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Mpenucnosue

1 MOArOTOBIIEH IlaGoparopuei npobnem knuHuko-nabopatopHou auarHoctukm HAU o6uiecTBeHHo-
ro 340pOBbsi U YNpaBneHusi 3paBooxpaHeHmem focyaapcTBEHHOrO 06pa3oBaTeNbLHOIO YUPEeXaeHUs BbiCLUe-
ro npodeccmoHanbHoro obpasosanus «lepsbiii MOCKOBCKUI FOCYAAPCTBEHHbLIN MEANLIMHCKUI YHUBEPCUTET
um. .M. CeveHoBa» MuH3gpasa Poccum Ha OCHOBE ayTEHTUYHOIO NepeBoaa Ha PYCCKUMIM A3bIK MeXAyHapoAa-
HOro ctaHgapra, yka3aHHOro B NyHKTe 4

2 BHECEH TexHu4yeckum komuteTom no craHgaptusauumn TK 380 «Knunuueckue naGopatopHbie UC-
crnefoBaHvA U MEAUUMHCKUE U3 enus AnA AWarHoCTUKK in vitroy

3 YTBEP)XIOEH W BBEJJEH B JEMCTBUE [Mpukasom denepanbHOro areHTCrea no TEXHUHECKOMY pe-
rynupoBaHuto u metponoruu ot 27 anpens 2015 r. Ne 299-cr

4 Hacroawmin ctaHgapT uaeHtudeH mexayHapoaHomy craHaapty MCO 15197:2013 «TecT-cuctemsl
ANA AWarHoCTuKK in vitro. TpeboBaHWA K CUCTEMaM MOHUTOPMHIA [TIOKO3bl B KPOBW ANSi CAMOKOHTPONA npu
neyeHun caxapHoro auabera» (ISO 15197:2013 «/n vitro diagnostic test systems — Requirements for blood
glucose monitoring systems for self-testing in managing diabetes mellitus»).

Mpy NpUMEHEeHMM HaCTOALLEro CTaHaapTa PEKOMEHAYETCA UCTONb30BaTb BMECTO CChISIOYHLIX MEKAyHa-
poaHbIX (peroHanbHbIX) CTaHAApPTOB COOTBETCTBYIOLLUME UM HaLMOHanNbHbIE CTaHAapTbl Poceuitckoin deaepa-
LIMM U MEXTOCYAapPCTBEHHbIE CTAHAAPTbI, CBEAEHUS O KOTOPbIX NPUBEAEHBI B JONOMHATENBHOM NPUNoXkeHun JA

5 BBEJEH BMNEPBbIE

lMpasuna npumeHeHuss Hacmosawe20 cmaH0apma ycmaHoeneHbl 8 [TOCT P 1.0—2012 (pasden 8).
UHpopmayusa 06 usMeHeHUsIX K HacmosiueMmy cmaH0apmy nybrukyemcs: 8 exe200HOM (10 COCMOAHUIO Ha
1 sHBapsa mekyweao 200a) UHOPMAaUUOHHOM yKazamene «HayuoHanbHble cmaHdapmel», a oghuyuarnbHbil
MEKCM U3MEHEHUL U ronpasoK — 6 €XXeMeCAYHOM UHGHOPMAUUOHHOM yKasamene «HayuoHarnbHbie cmaH-
8apmbi». B cnyyae nepecmompa (3aMmeHbl) unu ommeHbl Hacmosuwiezo cmaHdapma coomeemcemeyiouiee
yeedomneHue 6ydem onybrniukoeaHo e bnuxaliliem ebifycke exemMecsayHo20 UHGOPMaUUOHHO20 yKa3amerns
«HauyuoHanbHbie cmaHdapmbi». Coomeememeyiouias UHghopmayus, yeedomneHue U meKkcmsl pasmewarom-
CS1 makK)xe 8 UHhopMayUoHHOI cucmeme obuiezo rnonb3osaHus — Ha oguyuanbHOM calime ®edeparnbHo20
aseHmemasa rno MexHU4YeCcKoMy peaynuposaHuio U Mmemporsnoeauu e cemu MiHmepHem (www.gost.ru)

© CranaaptuHdgopm, 2015

HacTosALwmii CTaH4apPT HE MOXET ObiTb MOMHOCTLIO UMM YACTUHHO BOCNPOU3BEAEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B Ka4eCTBE 0puLManLHOro usaanus 6es paspewwenus deaepanbHOro areHTCTBa No TEXHUYECKO-
My PeryriMpoBaHUI0 U METPOIIOrMK
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BBeneHue

CuctemMbl MOHUTOPUHIA KOHLEHTPAUMKM TMIOKO3bl B KPOBM SIBMNAIOTCA MEAULMHCKAMU U3AENUAMU Ans
aunarHocTuku in vitro (IVD-u3aenus), npUMEHAEMbIMU NPEUMYLLECTBEHHO NaLMeHTaMu, cTpajalowmmm caxap-
HbiM anabetoM. CaxapHblii guabeT Bbi3bIBAETCA AEPULMTOM CEKPELMU MHCYIIMHA UMK PESUCTEHTHOCTLIO K
WHCYIWHY, YTO BEAET K aHOMarbHOW BbICOKOW KOHLEHTpaLUMK rMoKO3bl B KPOBU, KOTOPAs MOXET MPUBECTU K
OCTPbIM U XPOHUYECKUM OCFOXHEHUSIM AN 340poBbA. Mpy NpaBunbHOM UCMONL30BAHUM CUCTEMA MOHMTO-
pUHra KOHLUEHTpauuu FroKO3bl B KPOBKU MO3BOSAET MOSIb3OBATENIO CMEAUTb 3@ KOHLEHTpauMen rnioko3bl B
KPOBU M MPUHUMATb MePbI AN €€ KOHTPOnNS.

HacToawwit craHgapt npegHasHa4vyeH AN CUCTEM MOHUTOPUMHIA [MIOKO3bl B KPOBU, UCMONb3YEMbIX HE-
npodheccmoHanamu. MNepeooyepeaHon 3agadven sIBNAETCA YCTaHOBNEeHUe TpeboBaHUM ANs NonydYeHusi npu-
eMnembix OYHKLIMOHANbHbIX XapakTEePUCTUK U cneuudukaumsa MeToauk Anst AeMOHCTpauum COOTBETCTBUS
TpebGoBaHMAM HACTOALIErNO CTaHaapTa.

