEW rpaHuuax guvanasoHa YpoBHeW IMIoKO3bl, a Takke B nepuogbl Beictpord CUD
rMOKO3bl Mpu ee NoBON KOHUeHTpauuu bonee 3Hauuma npy NPUHATUM peLlleHWi ANg NeYeHUus caxapHoro
pguabeta.

7 AHanus nopora npeaynpexgeHns ob onacHoM cUMTyauum N ONacHoCTH

7.1 Obwue nonoxeHUnA

PekomeHayeTcs ykasbiBaTh BpeMeHHOW UHTepBan, B TedeHue kotoporo MW HMKI™ yeegomnaeT nayuneH-
Ta 06 onacHocTu. Hanpumep, MW HMKI gorkHo npegynpeguTs nauymeHTa o6 onacHOCTH B TedeHue 15 MuH
nocre BbIfBNeHWs rmukeMmmuyeckoro cobeitns. Cnegyet ucnonb3osats hopmart Tabnwvu 7, 8 ona npeacraene-
HWS MPOLIEHTHOrO COOTBETCTBUA yBeaomneHun HMKIT onopHoMy 3Ha4yeHMo rMKo3bl B Npeaenax BpeMeHHbIX
pamoK, ONMMCAHHLIX BbILLE C PA3NWYHLIMIU HACTPONKaMu nopora npegynpexaeHua ob onacHocTu.

Tabnuua 7 — OBHapyxeHUe runornMKkemMmn4eckoro cobuitus B knuHuke (HMKI™ B cpaBHeHUKM ¢ pedoepeHTHOW MeTogun-
KOW M3MEpEeHUs rMoKo3bl)

taomoiarert | nompuaemos | Mpomuewee | ‘acoraicnmnn | dacers o
MMOnb/M ’ cobeiTne, % cobeiTue, % o6 onacHocTh, % 06 onacHocTh, %

3,3 79 21 75 25

3,9 90 10 81 19

4.4 91 9 89 "

5,0 97 3 90 10
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Tatnuua 8— ObBHapyxeHWe runeprinkeMmmyecknx cobuituin B kKnuHMke (HMKI™ B cpaBHeHWn ¢ pedepeHTHOM MeToau-
KOW M3MepeHWs MKO3bl)

HacTtpowka nopora MoaTeepiaeHHoe MponyLuenHoe Yacrota VCTUHHBIX Yacrorta NOXHBIX
npeaynpexaeHus, AOBLITN T coBLITIE, % npegynpexaeHuii npeaynpexaeHuia
MMOnnb/N | G 06 onacHocTH, % 06 onacHocTu, %
6,7 97 3 95 5
7.8 98 2 96 4
10,0 94 6 93 7
11,1 96 4 94 6
12,2 94 6 90 10
13,3 92 8 91 9
16,7 88 12 85 15
Mpumedvanne — MNogTeepkaeHHoe coBLITUE onpeaeneHo Kak pesynstat dyHkunoHnposaHng M HMKI (vnn
nporHoanpyembl pesynstat MW HMKT), Haxogsawwminca 3a npegenamMu 3aJaHHoro nopora B TedyeHue 15 MWH nocne
TOro, KaKk COOTBETCTBYHOLLEE ONOPHOE 3Ha4YeHWE IMIOKO3bl TAKKe BLILLMO 3a Npeaensl BbiGpaHHoro nopora.

7.2 BapuaHTbl npegynpexgeHua ob onacHocTr

B Tabnvue 9 nokasaHbl pasnuyHbie BapuaHTbl npegynpexaeHus o6 onacHocTu. 3Hadenus A, B, C u
D, ncnone3yemble AN pacyeTa 4acToThl NOATBEPXKAEHHBLIX WM NMPOMNYLIEHHEIX NpeaynpexaeHuid, MoryT OTnu-
4YaTbCs OT 3HAYEeHUN, NPUMEHSAEMbIX ONA pacyeTa YacTOThl UCTUHHLIX W NOXHBLIX NpeaynpexneHuin, Tak Kak
BpPEeMEHHbLIE OKHA AN 3TUX OBYX TUMOB PacyeToB pasnuyHbie. BpemeHHOe 0KHO NOATBEPXKAEHHOTO UMK Npony-
LeHHOro npegynpeXxaeHus OCHOBaHO Ha UHTepBane BpeMeHn o u nocne onoeeweHnsa M HMKT, a BpemeH-
HOE OKHO MCTUMHHOTO UMK NOXHOTo NpeaynpexaeHns — Ha MHTepBane BpeMeHW 0 W Nocrne NoATBepKOEeHHOro
OMOPHOTO 3HAYEeHWs MMOKO3bl B KpoBU. 3TK ABa cobLITUA 0B6bIYHO HE MPOUCXOOAT OOHOBPEMEHHO.

lMpumepbi

1 Yacmoma ucmuHHbix npedynpexdeHuii = A/(A + C).

2 Yacmoma noxHbix npedynpexoderull = C/(A + C).

3 Yacmoma npaeunbHoz20 o6HapyxeHus = A/(A + B).

4 Koaghchuuuenm nponyuieHHbIx npedynpexderHull = B/(A + B).

Tabnuua 9— Pa3nuyHble BapuaHTel NpedynpexaeHus o6 onacHocTy

OnopHoe 3Ha4YeHune rMHKo3bl OnopHoe 3Ha4YeHue MIKo3b.
BapuanT npsaynpesHe i vno- unu runeprnnkemuns (+) HopMornukemus (—)
MW HMKI™ npegynpeauno o6 onacHo- A C
ctn (+)
MW HMKI™ He npepynpenuno ob onac- B D
HocTu (—)

7.3 TpeboBaHUA K UCNbITAHUAM 3 heKTUBHOCTHU NpeaynpexgeHun ob onacHocTn

TpeboBaHua k oueHKe atheKTUBHOCTY NpeaynpexaeHna 0b onacHoOCTU OOMKHbI BbITh cneundUYHbIMK
ana MW, v oHu moryT ObiTb MPUMEHEHBI K OLIEHKe NpegynpexaeHns o6 onacHon cutyauun.

7.3.1 YactHble TpeboBaHuA K ucnbiTaHMAM 3hheKTUBHOCTU NMpeaynpeXaeHnid nonb3oBaTens
06 onacHocTHU

Mporpamma ucnbiTaHuin gomkHa beiTh cneunduyHon ana MW, 3asgeneHHbIX TpeboBaHUA U U3yHaemblx
xapaktepuctuk M HMKI. Heobxogumo y4yuTeiBaTh criegyroLline MOMeHThbI:

- BpPeMeHHO MHTepBarl, B Mpeaenax KoToporo oleHuBaloTcs npegynpexgedne MW HMKI o6 onacHocTm
1 OMNOpPHbIE 3HAYEHMWA MIOKO3kl, AN pacyeTa apeKkTMBHOCTY nNpeaynpexaeHus (Hanpumep, 15 unu 30 muH);

- OMOpHbIE 3HAYEHUA IMIOKO3bI CNeayeT nony4YyaTts C MHTepBanomMm He bonee 15 MuH;
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- pesynbTaTthl M3AMEPEHWUA AOMKHbI BbiTh NOMyYeHbl NpWM FMNOMMUKEMWW (3HAYEHMA TMIOKO3bl B Nnasme
BEHO3HOWM KPOBM HaTowlak — <3,9 MMOnb/n), NPy HOPMOMMUKEMUW (3HAYEHWS TTHOKO3bl B Nia3Me BEHO3HOW
KpoBu HaTowak — oT 3,9 oo 6,1 MMonk/n) 1 Npu rUNepriMKkeMUn (3Ha4eHUs rMKO3bl B N1a3mMe BEeHO3HOW Kpo-
BM HaTowak — >7,0 mmons/n) npu ycrioeuu, 4to MA HMKI™ paGoTaeT B kKax4oM M3 3TUX OMana3oHOoB;

- MporpamMma WCnbITaHWW MOXeT BKAKYaTh TOT Nepunop, B TeYeHUe KOTOPOro Nopory onoBeLLEHUsT Kop-
PEeKTUPYIOT B COOTBETCTBUM C NPEANUCaHHBIMK anropuTMamMu Unu npouegypamu.

7.3.2 NporHo3upyemblie NpegynpeXxaeHusa nonb3osaTena 06 onacHoCcTU

MporHo3 oueHkn npegynpexaeHnin ansa HMKE moxeT BbiTb NpeacTasneH crieqylolwmmn metogamu, a
WMEHHO:

- WCTUHHas NporHo3vpyemas YyacTtota npegynpexaeHunidi o runornMkeMumM — 370 XapakTepucTuka Toro,
kak yacTo ¢ nomolwbo M HMKI™ cnorHo3npoBaHo, YTo KOHLIEHTpaLMa MM0KO3kbl B KPOBKW Nonb3oBaTtens byaet
HWXXE HKHEero nopora, a KoOHLEeHTpauusa rMioko3bl B KPOBW NMOMb3oBaTensa OeWCcTBUTENbBHO Dbina HMKe 3Toro
nopora B Te4eHne 3apaHee onpeaeneHHoro BpeMeHHOro MHTepBeana;

- WCTUHHas NporHo3MpyemMas yactoTa npeaynpexaeHns o rmneprikeMnyn — 3To XapakTepucTuKa Toro,
kak yacTto nocpegcteom M HMKI™ moxeT ObiTb CMOrHO3UMPOBAHO, YTO KOHLEHTPaLWs MMKO3bl B KPOBKW MOIMb-
30BaTeNs NPEBbICUT BEPXHWUA NOPOT, W KaK AaHHbIA NPOrHo3 No4TBEPAUTCA B TeYeHWe 3apaHee onpeneneHHo-
ro BpEMEHHOro MHTepBeana.

3Tn gBa mMeTofa oueHKM 3PMEKTUBHOCTM MPOrHO3MPOBaHUA OBBIYHO MCMOMbL3YIOT BMECTE C OLEHKON
3 hEeKTMBHOCTM NPEfyNpPeXaeHNst O NOPOroBbIX 3HAYEHWUSIX U MOTYT OblTh CNPaBOYHBLIMMN.