MuHumanbHble KpUTEPUN SPPEKTUBHOCTU PYHKLIMOHUPOBAHMSA CUCTEM MOHUTOPUHTA IMNIOKO3bl B KPOBU
ObINU YCTAHOBMEHBI, UCXOAS U3 aHANMUTUYECKUX TPeBGOBaHUI TOYHOCTU (MPELIM3NOHHOCTU U NPABUILHOCTH),
Tpebyemon ANs UHAUBUAYANbHbLIX PE3YNETATOB U3MEPEHUS [NIOKO3bl B KPOBU. TEPMUH KTOYHOCTb CUCTEMbI»
MCNONb3yeTCA B HACTOSALLEM CTaHAapTe ANs Toro, YTobbl cOOBLMTL 06 aHaNUTUYECKON CMOCOBHOCTU CUCTEMBI
MOHWUTOPUHTA [TOKO3bl B KPOBU NMpeaHasHa4YeHHbIM Nofb30oBaTensm (To eCTb HenpodeccuoHanam), KoTopble
He OyayT 3HaKOMbl C METPONOTNYECKUMU TEPMUHAMU, OBBIYHO MPUMEHAEMbIMU B 1TAO0paTOPHON MEAULIMHE.
TOYHOCTb CUCTEMbI OMUCLIBAET CMOCOGHOCTb CUCTEMbBI MOHUTOPUHTA TMIOKO3bl B KPOBM MOMy4aTb pe3ynbrarhl
U3MEPEHUS, KOTOPbIE COrnacylTCA C UCTUHHBIMU 3HAYEHWUAMM TIIOKO3bl NPWU UCMONb30BAHUU CUCTEMbI NO
npegHasHayeHuto. MoHATUE «TOYHOCTb CUCTEMBI» BKIHOYAET B Ce0S CMELLeHUe U3MEPEHUS U NPELI3NOH-
HOCTb U3MEPEHUS.

TpeGoBaHNsA kK TOYHOCTU CUCTEMbI OCHOBAHLI HA TPEX CYXKOEHUAX:

- 9(pheKTUBHOCTb COBPEMEHHOW TEXHOMOrMU ANA MOHUTOPUHIA NALUMEHTOB, CTPAJAIOLLUX CaxapHbIM
anabeTtom;

- pekoMeHAauun nccregosarenen gmabera, a Takxke CyLEeCTBYIOWME CTaHAAPTbI HA MPOAYKLMIO U py-
KOBOZCTBA TEXHUYECKOrO PerynupoBaHus;

- COBPEMEHHbIV YpOBeHb Stafe-of-the-art TEXHONOrMM MOHMTOPUHIA THOKO3bl B KPOBU, AOCTUTHYTLIN B
nyywmx naéoparopusx.

Mpu pocTmxeHmn TpeboBaHuii kK PYHKLUMOHAMNBHBIM XapakTepucTukam, KOTopbie cneynduuuposaHsl BO
BTOPOM W3AaHUM HACTOALLEro CTaHAapTa, XeraemMble Lenu JOMmMkHb! ObiTb B3BELLEHbl OTHOCUTESNBHO CNOCO6-
HOCTEN CYLLECTBYIOLLMUX TEXHOMOTUI MOHUTOPUHTA FMNIOKO3bl B KPOBU. [epecmMOoTpeHHbIe KpuTepun yHKLuO-
HanbHbIX XapakTepPUCTUK B LAHHOM WU3JaHWUUN ABMSAIOTCA Pe3ynbTaToM YCOBEPLUEHCTBOBAHUA TEXHONOTWIA NO
CpPaBHEHWIO CO BpeMeHeM nepBoro usgaHus. CoobpaxkeHusi, KOTopble 00pasyloT OCHOBY AN MUHUMAMbHO
npMeMnembiX aHanMTUYecknx OYHKUMOHANbHLIX XapaKTepUCTUK YCTPOWCTB M3MEPEHUS TTOKO3bl B KPOBM,
npeaHasHa4YeHHbIX AN CaMOTECTUPOBAHUS, ONUCAHbI B NPUNoXeHumn C.

Hacroawwit ctaHgapt yctaHaBnuBaeT TpebOoBaHUSA, KOTOPbIE YHUKaNbHbI AT YCTPOWCTB CaMOTECTUPO-
BaHUA IMIOKO3bl B KPOBU. TpeboBaHUs, KOTOPbIE NPEeAbABNAITCS BOOOLLE KO BCEM YCTPOMCTBAaM ANA AuarHo-
CTUKM in Vitro, BKIIOMEHBI B CCbINKM HA Apyrue CTaHAapTbl, COOTBETCTBYIOLLME 3TUM BOMPOCaM.

XoTa HacToALWMI CTaHAapT HEMPUMEHUM K CUCTEMaM MOHUTOPUHIA FOKO3bl, KOTOPbIE AAl0T U3MEpPEH-
Hbl€ 3HAYEHUsI B NOPSAKOBOM LUKane (Hanpumep, BU3yansbHas, NofykonuyYeCcTBEHHAs METoAMKA) UMU K Meau-
LUMHCKMM YCTPOWCTBAM, KOTOPbIE U3MEPSIOT [NIOKO3Y B KPOBU NOCTOSAHHO ANS CAMOMOHUTOPWUHra, OH MOXET
0KasaTbCsl NOMe3HbIM Kak PyKOBOACTBO MO pa3paboTke METOAMK ANSA OUEHKU (DYHKUMOHArNbHbIX XapakTepu-
CTUK TaKuX CUCTEM.
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HALULMWOHANBHBIN CTAHOAPT POCCUMNCKOW ®PEJEPALUUMN

TECT-CUCTEMbI ANnA AMATHOCTUKU IN VITRO

Tpe6oBaHUA K CUCTEMAM MOHUTOPUHIA MOKO3bl B KPOBU A1 CAMOKOHTPONSA
npu nevyeHUn caxapHoro auadera

In vitro diagnostic test systems. Requirements for blood glucose monitoring systems
for self-testing in managing diabetes mellitus

Hara BBegeHunsa — 2016—06—01

1 ObnacTb NpUMeHeHus

Hacroawmi crangapt ycraHasnueaeT TpeboBaHMA Ans CMCTEM MOHUTOPUHIA in Vitro rnioko3bl B KPOBH,
KOTOPbIE U3MEPSAIOT KOHLEHTPALIMK TMHOKO3bl B KAMUINAPHOW KPOBU, ANs cneuuduyeckoro au3aiHa METOANK
BepudukaLum u Ansa Banuaauum xapakTepucTuk UCCNeaoBaHusa nonb3oBaTenem, Ansa KOTOpPOro 3T CUCTEMBI
npeaHasHayveHbl. [JaHHble CUCTEeMbl NpeAHa3HaYeHbl ANs1 CAMOCTOATENBHOIO M3MepeHus HenpodeccuoHana-
MU MpKU HAOMIOAEHMN 32 TEYEHMEM caxapHoro guabera.

Hacroawumin ctaHgapT npegHasHaveH ANa U3roTOBUTENEW TakMx CUCTEM U Ana opraHu3auui (Hanpu-
Mep, perynupyoLime opraHbl BacTk U OpraHbl OLEHKWM COOTBETCTBUS), HECYLLMX OTBETCTBEHHOCTb 38 OLIEHKY
YHKUMOHATBbHBIX XapaKkTepPUCTUK TaKUX CUCTEM.