8 CtabunbHocTb M HagexHocTb M HMKI

8.1 OcobeHHOCTU NPOBEAEHUA UCTILITAHUNA

Wcnbitanmna MW HMKIT cnenyeT npoBoAnTL B KOHKPETHOW NpedHa3Ha4YeHHOW ANg yCTaHOBKW YacTu Tena
YenoBeka B Npeanonaraemoi(bix) rpynne(ax) nauMeHToB AN onpeneneHus 6e3onacHocTy U 3pPEeKTUBHOCTM
METOLOB W anroputmoB 0bpaboTku curHana, KoTopble MOMOrakwT OTNMYMTL Cneuuuyeckuini Ans rMoKo3bl
CUrHan v WymM oT kKoMBUHUPOBAHHOIO curHana. MarotoButensim cnegyeT pacCMOTPETb BO3MOXHOCTb MCCre-
poBaHus pabotel M HMKI™ B KNMHUYECKWMX YCIOBUAX C LUMPOKMM OMAaNa30HOM 3Ha4YeHUA KOHUEHTpauum rmiw-
KO3bl MpU MOgenupoBaHUKM peanbHblX YCNOBUIA, KOTOpble NPUBOASAT K LUMPOKOMY AManasoHy 3HaYeHUH Lyma.
MaroToBUTENW OOMKHBLI OLEHUBaTbL cTabunbHOCTb yHKUuMoHupoBaHua MW HMKI, a umeHHo: coxpaHeHue
OYHKLMOHAMBHBIX XapakTepucTuk (Hanpumep, A300) B TeueHue Bcero nepuona HoweHus MIA HMKIT oo ero
cnepnywollen 3ameHbl (kak npaeuno, 14 gHen).

8.2 CrabunsHocTe M HMKI npu xpaHeHuwn in vitro vwnw in vivo

3roToRMTENM OOMKHLI YKa3aTk BEPXHUA Npefen MHTepBana BpeMeHW, B TEYeHUE KOTOPOro MOryT BbITh
obecneuveHkl aKcnnyaTaunoHHble xapaktepuctukn M HMKI npu 3agaHHbIX yCrnoBuAX XxpaHeHus. PekoMeH-
AyeTcs ycTaHaBNMBaTL CTAbMMBHOCTL C MOMOLLLK UCCNeN0oBaHUS CpoKa rogHOCTU B peansHoM BpemeHu. Bo
BpeMSA uccnefoBaHua ctabunbHocTy B peanbHoM BpeMmeHu M HMKI cnegyet xpaHuTb Npu yCnoBUSAX OKpy-
Xarwllen cpenbl (Hanpumep, TeMnepaType, BMaXKHOCTW), yKa3aHHbIX HA MapkupoBke. ddchekTnBHoCcTL M
HMKI Heobxoanmo oueHWBaThL B YCTAHOBIEHHbIE MHTEPBAIbl BDEMEHW B TEHEHWE CPOKa FOOHOCTH.

lMNpepnonaraemsin cpok rogHocty M HMKIT moxeT ycTaHOBMNeH Ha OCHOBaHUKM OMbITa UCMOMb30BaHUSA
aHanornyHbix MW HMKT, unu ¢ nomoLLko ypaBHeHUst AppeHuyca (MeTof YCKOPEHHOro CTapeHus ), Unu Apyrux
MoJernemn, y4TbIBaKLWWX KUHETUKY Aerpafauuu Kak pepMeHToB, Tak U XuMudecknx komnoHeHtos MIA HMKT.
[na onpenenexns cpoka ctabunsHoctn M HMKI cnenyet oueHWTb kak MuHumymM Tpu naptum MU HMKT.
MeTtoponornsa oueHkn addekTuBHoCcTU U konudecTBo MW HMKIT, HeobXxoauMblix ANS KaXOOW KOHTPOMNbHOM
TOYKM, AOMKHbI ObITh 3a00KYMEHTMPOBAHLI B NaHe UCCneJoBaHns U Haanexalinm obpasom 060CHOBaHBbI.

8.3 HapexHocTb

Cnegyet oueHuBaTb xapaktepuctukun M HMKI mexay BeinonHsemMeiMn kanubpoBkamu (ecnv npume-
HUMO) U B TeveHue cpoka cnyx6el M HMKT, a takke cnocobHocts M HMKIT npepoctaensaTh pesynsraTbl
M3MepeHUsa KOHLEeHTPaLuKW rMKo3bl B TEHEHWE BCEro CPOKa ero MCnorib3oBaHuns.

8.3.1 CTtabunbHOCTb KanuopoBKK

Ona MW HMKI ¢ nonb3oBaTenbckol KanvBpoBKOW OLEHKY COOTBETCTBMA MEXAY 3Ha4YeHusMu, nony-
yaembiMu npu pabote M HMKT, 1 onopHbIMKU 3HaYEeHUSIMK TTHKO3bl CriedyeT NPOBOAWTL B Mepuon Mexay
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ABYMA KanubpoBKamn: NPOLOIMKNTENbHOCTL BPEMEHN X; Mexay ABYMSA MOCrneAoBaTenbHbIMA MUHUMAIbLHO
HeoBXoAMMbIMKU KanMbpoBkaMu OenuTcst Ha YeTbipe M Bonee paBHbIX BPEMEHHbLIX OKHa AnNs npeacTaene-
HWA gaHHbIX (cM. Tabnuuy 10).

Tabnuua 10— CrabunsHocTs pabotel M HMKI mexay kannbposkamu

" 3HaveHns
HTepBsan
BpeMeHun Konu4yecteo
mexay napHbIX
KanubpoBKamu, To4ek 8 npegenax 15 % | & npegenax 20 % Bs%p&uiﬁzx 54?‘%%3)( 4(?(;Siim
4 unu 0,8 mmone/n | umm 1,1 Mmons/n 1,7 MmMone/n 2,2 MMOnb/n 2,2 Mmone/n
Ot 0 go Xy 360 79 % 86 % 96 % 929 % 1%
Xy KX 320 78 % 85 % 95 % 98 % 2%
Xt2 K th 280 78 % 84 % 94 % 98 % 2%
th no Xf 300 77 % 82 % 90 % 97 % 3%

8.3.2 Cpok cnyx6s1 MU HMKI

HdomkHa 6bITh ykaszaHa npoueHTHasa gons MW HMKI, pesynbsratel MamepeHus KOTOPbIX YYMTbiBANWCh
exeHeBHO B Te4eHue cpoka cnyx0bbl (kak npaBuno, 14 oHeR) B paMkax KNMHUYECKOTO MCCIef0BaHUS.

Cnepnyet onpegenaTe npoueHTHyto gonio M HMKT, Beilwegwmx U3 cTpos NpexaeBpeMeHHo, a Takke
yunteiBaTte M HMKT, koTopbie He cMOrnu creHepupoBaTh AaHHbIE U3-3a PEXUMMOB OTKa3a.

8.3.3 CrabunbHocte MU HMKI B TeyeHue cpoka cnyx0Obi

Xapaktepuctukn MW HMKI MOryT M3amMeHATLCA B 3aBMCUMMOCTU OT CPOKa ero ucnornb3osaHus. [Npaktuka
npuUMeHeHusa nokasana, 4to TodHocTe MW HMKT, kak npasuno, HW3Kas B NepBblil AeHb €ro PYHKLUMOHUPOBa-
HUA. PekoMeHayeTcss OOKYMEHTMpOBaTh AaHHble 06 addexkTnsHocT MW HMKI B TeueHue onpeneneHHo-
ro BpeMeHW, BKM4Yaa nepvogbl ¢ Hauxygwumun nokasarenamu (cm. [13]). CnegyeT oueHUTb COOTBETCTBME
mexgy MW HMKI 1 onopHbIMKM 3Ha4YeHMAMM TIOKO3bl HA MPOTSKEHUU CpoKa ero cnyobl. B 3aBucumocTtu o1
MCMOmNb3yeMor CUCTEMBI OTCHETa ONpefeneHne CornacoBaHHOCTU MOXET BbiTh AOCTUIHYTO MYTEM pasgene-
HUs cpoka cnyxbbl M HMKI™ Ha Tpu neproga wnm 6onee vy Ha OMKCUPOBaHHbIE OHW €ro UCMOMb30BaHNS.
Kak mmHumyMm, cregyeT coobuaTth o TovHocTK pesyneratoB M HMKIT B Hauane, cepeguHe 1 KOHUE cpoKa ero
cnyx6bl (06bI4HO 14 gHel) (cm. Tabnuuy 11).

Ta6nuua 11— CrabuneHocte pabotel Ml HMKI™ B TeueHue cpoka cnyx6el

3HaveHuA
Konu-
Bpemsa oT MOMeHTa yecteo | CpegHee | MeguaHna
YCTaHOBKW, [HU napHeix | A300, % | A300, % | BnNpeaenax ( 8 npegenax BHYTpH BHYTp® Gonee
ToYek 15 % wvnu 20 % wnn 30 % wnu 40 % unu |40 mr/gn unu
0,8 mmone/n | 1,1 mmons/n | 1,7 mmone/n (2,2 mmone/n| 2,2 mmons/n
C 1-ro no 2-# geHb 1500 1 12 76 % 84 % 91 % 96 % 4 %
Co2-rono 3-hpgeHb | 1350 1 9 80 % 87 % 96 % 98 % 2%
C 3-ro no 4-1 geHb 1400 12 10 79 % 86 % 94 % 98 % 2 %
4-h — peHb N 1480 15 12 76 % 84 % 91 % 96 % 4 %

8.3.4 Bpems 3anazagbiBaHusa

Bpemsa 3anazgbiBaHna MW HMKIM — 3To uHTepBan BpeMeHW, Heobxoaumblin Ansa Toro, Ytobbl n3meHe-
HWE KOHLIeHTPaLMM IMKO3bl B KPOBW NPUBENO K U3MEHEHWHD KOHLeHTpaLmu rmokoabl B McXK. CywecTtByeT Tpu
OCHOBHbIX NCTOMHMKA 3anasabliBaHUs, CBA3aHHbIE:
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- C TPaHCNOPTOM [HOKO3bl M3 BEHO3HOW MW KanuispHOW KpoBu B WG, Bpemsa 3anasgbiBaHns npu
9TOM OTpaxaeT pasHULy B KOHUEHTPaLUWK rMioKo3bl B KpoBU U B UCXK;

- otknukoMm MW HMKT. Kak v B criydae ¢ gpyrumu aHanutuydeckumun metogamu, MU HMKI™ moxeT no-
TpeboBaTbCsl BpeMS (OT HECKOMBKUX CEKYH[ OO0 HECKOMBKUX MUHYT), YTODObl OBHAPYKUTb N3MEHEHWA KOHLEH-
Tpauuun rnoko3sbl B McXK. Bpemsa otknmnka MW HMKI 3aBucuT oT Takux hakTopoB, Kak npuHUMn paboTtsbl U
KoHcTpykums MIA HMKT;

- obpaboTkoi pesynsTatoB nccrnegosaHuin. Bce MM HMKT umetoT anroputmbl 06paboTku curHanos ans
chunsTpaymn criydanHoro wyma, 4tobbl obecnevnTs bonee nnaBHble M HAAEXKHbIE NOKa3aHWA KOHLEeHTpaLmm
rnoko3sl (cm. [14]).

lMpumep — B 3asucumocmu om anzopumma, 3anpozpammuposarHHozo 8 MU HMKI, mekyujee omo6paxa-
eMoe 3HadeHUe KOHUeHMpayuu 2/II0K03bl MoXem 6bimb CpedHUM (838ewWeHHbIM) 3Ha4eHueM 3a nepuod npe-
Obidywux usMmepeHull. Takoe ycpedHeHue cuzHana (hunsmpauyusi) Moxem 3adepxame pacrno3HagaHue mpeHda
KOHUYEeHMpauyuu 2/1H0K03bI.

8.3.5 [docTynHOCTb pe3ynbLTaToB U3MEepPeHWUA KOHLEHTPauun rmoKo3bl

MW HMKIT npegHasHa4eHbl Ana NpenocTaBlieHUs pesynbTaTtoB M3MEepeHWs KOHLUEHTpaUuWW MMoKo3bl ¢
perynspHow nepuoguYHoCTbi0 MK no 3anpocy. OgHako no pagy npuyand M HMKI MoxeT He oTpaxaTtb pe-
3ynbTaThl KOHUEHTPAUKUK MMoKo3bl. [103TOMY OOCTYNHOCTE KOHUEHTPaLMIA IMOKO3bl cnedyeT oueHuBaTh nyTem
CPaBHEHWS MNPOLEHTa Momny4YyaeMblX pPe3ynbTaToB KOHLEHTpauuWmn rmioKo3bl C 0XKUugaeMbiMU pesynbratamMmu ee
KOHLEHTpaLuuu.

9 KnuHun4yeckue nccnegosaHus

ToyHocTb yHKumoHnpoBanua MW HMKI cnegyeT oueHuBatTh NyTeM CpaBHEHUS U3MEPEHUMW MOKO3bI
MW HMKI™ ¢ onopHbIMKU 3Ha4YEeHUSIMW TMOKO3bl. Bece KMMHMYECKWe OLeHKW OOMMKHbI ObiTb NPOBEAEHbl B COOT-
BETCTBUWN C HOPMAaTUBHEIMM TpeDOBaHUAMKM M HanpasneHbl Ha 3awuTy npae, Oe3onacHoOCTe K bnarononyyne
YYacTHWKOB uccnegoBaHus. [Npu NnaHMpoBaHMK KITMHUYECKUX MCCedoBaHuiA npuMeHsioT TpeboBaHus, cne-
umduunposarHble B FTOCT P MCO 14155.

9.1 Metop CpaBHeHWA N3MepeHUA KOHUeHTPpauWnuu rmyoKo3bl

Mockonbky mamepernus HMKI, nonydeHHble ¢ nomolybto VXK, ncnonesyoT gns obecnedeHunss MHhop-
MauuKM O MMKeMWYeCcKOM cTaTyce M BapuvabenbHOCTW, KOTOpble OTCNEeXUBaKT MO pesynbraTaM U3MepeHus
aHanWTa B KanunnapHOW LENbHOW KPOBW MMM MNMna3me BeHO3HOW KPOBW, OANS W3rOTOBUTENs HeobXxoaumo
npegocTaBuTb NPSIMOE CPaBHEHWME C OMOPHbLIMW 3HAYEHUAMW TMOKO3bl, M3MEPEHHbIMA C MOMOLLbLI0 pede-
PEHTHOW METOOMKW BbIMOMHEHWUS W3MEPEHUS TMHKO3bl (METo cpaBHeHUsA). HeonpegeneHHOCTs N3MepeHns
3Ha4YeHWs TMOKO3bI, NONy4YeHHasas MEeTOLOM CpaBHEHWUH, JOMmKHa BbiTh YCTAHOBNEHa M MUHUMM3KMpoBaHa. [ns
NPUNUCLIBAHWS OMOPHONO 3HAYEHMWS TIHOKO3bl CriedyeT UCNOoNb3oBaTh peepeHTHY0 METOOUKY BbIMOMHEHWUS
M3MEPEHNS B KanunnsipHOM WM BEHO3HOW KPOBM, COOTBETCTBYHL YO TpeboBaHWSM MNpPOCEeXMBaeMoCTU
MOCT P MCO 17511. OnopHble 3HAa4YeHWS IMIOKO3bl JONMXHbI ObITb CPEOHUMMK, MO KparWHen Mepe npu napan-
nenbHbIX MamepeHusax. MW ona guarHocTukn in vitro npy Hanu4Mn agekeaTHbIX QYHKUMOHANbHBLIX XapakTe-
PUCTUK MOTYT BbiTb MCNOMBL30BaHLI MPY NPUMMCHLIBAHUK OMOPHBLIX 3HAYEHUIA rMKo3bl. C Lenbi BbINMONHEHUS
Takoro onpefeneHus MoxeT BbiTb NpUMeHeHa MHGOpMAaLMa 0 NPOCNEXMBAEMOCTM U PYHKLUNOHANbLHBLIX Xa-
pakTepucTUKax, nony4eHHas ot U3roToBuTens.

MW, ncnonb3yembie ans M3amepeHns KOHUEHTpauun rMiKo3bl B MeAWLMHCKMX nabopaTtopusax, npeano-
YTUTENbHEe, YeM IMHKOMETPLI, TaK Kak OHM oTnn4yatoTca 6onblIei TOYHOCTBH, METPONOrMYECKA NPOCNeXnBa-
loTca 1 obecneynBakT NPOCTOTY NOBTOPHOrO nonyyeHus obpasya. OgHako rmiokomMeTpbl bonee yaobHbl gng
M3MepeHusa B onpefeneHHbIX YCNOBUAX Kak B KIIMHWUKE, Tak U B AoMalHUX ycnoBusax. Npu Boibope meTtona
cpaBHeHnsa Heobxoaumo y4uTbIBaTh crieqylle pakTopbl:

- MW HMKI nsmepser KoHLUEeHTpauuio rmoKo3bl B cXK 1 Mcnonb3yeT anropuTMbl ANA NPOrHO3MPOBaHUS
KOHLEeHTpauuuy MMKo3bl B Nnasme;

- MW HMKT, Tpebytowme KannbpoBkK, 0ObIYHO MCMOMNB3YHOT 3HAYEHWUS MHOKO3bl, NOMyYeHHbIe U3 Kanun-
NAPHOW KPOBW. Takme cucTeMbl AOMKHbI ObiTb 0TKAanMOpoBaHbl B KIMTMHUYECKMX MCCIeO0BaHMUsX TakK XKe, Kak 1
B peanbHOW XN3HW;

- B HEKOTOPbIX CUTyauusax MoxeT ObiTb pasHuiua mexay McXK M KOHUeHTpauWnsiMyi TMHKo3bl B KPOBM,
Korga KOHUEHTpaLums K03kl B KPOBW DEICTPO MeHseTCs, HanpuMep nocre npuema nuwmM. bonswmHcteo MA
HMKI He npumeHsOT npu KanubpoBke B Takue nepuodbl. OgHako oueHka TodHocTtu HMKI B nepuogbl Obi-
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ctpot CU® nmeet ocoboe 3HaqeHne, Korga TECTUPYETCHA TOMHOCThL TpeH4a W npefocTaenseTca MHpopmaymsa
0 BPpeMeHU 3anasgbiBaHus.

[ns oueHKn TOMHOCTU crieqyeT ykasaTe MeTod otbopa npob. M HMKI gomkHO npoxoOuTs KIMHUYe-
CKYIO OLUEHKY B Te4YeHue BCero BpeMeHW aKTUBHOIo M3MepeHWsl KOHUEeHTpauuu rMoKosbl. Ecnu namepeHune
npegHa3HayeHo Ang otobpaxeHust B peanbHOM BpeMEeHMW, U3MEepPEHMe crnedyeT UCMOoNb3oBaTh ONA OLEHKU
acpchexkTuBHocTU. Ecnn M HMKI oToGpakaeT TONMbKO PeTpPOCNeKTUBHbIE JaHHble, TO 3TW JaHHble MOMXHO
NPMMEHATb O OUEHKN 3 PEKTUBHOCTH.

9.2 MuHumanbHaa ToyHocts MW HMKI

Xota TexHonorua M HMKI™ npogomkaeT COBEpPLUEHCTBOBATLCH C TOYKM 3PEHUA KaK KOHCTPYKUMU, Tak
W anroputmMoB 00paboTKM AaHHLIX, COrMAacHO COBPEMEHHOMY YPOBHI pa3eutus TexHukn CA300 He npeBbl-
waet 10 % — 15 %.