Hacroawumi ctaHgapT He OCyLLEeCTBISET:

- NPeoCTaBneHne BCEOOLEMIIOLLEN OLEHKM BCeX (PakTOpOB, KOTOPbIE MOTYT NOBNWUATbH HA (PYHKLMO-
HanbHbIE XapakTEPUCTUKN TAKUX CUCTEM;

- paCCMOTPEHME N3MEPEHUST KOHLEHTPaLUK TIOKO3bl ANS Lenen AUarHoCTUKU caxapHoro auabera;

- paccMOTpEeHMEe MEAMLMHCKUX acneKTOB JIeYEHUsi caxapHoro anabera;

- paCCMOTPEHME METOAUK U3MEPEHUSA C U3MEPEHHBIMU 3HAaYEHUAMU Ha NOPSIAKOBOW LIKane (HanpuMep,
BU3yarsbHbl€, NONYKONUYECTBEHHbIE METOAUKN U3MEPEHUS) UMM CUCTEM NMOCTOSIHHOrO MOHUTOPWHIA MOKO3bI;

- paccMOTpPEHME [MIOKOMETPOB, NPeAHa3HAYeHHbIX AN MEAULIMHCKOTO MPUMEHEHUS, OTNNYaoLWErocs ot
CaMOTECTUPOBaHUS, NpW HabMIOAEHUN 3a TeYEHMEeM caxapHoro guabera.

2 HopmaTuBHbIe CCbISIKN

Ona npuMeHeHns AaHHOTO AOKYMEHTa HeoOX0AUMbI CChINIKM Ha cneayowme AoKyMeHThl. Ona agatupo-
BaHHbIX CCbINOK — TOMNbKO UUTUPOBAHHbLIN AOKYMEHT. [N HEAAaTUPOBAHHbIX CCbINOK — NPUMEHSETCA nocnea-
Hee n3gaHne CCbINIOYHOTO AOKYMEHTa (BKI0Yas ero nonpasku).

NCO 13485 Uspgenus meguumHckne. Cuctembl MEHEMKMEHTA KadecTBa. TpebosaHua ana uenen pe-
rynupoBaHusa (ISO 13485, Medical devices — Quality management systems — Requirements for regulatory
purposes)

NCO 14971 WN3penusa MmeauuuHckue. NpUMEHEeHne MeHemKMEHTa puUcKka K MEQUUUHCKUM U3ennusam
(ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 17511 U3penusa meanumHckne Ana AWArHOCTUKM in vitro.iamepeHue BenuuuH B GUONOrMYEeCcKux
npobax. MeTponornyeckas NpoCnexxMBaemMoCTb 3HA4YEHUI, MPUNUCAHHbBIX KanubpaTopamM U KOHTPOMNbHbLIM Ma-
Tepuanam (ISO 17511, in vitro diagnostic medical devices — Measurement of quantities in biological sam-
ples — Metrological traceability of values assigned to calibrators and control materials)

M3paHue ocpuuymanbHoe



FOCT P UCO 15197—2015

NUCO 18113-1 Uspenua MeauumHckne aAns AMarHoCTuku in vitro. Mndopmauus, npeaoctTaBnsemas us-
rotosutenem (Mapkuposka). Yactb 1. TepmuHbl, onpeaenenus u obwue Tpebosanuna (ISO 18113-1, In vifro
diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 1: Terms, definitions
and general requirements)

NCO 18113-4 Uapenua MeauuUHCKMe AN AWArHOCTUKM in vitro. ncdopmauus, npegocraBnsemas usro-
ToBuUTENeM (Mapkupoeka). Yactb 4. PeareHTbl Ans AMarHOCTUKM in vitro ana camorectuposaHus (ISO 18113-
4, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In vitro
diagnostic reagents for self-testing)

NCO 18113-5 Uspenua meguumHCcKue AN AWArHOCTUKM in vitro. MHdgopmauusa, npegocraBnsemas
usrotoButenem (Mapkuposka). Yactb 5. MHCTpyMEHTBI Ana AMAarHOCTUKW in Vitro ans caMoTecTUpoBaHUA
(18O 18113-5, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) —
Part 5: In vitro diagnostic instruments for self-testing)

NCO 23640 N3penusa meaMumHCckue Ans AMArHOCTUKM in vitro. OueHka cTabunbHOCTU peareHToB Ans
awnarHoctuku in vitro (1ISO 23640, In vitro diagnostic medical devices — Evaluation of stability in vitro diagnostic
reagents)

MOK 60068-2-64 UccneposaHue okpyxawowlen cpeabl. Yactb 2-64. Tect Fh: Bubpauus, cnydaiiHble
OTKMOHEHUs B Cpedax C LUMPOKOW MONOCOW mponyckaHus u pykooacTso (IEC 60068-2-64, Environmental
testing — Part 2-64 — Test Fh: Vibration, broadband random and guidance)

M3K 61010 -1 TpeboBaHus no 6€30MaCHOCTU AN ANEKTPUIECKOro 06opyaoBaHWA ANA U3MEPEHUS, KOH-
Tponsa u nabopatopHoro npumeHeHus. Yacts 1. Obwme TpeboBanusa (IEC 61010-1, Safety requirements for
electrical equipment for measurement, control, and laboratory use — Part 1: General requirements)

M3K 61010-2-101 TpeboBaHua no 6€30NacHOCTM ANs ANEKTPU4MECKoro 060pyaoBaHUS AN U3MepeHus,
KOHTpons 1 naboparopHoro npumeHeHus. Yactb 2-101. YacTHele Tpe6oBaHMs ans MeauumMHCKoro obopyaosa-
HUA ans guarHocTuku in vitro (IEC 61010-2-101, Safety requirements for electrical equipment for measurement,
control, and laboratory use — Part 2-101: Particular requirements for in vitro diagnostic medical (IVD) equipment)

MO3K 61326-1 Tpebosanua no 6e3onacHOCTM ANS SNEKTPUYECKOro 060pyaOBaHMA ANA U3MEPEHUS,
KOHTpOMnA u nabopaTtopHOro npumeHeHus. TpeboBaHUS anekTpoOMarHuTHoN comectumoctu (EMC). Yacrtb 1.
O6bwue TpeboBaHua (IEC 61326-1, Safety requirements for electrical equipment for measurement, control,
and laboratory use — EMC requirements — Part 1: General requirements)

M3K 61326-2-6 TpeboBaHusa no 6e30NacHOCTU ANSA IMNEKTPUYECKOro 000opy0BaHUs Ans U3MepeHus,
KOHTpPOMA 1 nabopatopHoro npumeHeHusi. TpeboBaHUs anekTpoMarHuTHoi coemectumoctu (EMC). Yactb 2-6.
YacTtHble TpebBoBaHus. MeauumHckoe obopyaoBaHue Ansi AuarHocTuku in vitro (IEC 61326-2-6, Safety
requirements for electrical equipment for measurement, control, and laboratory use — EMC requirements —
Part 2-6: Particular requirements — /n vitro diagnostic medical (IVD) equipment)

MO3K 62366 Uapenua meguuuHckue. O6wme TpeboBaHma k 6€30MacHOCTU U CyLLIECTBEHHbIM pabounm
Xxapakrepuctukam — [MpUMEHUMOCTb K MEAWULMHCKMM WU3LENUSM NPOEKTUPOBaHUA yaobCTBa NPUMEHEHUS
(IEC 62366, Medical devices — Application of usability engineering to medical devices)

EH 13612 OueHka OyHKUMOHANBHbIX XapakTEPUCTUK MEAULMHCKUX U3AENui Ana ANArHOCTUKKU in vitro
(EN 13612, Performance evaluation of in vitro diagnostic medical devices)

3 TepMmuHbI U onpegeneHus

B HacToawem ctaHgapTte npuMmeHeHbl Tepmubbl no UCO 18113, a Takke cneayiowme TepMUHBLI C COOT-
BETCTBYIOLLMMU ONpeaeneHnAMu:

3.1 cuctema MOHUTOPUHIa rMOKO3bl B KpoBU (blood-glucose monitoring system): UsmeputensHas
cucTema, CoCTosILLAsa U3 NopTaTMBHONO MHCTPYMEHTA U peareHToB, MPUMEHseMas Ansi MOHUTOPUHra in vitro
KOHLEHTpaL MK rMioKo3bl B KPOBMW.

MpuMeyaHue —CucTeMa MOHUTOPWHTA IHOKO3bl B KPOBU U3MEPSIET ITTH0KO3Y B Npobax KanunnapHon KpoBu, HO

MOXET BblpaxaTb U3MepeHHbIe 3HAaYeHUs Kak KOHLIEHTPaLWMW B KarnummnsipHOW KpOBM, TaK U SKBUBAmNEHTHbLIE KOHLEHTpaLuu
B KanUInspHOW nnasme. KOHLUEHTpaLmMmu B HaCTOsILLEM CTaHgapTe OTHOCSITCS K TUMY 3HaYeHWH, CooBLiaeMbIX CUCTEMON.

3.2 rnrokomeTp (glucose-meter): KOMNOHEHT CUCTEMbI MOHUTOPUHIA TIIOKO3bl B KPOBU, KOTOPLIN Nepe-
BOAWUT NPOAYKT XMMUYECKOW peakLmn B KOHLEHTPALMIO MMIOKO3bl B KPOBM.
3.3 npo6a kanunnsipHoi kposu (capillary blood-sample): Mpoba kpoBu, B3sATas nyTeM NyHKLUUU KOXMN.

MprumedvaHue —TlyHKUMIO NanbLUa NaHUeToM obblMHO HasbiBatoT «fingerstick».
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3.4 kommyTaTUBHOCTb pedepeHTHOro matepuana (commutability of a reference material): CBoMcTBO
pedepeHTHOro matepuana AeMOHCTPUPOBAaTb NyTEM BrM30CTU COOTBETCTBUSA OTHOLLEHMA MEXY pedynbrara-
MU U3MEPEHNA ANA YCTAHOBIMEHHOMN BENWUYWHBI B JAHHOM MaTtepuane, Nony4eHHbIMU B COOTBETCTBUM C BYMSA
AAaHHLIMWU METOAMKAMU UIMEPEHUSA, C OTHOLLIEHMEM, MOMNYYEHHbIM MEXAY pe3ynbtatamu U3MepeHui Ansa apy-
rmx cneynuuupoBaHHbIX MaTepuanos.

MpuMevaHuna

1 OueHunBaembli pedepeHTHLI MaTepuan obbIYHO ABNAETCA kKanubpaTopoM, a Apyrumu crnelmduLmMpoBaHHLIMK
MaTepuanamu o6bIMHO cnyxar pyTUHHbIE NPOGbLI.

2 MeToaunku usmepeHus, ykasaHHble B onpefieneHnn, SBNaTca ogHa NpeaLLecTBYOWan U ofHa nocneayoulas 3a
oueHuBaeMbIM pedepeHTHEIM MaTepuanom (kanubpatopom) B uepapxuu kanubposkn. Ans ganbHeiwein nHgopmaLmm
cMm. UCO 17511.

3 CTabunbHOCTb KOMMYTaTUBHOMO pedhepeHTHOro Marepuana AosKHa perynspHo NpoBepsaTLCA.

[MCO/M3K PykosoacTso 99:2007, onpeaeneHue 5.15]

4 XoTa kpoBb 6bina 6bl MAeanbHO MaTpULeil pedepeHTHBIX MaTepuanos AN YCTPOCTB MOHUTOPUHIA [TIHOKO3bI B
KpOBW, Takue MaTepuansl B HacTosILLiee BPEeMA HEAOCTYMHbI.

3.5 nocnepgoBaTenbHbIM MeToa otoopa (consecutive selection method): Metoa B3atua npo6 ans
M3y4eHus, Npu KOTOPOM BCE CYyOBLEKTBI, KOTOPbIE COOTBETCTBYIOT BCEM KPUTEPUAM, MOTYT ObiTb NPUHATLI BO-
NoHTepamMu Ana y4actua B U3y4eHun.

MpuMevaHuna

1 3TOT MeToA NO3BONSAET MNonyvaTb HECMeLLeHHble Npobbl 40 TeX NOp, NoKa He npousowna nyTaHuua B nNepuoj
ucnbiTaHuii. Hanpumep, ecnu uccnegoBaHUsa NPOAOIMKAOTCA B TEHEHNE OJHOrO yTpa, CyObeKTbl Uy4eHUs MoryT GbiTb
HenpeseHTaTUBHLIMK ANS LeNEeBoii Nonynauun, NOCKoNbKY CybbekThl, NoceLatowwne KNMHUKY YTPOM, MOryT GbiTb Henpe-
3€HTaTUBHBIMU B OTHOLLIEHUN BCEX CyObEKTOB, NOCELLAIOWMNX KITMHUKY B pa3HOE BPeMs AHS.

2 ApganTuposaHo U3 [5].

3.6 ne3undekuua (disinfection): Mpouecc paspyLieHna NaTOreHHbIX OPraHN3MoB UK NPEBPALLIEHNA UX
B MHEPTHbIE.

MpuMedaHune — AnanTuposaHo u3 [6].

3.7 snusawowas sennumHa (influence quantity): BenuunHa, kotopas npu npamom M3MepPEeHUn He BIUAET Ha
U3MepaemMylo BENMUYMHY, HO BNUSAIET HA OTHOLLEHUE MeXay NoKa3aHUeMm U3MepeHUs U pesynsratom U3MepeHus.

lMpumepsi

1 Yacmoma npsiMo2o U3MepeHUsi OMMEMPOM C TOCMOsIHHOU aminumydoli ansLmepHamueHo20 MokKa.

2 KoHueHmpayus Konu4yecmea eeujecmea 6unupybuHa npu npsiMmom U3sMepeHuU KOHUeHmMpayuu Koude-
cmea eeujecmea 2emMo2s/106UHa 6 rnasme 4es108e4ecKoll Kpoau.

3 Temnepamypa Mukpomempa, UCosib3yemMo20 07151 U3MepPeHUs1 ONuHbI cmepkHel, HO He memiepamypa
camux cmepikHell, Komopbie Mo2ym eolimu e ofpedesieHUe uamepsieMoll eesiuYuHbl.

4 OcHogHoe JaesieHUe 8 UCMOYHUKe UOHO8 Macc-ClieKmpomempa npu Uu3MepeHuu pakuyuu Konuyecmea
eeujecmea.

MpumevaHus

1 HenpsiMoe u3aMepeHue BoBrnekaeT KOMBUHALMIO NPAMBIX U3MEPEHUIA, Kax[oe U3 KOTOPbIX MOXET nojBepraTbes
BO3A1€ACTBUIO BNUSIOLLMX BENUYNH.