9.3 lMporpamma KNMHUYECKOro nccriefqoBaHua

KnuHwnyeckyio TOYHOCTB criedyeT OueHMBaThk C NOMoLLb0 Bbibopa pasnuuHbix naptuin MW HMKT, co-
OTBETCTBYIOLUMUX YCIOBUAM Mpoun3eofcTea. Kak npaBuno, pekoMeHOyeTcs UCMNonbL30BaTh AN KMUHUYECKOro
vccnegoBaHua He meHee Tpex naptuin M HMKI. WMccneposaHne gomkHo ObiTh paspaboTaHo OnSa OLeHKM
hakTopoB, BNUAKLLINX HA HETOYHOCTb, TAKUX Kak MOTPeLlHOCTb M3MepeHUs (cucTemarnyeckas ownbka) u He-
NpPeun3noHHOCTb N3MepeHus (cnydyanHas owmnbka), ¢ KOTOpbIMU 0BBIYHO CTANKUMBaKTCA NOMb30BaTENMW.

Mporpamma JoMmkHa ONpefensTbh KOHEeYHYH TOYKY MCCrefoBaHud, a Takke pa3mep BbiGOpkU U nccne-
ayemyw nonynsuuto. MNpu paspaboTke nporpaMmbl UCCNedoBaHWs HeoOXoAMMO MpUMeHsTb TpeboBaHwud
MOCT P NCO 14155.

9.3.1 KoHe4Hble TOYKKN nccnenoBaHuUA

B nporpamme gomkHa BbiTb YETKO yKaszaHa KOHeYHas Touka MccrefoBaHusA. KNMHWYecku NpoaeMOoH-
CTPUPOBaHHbIE KOHEYHbIE TOYKW Kak MUHUMYM OOIMKHbI OTpaXaTk 3asBleHHble XapakTepucTukn adhdekTme-
HOCTMW W, Kak NpaBuno, BKNOYaTbk TOYHOCTb M 6@30MacHOCTb, CBA3aHHbIe ¢ ucnonb3osadHnem M HMKT,

9.3.2 Pazmep BbIGOpKU

PacueT pa3mepa BbIDOPKW JOMKEH NOAOEPKMBATE NEPBUYHYH KOHEYHYO TOUKY. ECriv npoBogaT oueHKy
HECKOMbKMX MePBUYHbLIX KOHEYHbIX TOYEK, KIUHUYECKOe MCCnedoBaHWe OOMKHO BbiTb HanpaBneHo Ha nog-
OEepXKY KaXOon OTAeNnbHOW NepBMYHOM KOHEYHON TOYKM. XOTH MOTYT BbiTh JONONHUTENbHbIE BTOPUYHbIE KO-
HeYHble TOYKM, MONyYeHHbIE B pe3ynsraTe UCCrefoBaHnsl, CaMmo UCcCcrnefoBaHue MOXKET BbiTb U He HanpaeneHo
Ha nogaepXKy aTUX KOHEYHbIX TOYEeK.

MpumevyaHwua

1 TouyHocte MW HMKI™ y geter 0BbIYHO HMXKE, YeM Y B3pOChbIX. [103TOMY KNMHWYECKME MCCNEQOBAHUA TOYHOCTH
MW HMKI™ ana getei n B3pocnbIx crieqyeT OLeHWBaTE OTAEMNBHO.

2 Pesynkrathl kKnuHu4eckoro uccnegoeaHuii MW HMKI moryT pasnuyatbcs B 3aBMCMMOCTM OT aHaTOMUYECKKUX
Yy4acTKOB Tena, Ha koTopble ycTaHoBneHsl MW HMKI. Ecnn nccnegoeanune BkniovaeT 6onee ogHoOro MecTta npuUMeHeHus,
TO pasMep BbIGOPKU JOMKEH BbiTh CTaTUCTUYECKW 0BOCHOBaHHBLIM, YTODBI NOKa3aTh AOCTOBEPHOCTL Pe3ynsTaTtoB Uccne-
OOBaHWA A KaXOoro y4acTka Tena B OTOENbLHOCTHU.

9.3.3 MNonynauua nayneHToOB

Monynaums nayMeHToB 4oMmkHa bbiTh BelGpaHa 13 rpynnel npegnonaraemoro ucnonb3osanuns M HMKID
C ageKkBaTHbIM NpeacTaBneHnem BbIBOPKM NO BO3pacTy, Nony U MHAEKCYy macchl Tena. [pynnbl Ans npumMeHe-
HuAa MW HMKI cnegyet chopmupoBaTh OTAENbHO ANH B3pOCbiX U AeTen. [pn oueHke pe3ynstatoB KIUMHWYe-
CKUX UCCNeSoBaHWi B YCNOBMAX MeOULIMHCKMX OpraHn3auunin ocoboe BHMMaHWe cneayet yaoensaTh YA3BMMbIM
rpynnamM HaceneHws, TakuM Kak eTw Mnaglerc Bospacta (Hanpumep, HegocTaTouHbIM 06bem 0bpasLoB Kkpo-
BW, BbICOKUIA PUCK NPOBEAEHMSA UCCNedoBaHWA AN MO4EeNMPOBAHNA COCTOSIHUA TUMOTMUMKEMUW UMK TUNeprnm-
Kemun).

Mpumep — MMroKoMempisl MOXHO UCIObL308aMb 8 Kayecmeae peghepeHmMHol MemoduKkU eMecmo 3malioH-
HO20 aHanu3amopa 2/H0Ko3bI y demell 8 go3pacme He cmapuie wecmu jem.

Mpu uccnedogaHuu demell e eo3pacme om wecmu do decsamu siem UCNOMNL3YHOM 8€HO3HYH Kposk. Ymo-
6b1 uzbexkams 3HaYUMeNbLHOU Kpogornomepu, Heo6xo0uMo yMeHbLUW UMb KOTUYecmeo moyvek ucciedosaHull ob-
pasuyoe eeHO3HOU KpoeuU, Npu amomM pasmep eblbopku domkeH 6bimb coomeemcmeeHHo yeenudeH. Takum 06-
pasom epynna 6ydem 6onbuwe, 00HaKo Ans kaxdozo pebeHka 6ydem ekINOIHEHO MeHbLUe moYvek ucciiedoeaHus.

IMoboe ucknoyeHne 13 rpynnel nCcnenoBaHWA B CBA3U C COI'IyTCTByI-OLI.I,Eﬁ Tepanven unnm MeguLMHCKA-
MM/CbMSVIOHOFMHECKMMM orpaHundYeHunsamMmun gormKHO BbITb 3a00KYMEeHTUPOBAHO. PEKOMEH,ElyETCFl npun nccnego-
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BaHMW BCEro gnana3oHa nccrnegoBaHnAa KOHUeHTpauuu rMmioKo3bl BKIMKOYaTk rpynrbl nauMeHToB, nony4yarnLwnx
WMHCYTIMMHOTEepanu Kak OCHOBHYHI rpynny ArnA OLeHKM TOYHOCTH. KDOME TOro, moryT ObITb BKMHOYEHDI AOMorHNn-
TellbHble Tpynnbl NAUMEHTOB, KOTOPbIE HE UCMOJNb3YHT NMHCYITMH B 3@aBUCMMOCTU OT Ha3Ha4YeHUA.

9.4 MpoBegeHWe KNMHUYECKUX UCCNeaoBaHUM

9.4.1 MNpumeHenne MU HMKI

MW HMKTI gomkHo 6bITh ycTaHOBNEHO NpegnonaraeMsiM nons3osatenem. Ecnu MW HMKI™ gomkHo npu-
MEHATbCA MEANUWHCKUM paboTHUKOM, TO 3TO LOMKHO BbiThb OCyLLecTBNeHO obyveHHbIM nepcoHanom. Ecnn
MW HMKI npegHasHayeHo NSl cAMOCTOATENBHOMO MCMOMb30BaHMSA MAUNEHTOM, TO OHO AOMKHO ObITh yCTa-
HOBMEHO NaUWEeHTOM CaMOCTOATENBHO.

Mepen ycraHoekon M HMKI™ kaxxgomMy y4acTHUKY MCCNEeA0BaHUsA OOMKHbI BbiTh BblAaHbl MHCTPYKLMK
no npumeHeHnto MW HMKD u nwobble Mmatepuansl AnNg TPEHWPOBKU (Hanpumep, HarnsgHble nocobus) ons
03HaKOMMEHWs. Y4yacTHMKaM UccrefoBaHns OMmKHbl ObITb NPeaoCcTaBneHbl TONbKO Te MHCTPYKLWKM, TPEHUHTA,
cogencteue, obpaTHasi CBA3b N AONONHUTENBHbIE MHCTPYKTUBHbLIE MaTepuansl, KOTOpble 00bIYHO BXOOAT B
komnnekT MW HMKT. Mocne o3HakomneHWs ¢ MaTepuanamMmu y4acTHUKM UccneoBaHusa MoryT BbiTe gonyle-
Hbl K MpakTuyeckomy npumeHeHunto M HMKT.

9.4.2 Kanuépoeka MU HMKI

Ecnwn Tpebyetca kanubpoeka MW HMKT, ee npoBegeHue gomkHO ObiTb BbIMOMHEHO COMMAacHO MHCTPYK-
LuK1 no npumMeHeHuto. Hanpumep, ecnu kanubpoBka OCyLLECTBNAETCSA MMIOKOMETPOM C MCNONb30BaHNEM Ka-
nunnapHoi kpoeu, To MW HMKT cnegyet oTkanvbpoBaTk cOOTBETCTBYHOLW MM 0Bpa3om. MamepeHusa v kanu-
OpPOBKM rMIOKOMETpa AOMKHbI ObITh BLINOMHEHLI NOMb30BaTeneM. YactoTta kanubpoBKM A0MKHA ObiTh HE pexe
YyKa3aHHOW B MHCTPYKLWU, UHPOPMALMIO 0 (PaKTUYECKOW YacTOTe BLIMOMHEHHbIX NONb30oBaTeneM KanubpoBok
cnegyeTt 3a00KyMeHTUpOBaThb.

Mpumevanne — Ecnu MW HMKI tpebytotca gononHuteneHele KannbpoBKK, onpegeneHHeble 3apaHee 3adaH-
HbIM anropuTMOM, UX NPOBEOEHWE CneayeT 3a40oKyMeHTUpoBaTb. CUCTEMa KOHTPOS KOHUEHTPaUWK TMoKo3bl B KPOBU U
napTUsi TECT-MONOCOK AOMKHbI BbiTh TakKke AOKYMEHTaNsHO 0hopMNEHbI.

9.4.3 OuUeHKa TOYHOCTH

MeTogonorusa uccrnefoBaHUsa TOYHOCTU 3aBMCUT OT METOAA CpaBHEHUSA, BbIBpaHHOro ans oueHku. MNpu-
MEHEeHMWe 3TanOHHbLIX aHANMW3aTOPOB [MHKO3bI, UCMOMNL3YLNX BEHO3HYK KPOBb, NMasMy UMW KanumnspHy
KpOBb, MpeanoyTUTensHee A NonyYeHust ONOPHbIX 3HAYeHWIA Ioko3bl. OueHky TodHocTu ans MW HMKT, kak
npaBwuno, BbIMOMHAET MeOMUMHCKas opraHusauunsa, B KOTOPOR NpoBoaaT oTbop obpasLoB BEHO3HOM UMK Ka-
NWNSPHOI KPOBK Yepe3 3apaHee YCTaHOBMEHHbIe MHTepBarbl BPEMEHW U UCCMeAoBaHe 3TallOHHbIM aHanm-
3aTopoM rMioKo3kl. MiccnegoBaHye rmokoMeTpamMu 06pasLoB KanunnsapHON KpOBK OONYCTUMO TOMNbLKO B onpe-
OEeNneHHbIX CUTyauuax (Hanpumep, y getei He ctapwe wectu net). Ana MW HMKT, Tpebytowmx kannbpoeku ¢
MCNONb30BaHUEM TMHKOMETPA, TOYHOCTL IMIOKOMETpa BrMsAeT Ha ToMHOCTh kannbpyemoro MW HMKT.

Ona oueHkn TodHocT MW HMKI™ gomnkHbel ObiTe NpegocTaeneHbl pesynsrathl MCCriegoBaHWii, NpoBeaeH-
HbIX N3rOTOBUTENEM, a TakKe NepBuUYHble AaHHble pesynstatoB MW HMKT, nonyyeHHble B Xo4e KIMHUYeCKNX
MCCregoBaHWiA, 4Ns CONOCTaBNEHNA BPEMEHW BbINMOMHEHUS U3MEPEeHUA U UCKITIOYEeHUsT CMyYalnHoW owmnbku,
CBSI3@aHHOWN C YernoBe4YeckuM hakToOpoM.

[Mpw uccnepoBaHuy BEHO3HOW KpOBU Heobxoaumo obecnevynTs 0OMHaKOBbIE YCNOBUS B3ATUSA, XPaHEHMS,
MHTEpBAarna BPpEMEHU OT B3ATWUSA 40 BbINOMHEHWS WCCNefoBaHus. 3TW OaHHble OOMKHbI BbiTb 3a00KYMEHTUPO-
BaHbI.

9.4.3.1 OueHKa TOYHOCTU B MeAULNHCKOW opraHnu3aumm

OueHka TovyHocT MW HMKI B gnanasoHe ypoBHEN KOHLEeHTpauWi MMoKO3bl M TOMHOCTM TpeHda mpu
pasnnYHbIX CKOPOCTHAX W3MEHEHWs OOMKHA ObiTh BLINOMHEHA B pa3HOe BpeMs B TEYeHMe nepuopa npegno-
naraemMoro Mcnonb3oBaHns, 4To6bl NPOAEMOHCTPUPOBATE CTabMNBHOCTE TOYHOCTU M TOYHOCTL TPEHAAa 3a 3TOT
nepwog. MNMpw nccnenoBaHmm nNpoeoaaT oTbop 06pa3uoB Yepes paBHbIe MPOMEXYTKU BPEMEHW Y KaXaoro na-
LWeHTa, pe3ynsTaThl KOTOPbIX aHaNU3UPYT C NOMOLLLIO pehepeHTHON METOANKMA U3MEPEHWA MKo3bl. Peko-
MeHayeTcs, YToDbl M3MepeHUs C MOMOLLBIO MeTo4a CpaBHEHMWS BhIMOMHANNCL He pexe ogHoro pasa B 15 MuH
1 BbINKM Kak MOKHO DnvKe No BpeMeHW K COOTBETCTBYWUM namepeHmam M HMKT.

MpumeyaHue—KnnHuyeckne wuccnegoBaHua criegyeT nNpoBoAWTe Mof HabniogeHwem  MeOuvuMHCKOro
paboTHUKa.
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9.4.3.2 [Ivnana3oH M3aMepeHns KOHLUEHTpaLWUK rmKo3bl

KoHueHTpauuK rmwKo3bl AOMKHbI OXBaTbiBaTk AuanasoH waMmepeHus MW HMKI, cornacHo koTtopomy
OOMKHO BbITh 3a0aHo pacnpeneneHue Todek. KonnmuyecTBo ToueK OOMKHO ObiTb cTaTUCTMYeCKM 0B6OCHOBAHO
OIS KaXO0ro rmukeMrUYeckoro COCTOSHUSA, T. €. TUMOrNMUKeMUM, HOPMOTMUMKEMUN U TMNEPIIMKEMUA (CM. pas-
aenbl 5 1 6). B cooTBeTCTBMN C AMana3oHoOM naMepeHns oueHnsaemoro M HMKI moxeT BbiTe ckoppeKkTupo-
BaHO pacrnpefeneHne Todek (Hanpumep, orpaHudeHne guanasoHa nameperdus MU HMKI go sHauveHwnid, nog-
TBEpXAaeMblX OaHHbIMU KITMHUYECKUX WUCCnefoBaHui). [ins oxBaTta guMana3oHa W3MepeHUs KOHLEeHTpauuu
TMHOKO3bl M CKOPOCTU M3MEHEHUS MOXHO MCMNOMb30BaTh HECKOMNBLKO NOOX0O0B, @ UMEHHO:

- BKMIOYEHWE NauWeHTOB C pasfMyYyHbIMUN MMKEMUYECKMMIN COCTOSIHUAMIW MOXET OblTb NPOBEAEHO NYTEM
oTbopa NauueHTOB Ha OCHOBaHWUKM pacrnpefeneHus ypoBHEN rMuKMpoBaHHoro remornobuHa (HbA1c);

- NMauMeHTbl MOryT MPOATH NPOBOKALMIO MHbEKLMen HcynuHom no FOCT P MCO 14155 ansi cCHUKeHus
KOHLUEHTpaUUK rMKO3bl UMKX NPOBOKALMIO HArpy2Koi rMKo30M AN NOBLILLEHUS KOHLEHTPaLWUK rMoko3bl. He-
obxoanmo obecneynTb, YToObI LieneBbie YPOBHU MTHOKO3bl N BpeMs, MPOBe4eHHOe Ha LierneBoM YypoBHe B Npo-
Llecce NpoBokauuu, beiny BesonacHbIMK ANS y4aCTHUKOB UCCNeoBaHns.

MpumeyaHue — lNpu BbINOMHEHUM MAHUMYNALWMW C MHCYNMHOM W [TIHOKO30W JOIMKEH NPUCYTCTBOBAaTL Medu-
LIMHCKUIA paboTHUMK.

9.4.3.2.1 lNpogomKMTenbHOCTE KMMHUYECKOTo NccrneaoBaHns
MpoOomKNTENBHOCTb UCCNEN0BaHWSA U KpaTHOCTb B3ATUA 06pas3LoB Buomarepuana gonXHo ObiTb OCHO-
BaHO Ha O0CTATOYHOCTW AaHHbIX OANs AeMoHcTpaunn apdekteHocTn M HMKT.

Mpumep — OuerHka MW HMKT, npedHasHavyeHHo20 Onsi ceMUuOHe8HO20 HoweHUs, do/mkHa 6bImb npoeedeHa
8 Hayane, cepeduHe U KoHUe nepuoda HoweHus. Qs MW HMKIC 6onee dnumensHoz0 nepuoda HoweHUss Mo2ym
nompe6boesambcsi ONONHUMENbHLIE CeaHChl, 8biNonHsIeMblie 8 MedulyuHckol opzanusayuu. lMpodomxkumens-
HOCMb ceaHca 8 MedUUUHCKOU opeaHu3ayuu o6bIYHO cocmasrisiem He MeHee 8 4 O/l 83POCbIX MalyUeHITos,
4mo Mo38os1em clpasumMbCA € 3arn/laHupoe8aHHol a2umoaTuKkeMuYyeckol unu sunepanukeMuyeckol Hazpy3Kou.
fpodomkumensHOCMb cCMayuoHapHo20 uccnedogaHus dpyaux nayueHmoe domkHa 6bimb 060CHOBaHa MekKy-
wWumM cocmosiHueM ux 300poebs.

PekomeHayeTcs, 4ToObl ceaHchbl B MeQULIMHCKOW opraHmsauuny npu ycnosmn HoweHnmns M HMKD kax-
ObliA AeHb MPOBOAMIMCE NO3TANHO, YTOOL! yunTeiBaTh paboty MM HMKI™ kak B gHeBHOe, Tak 1 B HOYHOE Bpe-
Msi, ocobeHHO B Ha4ane nepuoga HoweHns M HMKT, korga uaMmeHUYMBOCTE MX XapakTEPUCTUK, KaK NpaBuno,
HaubonbLlas.

Mpumevarnnn

1 [ononHuTenbHble ceaHchl N ansTepHaTUBHLIE NepUoabl NPOAOMKUTENEHOCTM CEAHCOB B MEAWLMHCKOR opra-
HU3aUWKU MoryT ObITb MCMONb30BaHLI AN NonyyYeHus HeobxogMMoro konuyecTea napHbix 3HadeHn MiA HMKI 1 onopHbIx
3HAYeHWU rMKO3bI.