2 AgantupoBaHo u3 MICO/M3K Pykosogcteo 99:2007, onpeaeneHue 2.52.

3.8 npomexyTouHas npeun3sMOHHOCTb u3MepeHua (intermediate measurement precision, intermedi-
ate precision): Npeyn3NOHHOCTL U3MEPEHUA NPU PAAE YCNOBUI U3MEPEHUS, KOTOPLIE BKIIOYAIOT B Ce0S Te e
METOAMKU U3MEPEHUS, B TOM XK€ MECTE U B NapannenbHbiX U3MEPEHUSAX Y TEX e NN NOAOBHbIX CYyObLEKTOB B
TeYEeHne pacLUMPEHHOro Nepuoga BpemMeHn U MOTyT BKMOYaTb APYrMe YCNOBUSA, BAEKYLUUE U3MEHEHUS.

MpumMmedaHus

1 UMHTepnpeTauna npomMexyTOYHOW MPeLU3MoHHOCTU n3aMepeHust TpebyeT, YTobbl N3MEHEHHbIE U HEW3MEHEHHbIe
ycnoBus Bbinn 3agaHbl, 0COGEHHO Takne NnepeMeHHble, Kak KanubpoBKM, NapTUU peareHToB, U3MepPUTENbHbIE CUCTEMDI,
oneparopbl 1 yCIIOBUS OKpYXXatoLel cpeabl.

2 lMpu oLeHke MeaULUMHCKUX U3[ennii 4Na LUarHOCTUKK in vitro YCrnoBUs NPOMEXYTOYHON NpeLyu3noHHOCTH 0BbIY-
HO u3bupatotcs Takum obpasom, YToObl NPeACcTaBUTb AeNCTBUTENbHBIE YCNOBUS UCMOMb30BAHUA MEAULIMHCKUX U3AENWii
in vitro B Te4eHWe NpoJoMKUTENBHOrO Nepuoja BpeMeH!.

3 OTHocALmMecs K JaHHOMY BONPOCY NOHATUS npuBegeHsl B UCO 5725-3.

4 MpomexyTo4Has NPeLU3NOHHOCTb MOXET OblTh BblpaXeHa KoMMYeCTBEHHO B TEPMUHAX AUCNIePCUN XapaKTepucTuK
M3MepeHHbIX 3Ha4eHWIA, TaknX Kak cTaHAapTHoe (CpeAHekBajpaTuiHoOe) OTKIOHeHWe, BapuaHca 1 koadpuLmeHT Bapuaumu.

5 AgantuposaHo us NCO/M3K Pykosogcteo 99:2007, onpefenenns 2.22 n 2.23.



rOCT P UCO 15197—2015

3.9 Henpodeccuonan (lay person): Jluyo 6e3 popmanbHoro o8yyeHus B COOTBETCTBYIOLLEN 006nacTu
MU aucumnnuHe.

MpumevyaHuns

1 OnsA ueneii HacTosiLero cTaHaapTa Kak HenpodeccuoHan paccMaTpuBaeTcs NonNb3oBaTenb yCTPOWCTBa AN MO-
HUTOPUHra rNIOKO3bl B KPOBU, KOTOPLIA He obnagaeT cneunduHeckiMm MeQULMHCKUMU, HayYHBIMW UNU TEXHUHECKUMU
3HAHWAMU, OTHOCALLUMUCS K MOHUTOPUHIY FIOKO3bl B KPOBW.

2 ApantuposaHo u3 MCO 18113-1, onpeaenenne 3.34.

3.10 usbpaHnble U3roToBUTENEM MEeTOAUKN u3MepeHua (manufacturer's selected measurement pro-
cedures): MeToauku uamepeHusi, KoTopble kKanubpoBaHbl OAHUM UM HECKONbKMMK kanubpaTopamu U Banu-
AUPOBaHbI ANA NPeAHA3HAYEHHOTO NMPUMEHEHUS.

MpumevyaHuns

1B WNCO 17511 Ha pucyHke 1 npeacTaBneHa u3bpaHHan W3roToBUTENeM METOAMKA MW3MepeHus B Lenu
NPOCNEeXNBAaEMOCTU.

2 CM. UCO 17511, nepeuucnenmne 4.2.21).

3.11 ycTtaHOBMNEHHbIE M3roTOBUTENEM MeTOAMKM u3MmepeHua (manufacturer's standing measure-
ment procedures): MeToaukn usMepeHusi, KOTopble KanubposaHbl OAHUM MIM HECKONbKUMKU pabounmm ka-
nubparopammu M3roToBUTENS UMK BbICLLMM TUMOM Kanubparopa u BanuaupoBaHbl AN NpeAHa3HA4YEHHOro
NPUMEHEeHnA.

Mpumevanuns

1 UCO 15711, pucyHok 1 npefcTaBnseT NonoxXeHWe yCcTaHOBMEHHOW N3roTOBUTENEM METOAUKN U3MEPEHUS B Lienn
NPOCNeXMBaeMOCTH.

2 CM. UICO 17511, nepeuncnenune 4.2.2.h).

3.12 ToyHOCTb U3MepeHusa (measurement accuracy, accuracy): bnm3ocrb cornacoBaHusg Mexay 3Hade-
HUEM U3MEPEHHON BENNYMHBI U UICTUHHBIM 3HAYEHUEM BENUYMHBI U3MEPEHHOMN BESTMUUHDI.

MpumevyaHusa

1 TOHSATUE «TOYHOCTb U3MEPEHUSA» He ABMAETCA BENUYMHON U HE UMEET YUCIIEHHOTO 3Ha4YeHNA BENUYNHLL. U3Mepe-
HWe Ha3blBatoT Goriee TOUHbBIM, Korga OHO AaeT MeHbLUYHO OLLUMOKY 3MepeHust.

2 TepMUH «TOYHOCTb M3MEPEHUA» HE UCMONb3YETCA ANA NPaBUILHOCTU U3MEPEHUS N TEPMUH «NPELU3UOHHOCTb
U3MEpeHUsI» He UCMOL3YETCH AN TOYHOCTU U3MEPEHUS, OAHAKO OH CBA3aH ¢ 060MMU STUMW MOHATUSMU.

3 «To4HOCTb U3MepeHUsI» MHOTAA NOHMMAETCS Kak BriM3oCcTb cornacoBaHUA MeXAyY 3Ha4YeHUsIMU N3MEPEHHOI Benu-
YWHBI, KOTOPLIE NPUNUCHIBAKOT U3MEPSEMON BENUUUHE (Me3topaHay).

[MCO/MIK PykoBogcTso 99:2007, onpegernenua 2.13]

3.13 cmeweHne namepeHuna (measurement bias, bias): OueHka cucremarnyeckon oLumbkn nsmepeHus.

MpumevyaHus

1 CMeLLeHMe 06paTHO CBSA3aHO C MPaBUBHOCTHIO.

2 OueHKa CMeLLeHNs SBNAETCA CPEAHUM 3HAa4YEHMEM CEPUN N3MEPEHUIA MUHYC pedepeHTHOe 3HaYeHNe BEMUYUHBI.
3 AgantuposaHo ns MCO/M3BK PykoBoacTso 99:2007, onpepeneHue 2.18.

3.14 npeunsnoHHOCTb U3MepeHua (measurement precision, precision): bnM3ocTb COOTBETCTBUS NO-
Kasarenen UsMepeHus Unu 3HaYeHUn U3MEePEHHON BENUYMHDI, NONYYEHHBbIX NapannesnbHbLIMU U3MEPEHUAMU
OHOr0 U TOrO Xe UMK CXOAHOro 00bEeKTa B 3a1aHHbIX YCNOBUSX.

MpumevyaHus

1 MpeuUm3MoHHOCTb N3MEPEHNA OBBIYHO BBIPaXaEeTCs YUCIIEHHO TakuMU Mepamu HENpPeLU3MOHHOCTH, KaK CTaH-
fapTHoe (cpefHeksafpaTU4HOe) OTKITOHEeHWe, BapuaHca Ui koadpuLMEHT BapuaLum B 3agaHHbIX YCNOBUAX U3MEPEHUS.

2 TepMUH «3afaHHble YCrOBUSI» MOXET, HanpuMep, 03Ha4aTb YCroBUS NMOBTOPAEMOCTN USMEPEHUS, YCNOBUA NPO-
Me>KyTO‘-IHOI7I NPeyn3noHHOCTN N3MEPEHUA UK yCrioBUA BOCNPOU3BOAMMOCTU N3MEPEHUA.

3 TpeLmn3noHHOCTb U3MEpPEHUst UCNONb3YeTes ANA ONpefeneHns NMoBTOPAEMOCTU U3MEPEHUs, NPOMEXYTOHHOW
Npeyn3noHHOCTN U3MepeHUs Unm BOCNPOU3BOAUMOCTU U3MEPEHUA.

4 MNapannenbHole M3MEepPeHns 03Ha4aloT U3MEPEHUSA, KOTOpPbIE NOMyYeHbl CNOCOBOM, He UCTBITLIBAOLWUM BAUAHWIA
NpeALLECTBYHOLLMX U3MEPEHWIA TOW XKe NN CXOAHON Npobbl.

5 AgantuposaHo ns UCO/M3K PykosoacTeo 99:2007, onpegenerue 2.15.

3.15 noBTopsiemocTb u3MepeHusa (measurement repeatability, repeatability): MpeunanoHHOCTE name-
peHus B psge yCrioBUN M3MEPEHUS, KOTOPbIE BKNIOYAIOT B ¢e0s OAHM U T e METOAMKU U3MEPEHUSA, TEX XKe
oneparTopoB, Ty Xe U3MEPUTENbLHYIO CUCTEMY, TE e YCIOBUS BbINOMHEHUS U TO Xe MecTO paboTkl M napan-
nenbHbIe UBMEPEHUA TEX XKE UNU NOAO0OHbLIX 0ObEKTOB 3a KOPOTKWI NEPUOS BPEMEHMU.

4
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MpumedaHus

1 B KnAMHUYECKOW XMMUKM Anst 0603HAYeHWs 3TOro MOHATUS WHOTAA WCMONb3yeTcsl TEPMUH «BHYTPUCEpPUiiHaNA
NPeLM3NOHHOCTbY.

2 lNpwu oLeHNBaHNN MeAULMHCKOrO U3AEnnUs ANSA AUarHoCTUKM in vitro 06bI4HO M3BupatoTes YCnoBus NOBTOPAEMOCTH
Ans Toro, 4Tobbl NPEACTaBUTL He U3MEHEHHbIE CYLLeCTBEHHLIM 06pa3oM YCroBus (HasbiBaeMble YCNOBUSIMU NOBTOpSe-
MOCTH), NPMBOASALLWE K MUHUMANbHOW BapnabenbHOCTU U3MEePEHHbIX 3Ha4YeHun. MiHpopmaLmst 0 NOBTOPAEMOCTU MOXET
ObITb MONE3HOI ANS Lenei noucka HeucnpaBHOCTEN.

3 NoBTOPSAEMOCTb MOXET ObITb BblpaXeHa KONUYECTBEHHO B TEPMUHAX XapaKkTepUCTUK AUCNepcUun U3mMepeHHbIX
3HaYeHNI, TaknX Kak cTaHaapTHoe (CpefHeKBapaTU4HOe) OTKITOHeHNe NOBTOPAEMOCTH, BaphaHca NOBTOPAEMOCTH U KO-
ahpuLmMeHT Bapuaummn nosTopsiemocT. COOTBETCTBYIOLME CTATUCTUHECKME TepMUHEI NMpuBedeHsbl B UCO 5725-2.

4 AgantmnposaHo us MICO/M3K Pykosogcteo 99:2007, onpegenenun 2.20 n 2.21.

3.16 BocnpousBoaumocTb usMepeHus (measurement reproducibility, reproducibility): Mpeun3non-
HOCTb U3MEPEHUA B YCIOBUSAX U3MEPEHUS, KOTOPbIE BKMIOYAIOT B CE0SA pa3nuyHbie MecTa BbINONHEHUA, one-
paTopoB, M3MEepPUTENbHbIE CUCTEMbI U NapanmnenbHble U3BMEPEHUSA OJHUX U TEX XKE UNKN CXOAHbIX 0GbEKTOB.

MpumeyvaHunsa

1 B KNUHMYECKOR XUMUM ANs 0603Ha4YeHUs AaHHOro NOHATUA MHorga ynoTpebnsaeTcs TEpMUH «MexnabopaTopHas
NPELM3NOHHOCTbY.

2 Mpwu oueHMBaHUN MeJULMHCKOrO U3Lennua Ana AUardHocTuku in vitro o6blMHO M3BUpaloTes YCroBUA BOCNPOMU3-
BOAMMOCTU Ans Toro, YTobbl NpefcTaBuTe MakCMManbHO U3MEHEHHBIE YCNOBUS (Ha3blBaeMble YCIOBUAMMW BOCNPOU3-
BOAMMOCTH), NpuBoAsALLNE K BapnabenbHOCTU U3MEpPEHHbIX 3Ha4YeHU, KOTopble CriefyeT YyYUTbiBaTb NPU CpaBHEHWUU
pesynsTaToB M3MEPEHWUA MeXAy He3aBUCUMbIMKU nabopaTopusiMK B Nporpammax MexnabopaTopHbBIX CIMYEHUI (Hanpu-
Mep, UCTbITaHN i NpodeccnoHanbHON KOMNETEHTHOCTH, BHELLHEN OLiEHKE KayecTBa UM UCCNEA0BaHWiA cTangapTusauuu
nabopaTopuin).

3 BocnponsBoANMOCTE MOXET BbiTh BblpaXeHa KONM4YeCTBEHHO B TEPMUHAX XapakTEPUCTUK AUCTIEPCUN U3MEPEH-
HbIX 3HaYeHWi, TaKUX Kak cTaHhapTHoe(cpeaHeKkBaapaTUYHOE) OTKITOHEHWE BOCNPONU3BOAMMOCTH, BapuaHca BOCNpOU3Bo-
OMMOCTHU U KO3hpULMeHT BapuaLmu BOCNponsBoguMocTn. COOTBETCTBYOLWME CTaTUCTUYECKUE TEPMUHBI NPUBEAEHL! B
NCO 5725-2.