2 [ns obecneveHus 6e3o0nacHOCTM B3POCNOro nauMeHTa KonM4yecTBO KPOBW, KOTOPOE MOXET ObiTh B3ATO NpU Npo-
BeeHWN KNUMHUYECKOro UccnefoBaHus, He JOMKHO NpeBbiaTb 5 MI/KT B TedyeHue nobdbix 24 4 unu 7 MN/KM B TedeHue
nioboro 8-HegenbHoro nepuoga.

Onsa geTten cTaplue WeCTU NEeT KONMMYECTBO BEHO3HOW KPOBM, B3ATOE ANA KMUMHUYECKOro MCCneaoBaHus,
He MOeT NpeBbIlAaTh 3a 8-HeaenbHbIA nepuon 50 Mn UNK 3 MIVKr.

9.4.3.2.2 NamepeHne MeToaoM CpaBHEHMUA

MamepeHue mMeTogoM CpaBHEHWUS OOMKHO ObliTb BbINMOMTHEHO C MCMNOMb30BaHWEM 3apPEerucTpPUpPOBaHHbIX
pedepeHTHBIX M. NpeanoytutensHo, YToBbl NZMEPEHUS NPOBOAUINUCE B ABYX NOBTOPEHUSX.

MeToabl cpaBHeHUSA onucaHbl B 9.1.

9.4.3.3 OueHKa TOYHOCTM B AOMALUHUX YCMOBUSX

XOTa OUeHKa TOYHOCTW B OOMAaLUHUX YCINOBWUSAX C UCMOMNb30BaHMEM [MIOKOMETPOB B KadecTBe pede-
PEHTHOW METOOUKWA BhLIMOMHEHUS U3MEPEHUs TMHKO3bl 0BbIYHO HE NMPUMEHSETCA ANS NOAAEPXKM MPUHATUSA
HOPMAaTUBHbIX PELUEHWUNA, C €€ NMOMOLLLI0 MOXHO MOMYYUTh MOMEe3Hy MHPOPMaLUK0, AOMOMHALWYK OAHHbIE
0 TOYHOCTW, NpefocTaBnseMble MeAWUWHCKOW opraHu3auuen. B aTom cnyydae pesynbTaTbl, NOMNy4YeHHble C
MNCNOMb30BaHWEM [TIOKOMETPOB B AOMALLHUX YCNOBUAX, MOTYT BKIMOYaTh AONOMNHUTENbHY MH(opMaLumio ob
acppekTuBHocT MU HMKI yepe3 Bonee yacTele NpOMEXYTKM BPEMEHN.

9.4.4 OueHKa Npeun3InoOHHOCTHN

Ons oueHKkM NpeUm3MoHHOCTU M3MEPEHNA KOHLIEHTPAaL WK IMKKO3bl MOXET noTpeboBaTthca Hanuine 6o-
nee ogHoro MM HMKT, pasmelwtaemoro Ha nauymeHte. MexnpubopHY NpeLUmM3MoHHOCTL ONpeaensaiT NyTem
cpaBHeHus pezynsraTtoB AByxX unu 6onee MW HMKT, yctaHoBneHHbIx ogHoBpemeHHo. [Ina MW HMKT, paame-
LLEHHbIX Ha HECKOMbKMX yYacTKax Tena nauuMeHTa, Npeym3noHHOCTL CreayeT OLeHWBAaTh OTAENBHO B KaXO0M

26

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 30/ 36
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-72213-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70479
https://gostexpert.ru/gost/gost-72213-2025?utm_source=pdf&utm_medium=70479&utm_term=page

rOCT P 72213—2025

y4acTke ero Tena. Nockonbky adpdektnsHocTe MW HMKIT MoxeT nameHAaTbCS B 3aBUCMMOCTH OT onpeaerneH-
HOro Nepuoda CYTOK, pacyeT NMpeuusMoHHOCTM O0MKeH BbiTb orpaHnM4yeH eguHbIM NepuogoM BPEMEHWM Ons
asyx MiA HMKT.

Onsa oueHkn npeumnsnoHHocTn namepernn M HMKI B pamkax KNMMHUYECKOro nccnefoBaHns peKkoMeH-
AyeTcsa NPOBOAWTL UCCMEeAOBaHWUA Ha rpynne NauueHToB (¢ cobrnogeHuem 3TUYeckoW 0DOCHOBAHHOCTM), Y
KOTOpbIX OyOYT MCCrneaoBaHbl BCE 3HAYEHWUS FMOKO3bl U Y Kaxaoro us kotopblx Asa MW HMKI pacnonoxeHbl
Ha CUMMETPUYHBIX yHacTkax Tena. [JomkHbl 6biTb NONy4eHbl NEPBUYHBbIE aHHbIE BCEX U3MEPEHWIA KOHLEHTpa-
LMK KO3bl, NPeoCTaBMeHHbIX U3roTOBUTENeM ANs OUEHKN NPeLn3noHHOCTH.

9.5 BezonacHocTe MW HMKI

9.5.1 UHdopmauma o GezonacHoOCTU, cofepkKallafacA B 3KCNNyaTauuoOHHOW AOKYMeHTauuu

JkcnnyaTaynoHHasa gokymertaums ana MW HMKD gomkHa BkmoyaTh CBEAeHUs, npegynpexjalme
nonb3oBaTens o ToM, 4To o6wwue pucku 6e3onacHocTn MM HMKI He oueHuBatoT, korga M HMKI ucnonsaytot
He B TeX YCNOBUWsX, KOTOPbIE yKa3aHbl B HasHadYeHWU U3Lenusa, HanpuMmep: nosTopHasa aktueauyus MK MHT,
BO3pacTHLIE/MOMNOBbLIE JaHHbIE, KOTOPLIE He NPUBEAEHbI B MOKA3aHUAX K MPUMEHEHUIO.

Ona oueHkn BezonacHoctu MW HMKI HeobxoouMmo crnefoBaTh MPOLIECCY OLEHKM PUCKOB, KOTOPLIN
BKIMOYAET aHarnu3 pUcKoB, OLIEHKY PUCKOB, KOHTponb puckoB no MOCT ISO 14971, a Takke NpoM3BOACTBEH-
HYI ¥ NOCTPErncTpaLnoHHY MHopMaumio.

INpwn ncnonezosanmm MW HMKIT npegoctaBnsieTcs MHOpMaLUMa Ha OCHOBE NPOBEAEHHbIX MCMNbITAHWA,
BKMOYaA oueHKy Be3onacHoCTu Kak in vitro, Tak W in vivo, Takne Kak: BMOCOBMECTUMOCTb, CTEPUITbHOCTL B
cootBeTcTBUKM ¢ TOCT ISO 11607-1, TOCT P UCO 11737-1, anektpobesonacHocTe cornacHo MOCT P M3K
60601-1, TOCT P M3K 60601-1-2, nporpammHoe obecnedyeHne B cooteeTcTBUM ¢ TOCT P 58501, kubep-
©e3onacHoCTb, o4aroBas UHdekuus, 6onb MM ANCKOMMOPT, KpoBoTeYyeHUe B MecTe BBegeHusa M HMKID
[MIOKO3bl, rematomMa, 3yd, pybueBaHue unv M3MEHEeHWe LBeTa Y4acTKa KOXHbIX MOKPOBOB, pasfpaxeHue,
Bbl3BAHHOE KMEeALWM BeLlecTBOM, HapyweHue uenocTtHocty urmbel unu M HMKID Bo Bpemsa BeBegeHus no
MOCT I1SO 10993-1.

9.5.2 HegocTaTku npumeHeHua MU HMKI

Hepoctatku npumeHeHua MW HMKT, Bknouasa cboun B paboTte u olnbKM MCMOoNb30BaHWs, JOMKHbI BbITh
33[10KYMEHTUPOBAaHbI, 8 TaKKe A0MKHO BbITh YCTAHOBMEHO, MOIMM N 3TU HELOCTATKW MPUBECTU K CYLLIECTBEH-
HbIM HebnaronpusaTHeIM nocrneacTeusm. Kpome Toro, nwboe paHHee yganedve MM HMKI naumeHTom unn
MccrnegoBaTenbCKUM NEPCOHANOM, a TakkKe NPUYUHBl YaaneHus OMKHb OblTe AOKYMEHTanbHO 0hopMIIeHb!.

Mpu gokymeHTanbHOM odopmneHnn BoamoxHbix Hegoctatkoe MW HMKI nocne ero yctaHoBku peko-
MeHAyeTCcsi NPOBOAUTE B cepeduHe U MpW 3aBeplleHU KNMHWYEeCKOoro uccrefoBaHusa aHKkeTUpoBaHue nauu-
€HTOB OTHOCUTENbHO BNUsHUS ucnonsayemoro MW HMKI™ Ha ka4yecTBO #W3HM NaUUeHTOB No cnegyowuM Bo-
npocam: BO3MOXHOCTb NPUHATUS TUTMEHUYECKOTO AyLlla W MPOAOMKEHUS 3aHATUIA DU3KYNBTYPOM U CNOPTOM,
BbINOMHEHWE NOBCEAHEBHON (PU3MHECKON HArpy3ku, yooOCTBO perynmpoBKA M 4OCTAaTOYHOCTb MHTEHCUBHOCTH
npegynpexgatwwmx curdanos, cobnogeHne KoMOPTHOIO POAUTENBCKOTO KOHTPONA ANs AeTew.