4 Pasnu4yHble MaMepuTenbHbIE CUCTEMbI MOTYT UCMONb30BaTb PasfMyHbIe METOAUKU U3MEPEHUSI.

5 CneuudurkaLmm JomKHLl 3afaTb YCNOBUA UBMEHEHHBIE U HEU3MEHEHHbIE, YTODLI OLIEHUTb CTENEHb U3MEHEHWIA
npaKTU4ecKH.

6 AgantuposaHo u3a MICO/M3K Pykosogcteo 99:2007, onpegenenusn 2.24 n 2.25.

3.17 npaBunbHOCTb U3MepeHus (measurement trueness, trueness): BnM3ocTb COOTBETCTBUSI MEXAY
CpefHUM HeonpeaeneHHoro Yncna NoBTOPHbLIX 3HA4YEHUI M3MEPEHHbIX BENUYUH U pedEPEHTHbIM 3HAYEHUEM
BEJNTNYUHBI.

MpumedaHuns

1 MNpaBUNLHOCTL U3MEPEHNUS He ABMNSETCS BENIMYUHON U He MOXET BbITb BbipaXeHa YMCNEHHO, OfHaKO Mepbl bnu-
30CTW COOTBETCTBUSA NpueaeHsl B UCO 5725-1.

2 MNpaBunbHOCTL U3MEPEHNUA UMeeT 0BpaTHYIO CBA3b C CUCTEMAaTUYECKON OLUMGKON U3MEPEHUs, HO He CBA3aHa co
cryyvaiiHoi oLnBKoi nsMepeHus.

3 ToYHOCTb M3MEpPEHUS He AOSXHA NPUMEHSATLCA A5 0603HaYEHNUS «NPaBUIIbHOCTW M3MEPEHNSA» U HaoBopOT.

[MCO/MBK PykosoacTtao 99:2007, onpegenexune 2.14].

3.18 unTepBan usmepeHus (measuring interval): Pag 3Ha4yeHuWii BenMYnH OAHOIO M TOrO e poaa, Ko-
TOpbIE MOTYT ObITb M3MEPEHBLI AAHHLIM U3MEPUTENBHLIM UHCTPYMEHTOM UMM U3MEPUTENBHON CUCTEMON CO
cneymduumMpoBaHHO HEONPEAEeNIEHHOCTLIO M3MEPEHUA B ONPEAENEHHbIX YCIIOBUSAX.

MpumedaHus

1 WHTepBan naMepeHus, B nNpeaenax KOTOPOro (yHKUWOHaMbHbLIE XapaKTepucTUKU MEeAULMHCKOro n3fenus Ans
LWarHocTvkm in vitro 6bINn NOATBEPXAEHBI, HasbiBatoT «'reportable rangey.

2 HuXHWMIA npepen WHTepBana W3MepeHua He o6s3aTeNnbHO coBnagaeT ¢ npegenoMm obHapyxeHus. Cw.
NCO 18113-1:2009, A.2.B ans oNONHUTENBHOR MHOPpMaLUK.

3 [ns obcyxaeHna pasHULbl Mexay UHTepBanom u psgom (range) cm. NCO 18113-1:2009, A.2.11.

4 AfantmpoBaHo u3 MICO/M3K Pykosogcteo 99:2007, onpeaenenue 4.7. MNpumedanue.

3.19 meTponorunuyeckan npocnexumBaemMocTtb (metrological traceability): CBoWCTBO pesynbrarta uame-
PEeHUR, KOTOPLIM PE3YNLTaT MOXET ObITb CBA3AH CO CTAHAAPTOM U3MEPEHNS YePe3 AOKYMEHTUPOBAHHYIO LieMb
KanmbpoBOK, KaXJ0M U3 KOTOPbIX NPUNMCaHa HeoNpeaeneHHOCTb U3MEPEHUS.

MpumevaHunsa

1 [Ons gaHHOro onpefeneHus CTaHAapTOM MOXET ObiTb ONpeAeneHne eAnHULLI USMEPEHNSA Yepe3 ee npakTuye-
CKYI0 peanusaumio Ui METoANKa 3MepeHns, BKNoYaroLas B ceba efuHULY N3MepeHnst HeopAMHaNbHOW BENUYUHBI MK
CTaHAapT U3MepeHuns.
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2 MeTpororuyeckas npocrnexunsaeMocTs TpebyeT yCcTaHOBNEHNS nepapxum kanubposok. [NocnefoBaTenbHOCTb CTaH-
[apToB U3MEPEHMA 1 KanMBpPOBOK, KOTOPLIE UCMOMbL3YHOTCH, YTOOLI CBSA3aTh Pe3ynibTaT 3MEpPeHUs CO CTaHAapToOM U3Mepe-
HUWA, Ha3bIBaIOT Lenbto NpocnexwsaemMocTi. Lienb MeTponornieckoit NpocrnexmnsaeMocTyi NPUMEHAETCA ANA YCTaHOBIIEHUS
METPOSIOTMYECKON NPOCIEXMBAEMOCTY pesynkTaTa U3MepeHns, BKNodas B cebs 3HaveHus kanubpatopa. Cm. MCO 15711
AN NPUMEPOB Lieneil NPOCexXnBaeMoCcTy, OTHOCALMXCSA K MeAULMHCKUM U3AeNUaAM s ANarHOCTUKK in vitro.

3 CneundmKaLmMn yCTaHOBMNEHHbLIX CTaHAAPTOB M3MEPEHUsT MOryT BKIto4aTb B cebs BpeMs, Korga 3ToT cTaHaapT
naMepeHus Gbin UCronb3oBaH ANs YCTaHOBNEHUS Uepapxun kanuBpoBok, BMecTe ¢ ntobol Apyrol oTHocAWwencs K geny
MeTposiorMyeckoit UHopMaLMeil OTHOCUTENBHO CTaHAapTa U3MEPEHUS, Takol, Kak Bpems BbINOMHEHUA NEPBOMA Kanu-
GpoBKM B Uepapxuu KanunbpoBOK.

4 [Ins naMepeHuii 6Gornee ofHON BENMYMHEI Ha BXOAE B MOAENU U3MEPEHUS KaXKA0€e U3 3HA4YEHUN BENUHUHBI MOXET
camo BbITe METPONOrMYeckU NPOCNEXEHHBIM U COOTBETCTBYIOLAA Uepapxnsa KanubpoBku MoxeT o6pa3oBaTb BETBUCTYIO
CTPYKTYPY WK CETL. YCUNUA, NPUNOXEHHbIe ANSA YCTaHOBNEHUA METPONOrMHeCKOoi NPOCNEXUBAEMOCTU ANS KaXK Ao Benu-
UWHBI Ha BXOAE AOIMKHbI BbITb COPa3MEPHBIMU C UX OTHOCUTENBHLIM BKNAAOM B pe3ynsTaT U3MepeHus.

5 CpaBHeHVe Mexay cTaHfapTaMu U3MEPeHUs MOXET paccMaTpuBaTbCsl Kak kanubpoBka, ecnu Ans NPOBEpKM
UCMONb3YeTCsi CpaBHEHNE U, €ClU HEOBX0ANMO, KOPPEKTHOE 3HaYeHWe BENUYUHBI U HEONPEeAEeNeHHOCTb U3MEpEHUS NpU-
MUCLIBAIOTCA OAHOMY U3 CTaHAAPTOB U3MEPEHUS.