9.5.3 Banugauma akcnnyaTaunoOHHOW NPUrogHocTK (YenoBeveckoro thakTopa)

CrnepnyeT npoBoauTL UCCNedoOBaHWE BNUSHWUS YenoBedeckoro daktopa, Ytobbl NpefocTaBuThL AOKa3a-
TenbCTBa Toro, 4Yto paspaboraHHoe MW HMKI moxeT 6bITs 6e3onacHo 1 ahhekTUBHO UCMOMNb30BaHO NOMNbL30-
BaTENsAMU B 0XKMOAEMbIX YCITOBUAX €ro NpUMeHeHus B cooTBeTcTBUK ¢ TpeboBaHuamu FTOCT P M3OK 62366-1
n FOCT P M3K 60601-1-6. OnacHocTu, cBs3aHHble ¢ hyHKUMoHMpoBaHnem MW HMKT, moryT Bo3HUKaTb 13-3a
AunsanHa Nonb30BaTeNnbCKOro MHTepdenca, 1, kak cneacTeve, Nonb3oBaTtens He MOXET ageKkBaTHO UMK npa-
BUNbHO BOCMPWHUMATL, YNTaTb, UHTEPNPETUPOBAaTbL, NOHUMAaTL UK AENCTBOBaTb, PYKOBOACTBYAChH WHMOP-
mMauuen, noctynatouwen ot MK HMKI. Kpome Toro, BEposiTHOCTb pasnUYHOro pofa OnacHOCTER, Bbl3BAHHBLIX
npumeHeHnem MW HMKT, moxeT BbiTe 06Hapy:eHa, Aaxe ecnv 0HO PYHKLUMOHUPYET COrMacHo npunaraemMonm
MHCTPYKUUMU. Takue onacHOCTU, KaK NpaBuIio, He CBSA3aHbl C KOHKPETHbBIMW OTKa3aMW BBUMAY HEWUCNPAaBHOCTU
MeXaHM4YEeCKNX, INeKTPUYECKMX UMM NPorpamMmMHbIX KOMMOHEHTOB, O KOTOPLIX W3BECTHO 3apaHee Wnu Henpa-
BWUMbHOE NMPUMEHEHWE KOTOPbIX DblNo 060CHOBaHHO MPOrHO3MPYEMO.

YTobbl KNnaccudUUMpoBaTh ONACHOCTW, CBA3aHHbIe ¢ ucnonb3oBaHem MW HMKT, HeobxogumMo UMeTb
TOYHOE U MOMHOoe npefcTaBneHue o Tom, kak Byaet npoeeneH HMKI v kak nonb3oBatenbckuin MHTepdenc
obecneunsaet besonacHoe npumeHeHne MU HMKI. OueHkn noTeHUManbHbIX PUCKOB OCHOBAaHbI Ha aHanuTu-
YECKUX U 3MNUPUYECKMX METOLAX YernoBedeckoro dpaktopa, BKNwyasa hopMmupyrolne nccnegosaHus. Nobeie
npobnemsl, obHapyxeHHble Bo Bpems paspabotkn MW HMKT, normkHbl 6biTb UCNpaBreHbl U NepeoUeHeHbI
Hagnexalm obpasom.
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Banvpauma gusanHa MW HMKIT pomkHa BknovaTh YenoBeveckuid haktop w/unv npoBepky yoobcrea
ero npMMeHeHus. 3Ta oueHKa OOoMmKHa ObiTb cocpeaoToYeHa Ha OMacHOCTSAX, BbISBMEHHbIX B NpoLecce Uc-
rnone3opaHua MW HMKT, n Ha oueHKe Nonb3oBaTENbCKUX MHTEPMENCOR, TAKUX KaK OUCINEN, CUrHarmnkl onose-
LLEHWS U TPEBOTMM, MHCTPYKUUN MO NMPMMEHEHUIO, ynakoBka, 4Tobsl npogeMoHcTpuporats, 4to MU HMKI 6es-
onacHo W atheKTUBHO ANS UCMOMNb30BaHWS NOMNb30BaTENsSIMU B pearnbHbIX UMW CMO4ENMPOBaHHbLIX YCITOBUSX
MPUMEHEHNS.

Banuaauna yenoeedeckoro pakTopa AOKHa BKIMYaTb OnNpedeneHHy rpynny nons3osatenen. Jlo-
Oble OWNBKM UNU HETOYHOCTU NPUMEHEHMS O0MKHbI ObliTh NpOaHanuM3MpoBaHbl U NpeacTaBneHbl B OTYETE.
Kpome Toro, gom«eH BbiTb BbiiBreH NMoboi 0CTaTOuHbIA PUCK, KOTOPLIA HE MOXET BbiTh YCTPaHEH UM YMEHb-
weH B bonbllen cteneHn, n obwas nonek3a ot npumeHeHus M HMKI gomkHa BbITb OLEeHEeHa Mo CpaBHEHUID
C OCTaTOYHBIMW PUCKaMU.

PekomeHayeTca npegycmaTpmBaTh BO3MOXHOCTb DbICTPOI BbITPY3KW AAHHBIX M3MEPEHWUIA NaLMeHTa Ans
WX MocredyLlero aHannsa nevawumM BpadomM nNpu Hanu4Mm COOTBETCTBYIOWEro pa3pelleHus oT nayueHTa-
nonb3oBarterns.

10 Kanuoposka MU HMKI

10.1 3aBoackas KanubpoBka

BonbwmnHecTeo M HMKT™ kanubpyoTcs M3roToBUTEnemM Ha npounssoacTee. [Nonb3oBaTens MOXET BBECTU
wHdpopmaym B8 MM HMKI™ o 3aBoackoi kannbpoBke BO BpeMS ero akTueauum (Hanpumep, nyTemM cCKaHWpoBa-
Hus unu Beoga koga MU HMKI). OtgeneHele MW HMKT ¢ 3aBofckoi KanmbpoBKoi No3BonsdoT Nonb3oBaTento
npu HeoBXx0OMMOCTUN BbINONHATL AONONHUTENBHYHO KanMbpoBKy rMIOKOMETPOM M He TpebyloT OT nonb3oBarens
nocnegyrLwmx oGHOBNEHWIA KanMBpPOBKM B TEYEHWEe BCEro CPOKa CNyKObl.

10.2 OGHOBNEHNA NONbL30BaTENbLCKOW KAaNnMbpPoOBKKN

MW HMKT, He oTkannbpoBaHHble Ha NPOM3BOACTBE, TPEDOYOT 0OHOBNEHMA KanMbpoBKM NOMb30oBaTeNeM,
ncnonb3yroLum rmiokomeTp, nubo Bo Bpemsa aktueauun M HMKT, nubo B gansHenwem B TEHEHWE CpoKa ero
cnyx6bl ¢ perynapHon nepMoanMyHoCcTE. KannbpoBodYHOe YCTPORCTBO MOXET NpeacTaBnaTe cobon oTaens-
HbIA TNHOKOMETP MK TMIOKOMETP, MHTerpupoBaHHbii B M HMKI. YacTtoty kanubposkm MW HMKI oGbluHO
ONpefensnT B TEMEHWE CpoKa ero cnyx0bbl, OHa AOMKHA BbiTh YCTAHOBNEHA U3TOTOBUTENEM W YKa3aHa B UH-
Tepdperice MM HMKI™ 1 B MHCTPYKUMSIX NO ero npuMeHeHuto. [lononHuTensHasa kanwbpoBka, Kak npaeuno, pe-
KoMeHgyeTcs, Korga pesynsratel uamepedns M HMKIT He cooTBeTCcTBYIOT CMMNTOMam nonb3osarens. bonee
4YacTble KanMbpoBKWM HanpaBrneHbl Ha NMoBbiweHne TovHocTy pesynstatoB MIA HMKI. B ces3u ¢ Tem, 4To TOY-
HOCTb Pe3ynbLTaToB MMHKOMETpa onpeaenser TOYHOCTh pesynsratos uaMmepeHun MW HMKT, cnegyet ceectu K
MUHUMYMY OLLIMBKW NOnMb30BaTens npy BbIMOMHEHWW UCCNEA0BaAHUSA TTHOKO3bl KPOBW, NO3TOMY MOMbL30BaTENb
OOIMKEH CTPOro cnefioBaTh MHCTPYKUMSAM MO 3KCNyaTalumu rmoKoMeTpa.

11 KubepbesonacHoctb MU HMKI

WaroTtoBrTenu AomkHbl paspabotate Habop cpencTB KOHTpona Ans obecneveHus knbepbesonacHocTH
1 nogaep:xanua addekTneHocTh 1 bezonacHocTi M HMKI. 31K cpeacTBa KOHTPONS OOMKHbLI BKITHOYATL:

- aHanu3 onacHOCTEN W PUCKOB, CBA3AHHLIX C KMOepbe3onacHOCTLI0, Mephbl MO UX YCTPAHEHUIO U Mpo-
BepKy KoHcTpykunu MU HMKT;

- MporpaMMy MOHUTOPWHra, KOTopast CBA3bIBAET CpencTBa KoHTponsa kubepbesonacHoctv MW HMKT ¢
puckamu knbepbe3onacHOCTW, YCTAHOBIIEHHBIMW B PaMKax MeHeKMeHTa puCKa,;

- KOHTpOnb, obecneynBarouin QyHKLMOHaNLHOCTL nporpaMmHoro obecneveHus MW HMKI u otcyT-
CTBWE BPELOHOCHOIO NMporpaMMHoro obecneveHns Ha NpoTsKeHnn cpoka akcnnyartauun M HMKT;

- ana MW HMKT, nogknoYeHHbIX K KOMMNBIOTEPHOW CETKU, MHCTPYKLUWKU NO €ro NpUMeHeHuo 1 cneumdu-
Kauunu, OTHOCSALMECS K PEKOMEHOYEMbIM 3neMeHTaM ynpaeneHus kubepbezonacHoCTb (Hanpumep, aHTu-
BMpYCHOE nporpammMHoe obecnedveHune), NOAXO4ALLUM ANA Cpeabl NpegnonaraeMoro npuMeHeHus;

- Mepbl N0 CBOEBPEMEHHOMY PEArMpoOBaHUK OTHOCUTENBHO BbISIBMIEHHLIX PUCKOB.

Hanbonee 3Haunmbie KOMNOHEHTLI 0becnevyeHnss kKnbepbe3onacHOCTN BKIMIOYAKOT:

- nHdopmMauumio o kKnbepbezonacHOCTK ANs BbiSBNEHWA U 0BHapy»XeHNsA PUCKOB knbepbesonacHoCTH;

- OLEHKY 1 obHapyeHue pUCKOB U UX NOCMNEeACTBUN;
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- pa3paboTky Mep ANns 3alunThl 0T yrpo3 kubepbeszonacHoCcTH, pearMpoBaHus Ha HUX M BOCCTAHOBMNEHNUS
nocne Hux;

- MPUHSATUE COrMacoBaHHOW MOMUTUKK U MPaKTUKKA packpblTUs MHOPMAaLMK O pUCKaX;

- Mephkl NO YCTPaHEHWO PUCKOB Knbepbe3aonacHOCTU Ha 3Tane NpoekTMpPOoBaHWA U pa3paboTky.

YToObI yNparnaTbL NOCTPErMCTPaLNOHHLIMU pyUckamu knbepbesonacHoctu ans MU HMKT, narotoeutens
JomxeH paspabotaTh CTPYKTYPMPOBAHHbLIA M CUCTEMATUHECKUIA NOAXOA K YIPABMNEHWIO pUcKamMm 1 K cuctemam
yrpaBreHns Ka4eCTBOM B COOTBETCTBMM C HOPMATUBHBIMK TPEBOBaHUSIMW, KOTOPbLIA AOMKEH BKIOYATL:

- METOAb! BbISBNEHWS, XapakTepPUCTUKMA N OLLEHKN PUCKOB KubGepbesonacHocTw;

- MEeTOoAbl aHanu3a, obHapYXeHUsA 1 OLEHKN UCTOYHUKOB YIpo3, HarnpumMmep:

- puck knbepbezonacHocTu MoxeT 3aTpoHyTe Bce MW HMKIT B nopTtdonuno uarotoeutens B 3aBUCUMO-
CTW OT TOTO, KaK OHW pa3paboTaHhl,

- pucku knbepbesonacHOCTM MOryT CYLLEeCTBOBaTL BEpPTHKanbHO (T. e. B KomnoHeHTax MW HMKT), T. e.
MOTYT NOABUTLCA B NOGON TOUKe LLlenoYk NocTaBok Ans npouecca npoussonctea M HMKT.

12 Mapkuposka MU HMKI

12.1 O6wume nonoxeHuUs

Mapkuposka MW HMKI™ gomkHa cofepxaTbe onucaHve U3genus U ero KOMMoHeHTOB, NpeanonaraeMoe
MCMONb30BaHWE U YeTKMe yKkasaHusa no npumeHeruno MW HMKT.

MapkupoBKa gomKkHa cogep)aTb AOCTAaTO4HY MHAOpMaLUD 4Ns Nonb3oBaTenen n nuu, ocyLlecTBns-
oKX yxoa, koTopas Heobxoguma ans 6esonacHoro v addekTuBHoro ucnons3osaHmsa MW HMKT, a Takke
JOMmKHa 4YeTko oTobpaxartb nobble npeaynpexaeHnsi, NPOTUBOMNOKa3aHWA WM OrpaHuYeHust, Kacarlmecs
MW HMKT.

MapkupoBKa O0MKHA BKMYATL YETKME W KpaTKMe WHCTPYKUMK, ONKChiBaloLWMe TeXHONormdeckme oco-
6eHHocTn MW HMKT, a Takke cnocobel ero ncnons3opaHus. CnenyeT y4uThiBaTh NOHUMAHUE NONb30BaTenem
Kak TekcTa, Tak U rpadukn, NpUBOaUMbIX B MHCTPYKLMM.

Mapkuposka MW HMKIT nomxkHa BbITe NpoBepeHa BO Bpems pa3paboTKu AnS NpeaocTaBneHns rapax-
TUKX TOro, YTO OHAa COAEPXWUT afdeKkBaTHble ykasaHus OnA noHMMaHusa dyHkunoHuposaHus MW HMKI v ero
3KkcnnyaTtauuu, yxoga v obenyxusaHus. NoHMMaHue 1 yaobCcTBO UCMOMNb30BaHWUS MAapKUPOBKU AOMKHbI BbIThb
Hagnexalum obpazoM OLeHeHk!, HanpuMep B UccneoBaHuM YenoBedeckoro dpaktopa (cMm. 9.5).

Mapkuposka M HMKI™ gormkHa 4eTKo yKasbiBaTh CregyloLlee:

- npegnonaraemoe Ucnonb3oBaHue u mecto npumeHeHnsa MW HMKI (Hanpumep, MeauUnHCKasa opraHu-
3aums, gom, yuebHoe 3aBefeHue);

- NpoTUBOMNOKa3aHus no npumeHeHnio M HMKT;

- 0BlWWe npenynpexaeHua U Mepbl NPefoCTOPOXHOCTY;

- orpaHudeHus npu ucnonssosavum M HMKT;

- 3HAYMMOCTb HEODOXOAMMOCTU cNefoBaTk UHCTPYKUKMAM Nno npumeHeHuo MW HMKT;

- akcnnyataunoHHyt nHgopmaumio o M HMKI n ero komnoHeHTax;

- cneynduKaLnum KOHCTPYKLMM U TeXHUYECKY UHopMaLUnio;

- MHCTPYKUMK no npumeHeHuto MU HMKT:

- BaXXHOCTb JEWCTBUIA MO MOHUTOPUHIY (HAaNnpuUMep, ONUcaHUe U Ha3HaYeHue 3HAYKOB 1 YBELOMIEHUN),

- VMHCTPYKLUMW MO OYUCTKE,

- WHCTPYKUMK MO 0BCNyXMBaHUIO,

- MHCTPYKUMW NO XpaHeHuio,

- oXkuaaemblid cpok cnyx6bl (Hanpumep, cpok cryxoel MW HMKT, cpok cnyx6bl npeobpasosartens),

- WHCTPYKUMM no BesonacHon yTunusaumu;

- cBedeHusa o HebnaronpuUaATHLIX COBLITUAX;

- rapaHTuiiHble 06A3aTenbLCTRA;

- JaHHble OTHOCUMTENBLHO MAEHTUdMKALMA COBMECTUMBIX 3MTEKTPOHHbLIX MHTepencoe;

- MHOPMAaLMI0 B OTHOLUEHWW 3NEeKTPOMarHMTHOM COBMECTUMOCTH U anekTpobesonacHoctu M HMKT;

- KOHTaKTHY WHpOpMaLMIO N CBEAEHUA O 4OCTYNHOCTW Cry»0Obl NOAOEPKKM KNMEHTOB (OHW N Yachl);

- OpYryw MHGOpMaumMio, NO3BONAOLWYO MOMb30BaTentd npMHMMaTh obocHOoBaHHble peweHuss o M
HMKI unu gpyrux gocTynHbIX TepaneBTUYECKUX BapuaHTax.
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12.2 CBepeHun o6 achdexktusHocT MU HMKI

CeepneHusa 06 adhbpektuHocT MW HMKIT gomxHbl BKNo4aTh cnegyoLlee:

- onucaHue ahdektnsHoct M HMKT:

- OUEHKY 3 (PEeKTUBHOCTM HA OCHOBE KIIMHWYECKOTO UCCNeoBaHus, KOTOpoe AeMOHCTPMPYET TOYHOCTL
MW HMKTI™ (kak no oTgenbHbIM TOYKaM, Tak M Ha OCHOBaHWMM TPEHAOB) M MPEUU3NOHHOCTD B NpegnonaraemMon
nonynsayuu,

- npepynpexaeHve 06 onacHOCTW UMM ONAacHbIX CUTyauuax (4acToTbl MCTUHHBLIX, MOXHbIX, MPONYyLLEH-
HbIX W NPAaBWUNbHLIX NPpeaynpexXaeHnin), yCcrnoesusa owrMboK U ycTpaHeHWe HeNnonagok;

- pasnuuua B addektusHoctn MU HMKI B pasHbix nmonynsauusx (Hanpumep, y B3pOCIbIX U AeTen)
n/unu Ha pasHblx yvyactkax Tena npu ycraHoeke MW HMKI (Hanpvumep, Ha XnBOTe, pyke, Arogvue) B npegenax
nokasaHui K ero NpPUMeHeHWIo, NPy HeobXo4MMOCTK:

- xapaktepucTtukn TodHocT M HMKIT no oTHoweHWo K pedepeHTHOW MeToAuKEe N3MEPEHMS KOHLEH-
Tpauuun rmoKo3sbl,

- xapaktepuctukmn TodHocTn MM HMKT, oTpaxawure ero aheKkTMBHOCTbL HA BCEM MHTEpBarne namepe-
HWA BEHO3HOM W KanNWUISAPHON KPOBM, CO cneuunanbHon Tabnuuen gaHHbiX ona otobpaxeHns:

- 3(hdeKTMBHOCTb Ha BCceM fuanasoHe uHTepeana namepenus M HMKT,

- xapaktepuctukn adpcpextueHocTy MU HMKI npu runornvkemuu (3HadeHus rMOKO3bl B NNasMe Be-
HO3HOWN KpoBW HaTowak — <3,9 mmonb/n), HOPMOrMUMKEMUN (3HAYEHWA TMIOKO3bl B NNa3Me BEHO3HOW KPOBM
HaTowak — oT 3,9 oo 6,1 MMonb/n) U rMNeprnMkeMun (3Ha4eHUs [MOKO3bl B Na3Me BEHO3HOW KpOBU HATO-
wak — >7,0 mmons/n),

- XapakTepucTUKK TOYHOCTU, OXBaTbiBatowme nepuog HoweHusa MW HMKI™ go ero cnegyowein 3aMeHsbl;

- onucaHwWe 4YacToTbl U NPOAOMKMTENLHOCTU NponyckoB AaHHeix MW HMKI (Hampumep, npoueHT go-
CTYMHbIX pe3ynbTaToB U3MepeHuil oT obLuero KonvyecTBa OXMAAEMbIX Pe3ynsTaToB U3MepeHuin, uHdopma-
uua o nepuogax nporpesa MW HMKI);

- nepwog, HoweHnsa M HMKT;

- HeXenaTenbHble siBNeHns, HabrgaemMble B KMMHWYECKUX UCCNEea0BaHNsX U ONpefensieMble AN Kax-
OOW LeneBow rpynnbl NauMeHToB;

- cpefcTBa KoHTpons kKnbepbe3onacHOCTW, COOTBETCTBYIOLWME MpW NpegnonaraemMom UCnonb30BaHnu.
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