6 CokpalleHHbIll TEPMUH «NPOCNEXMBAEMOCTb» WHOMAa Ucnonb3ayeTcs Ans 0603Ha4YEHUA METPONOrUYECKOA Npo-
CNEeXMBAEMOCTH, a TaKKe W ApYrux NOHATUN, Takux Kak NPOCNEXUBAEMOCTb NPo6bl UK NPOCNEXMBAEMOCTb JOKYMEHTa,
WNU NPOCNEXNBAEMOCTb MHCTPYMEHTA, UM NPOCNEXUBAEMOCTb MaTepuana, Korga uctopus (cnep) obbekra UMeeT 3Ha-
yeHue. [1o3ToMy MONHBIA TEPMUH «METPONOrMHeckas NPOCeXUBaeMoCTb» SABISETCA NPEANOHTUTENBHBIM, €ClN Cylle-
CTBYET BEPOATHOCTb HEMPaBUNBHOrO NOHUMAHUS.

7 AgantuposaHo us UCO/M3K Pykosoactso 99:2007, onpeaeneHue 2.41.

3.20 uenb MeTponormyeckon npocnexuBaemoctun (metrological traceability chain, traceability chain):
MocnenoBaTenbHOCTb CTAHAAPTOB U3MEPEHUS U KanMBPOBOK, KOTOPAsA UCMONb3yeTCA, YTOObI CBSI3aTb pe3ynb-
TaT U3MEPEHNA CO CTaHA,apPTOM.

MpumevyaHunsna

1 Lienb meTpornornyeckoit NpocnexXuBaeMocTi onpeaensaeTcs Yepes nepapxmio KanubpoBok.

2 Lienb MeTpoNormyeckoil NpocnexnsaeMocT UCMONb3yeTCA ANA YCTAHOBNEHNS] METPOSIOrMYECKOA Npocnexusae-
MOCTU pesynsrata U3MepeHus.

3 CpaBHeHMe Mexay ABYMS CTaHgapTaMu M3MepeHUsi MOXET paccMaTpuBaTbCsi Kak kanubpoBka, ecrim cpaBHeHne
ucnonb3yetcs ANs NpoBEpKU U, ecrin HeoBX0AUMO, KOPPEKLUN 3HAYEHU BENUYNHBLI U HEOMNpPeAeneHHOCTN U3MepPeHus,
NpUNUCaHHbLIX OG4HOMY M3 CTaHRAPTOB M3MEPEHUSA.

[MCO/M3K PykosogcTso 99:2007, onpegenexune 2.42].

3.21 ob6bemHasn gons aputTpouuToB B KpoBu (packed cell volume): O6bemHas aons apuTpouuToB B
KPOBMW.

MpumeyaHus

1 BulpaxaeTcs kak gecstniHas gons (CH) unu kak npoueHT obLyenpuHaToi npuMersiemoit eguHuusl CU (n/n).

2 UHoraa NpUMeHseTCA TEPMUH «reMaToKpUT» MO HAUMEHOBAHWUIO UHCTPYMEHTa, NepBoHa4YanbHO NPUMEHEHHOro
ANSA oLeHKU 06bEMHOIN J0NSA SPUTPOLIMTOB B KPOBM.

3.22 cuctema peareHToB (reagent system): MeguuuHckoe nsgenue ansa AUarHOCTUKK in vitro, koTopoe
NPOU3BOAUT CUrHamN B OTBET HA USMEPUMYIO BESTUYUHY.

Mpumep — [ns ycmpoiicmea MOHUMOPUH2a 2J110KO3bl CU2HaIOM MoXem 6bimb XUMUYeCKas Unu 3Jlek-
mpoxumuyeckasl peakuyusi ¢ efoko3oll e npobe Kpoeu.

3.23 pedepeHTHbIE METOAUKU BbINONHEHUA U3MepeHus (reference measurement procedures): Me-
TOAWKM BBINOSTHEHUA M3MEPEHUS, NPUHATBIE KaKk AaloLme pe3ynbraTbl UBMEepPeHus, OTBeYarowme ux npea-
Ha3HAYEeHHOMY NPUMEHEHMWIO NPU OLUEHKe NPAaBWUMBHOCTU W3MEPEHUs] 3HAYEHWUI M3MEPEHHOW BENUYUHBDI,
NONYyY€HHbIX OT APYroi METOAUKN U3MEPEHUSA ANA BENUYKUH TOTO Xe poaa, Npu kKanubpoBke Unu Ansa xapakre-
PUCTUKK pedhepeHTHbIX MaTepuarnos.

[MCO/M3K PykosoacTeo 99:2007, onpeaeneHue 2.7]

3.24 pechepeHTHOE 3HA4YEHUE BennuuHbl (reference quantity value, reference value): 3Ha4eHue senu-
UYKHbI, UCMONb3YEMOE Kak OCHOBA AfA CPaBHEHNUSA CO 3HAYEHMSIMM BEMUYMH TOTO >Ke poaa.

MpumevyaHus

1 PecbepeHTHOe 3HaYeHUe BENUYUHBI MOXET BbiTb UCTUHHBIM 3HAYEHWEM BeMUYUHLI Me3topaHaa (M3MepsieMoi Be-
JIMYMHBI), B STOM Cllydae OHO HEM3BECTHO, UMK COIMacoBaHHbLIM 3Ha4eHNeM BEMUYWHbI, B STOM Crly4ae OHO W3BECTHO.

2 PedbepeHTHOe 3HayeHWe BENUYUHBI C COYETalOWeRca ¢ HUM HeonpenerneHHoCTbI0 M3MepeHus obbl4HO npeno-
CTaBMAETCA CO CCbIMKOW Ha:

- MaTepuan, HanpuMep cepTUdULUPOBaHHLIA pedepeHTHbIA MaTepuarn,

- YCTPOWCTBO, Hanpumep, cTabunusnpoBaHHLIn nasep;
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- pedepeHTHYI0 METOAUKY BLINOSTHEHWUSA U3MEPEHUS,
- CpaBHeHMWe CO CTaHJapTOM U3MepeHuUs.
[MCO/M3BK PykoBogcteo 99:2007, onpegenexune 5.18]

3.25 ToyHOCTb cucTeMbl (System accuracy): BnM3oCcTb COOTBETCTBUSA MeXAy pPAAOM NPeACTaBNEHHbIX
pe3ynkLTaToB OT U3MEPUTENBHOW CUCTEMbI U UX 0XXMAAEMbIMU pehePEHTHLIMU 3HAYEHUAMMU.

MpuMeyvyaHus

1 TepMUH «TOYHOCTb» MPKU €r0 NPUMEHEHUU K PSAY N3MEPEHHbBIX 3HaYEHUI oXBaTbIBAET KOMGUHALMIO KOMMOHEHTOB
cnyyYaiiHbelX oLMGOK 1 OBLIMHYIO CMCTEMATUYECKYIO OLUMBKY UKW KOMNOHEHT CMeLLeHNe.

2 PehepeHTHEIe 3HaUYEHUS, NPUNUCaHHbIe METOAUKON BBINOIHEHUSA U3MEPEHUS, NpocnexusaeMbl 40 peepeHTHON
METOAMKM BbICLLETO YPOBHSI.

3 B HacTosALLEM cTaHapTe TOYHOCTb U3MEPEHUA BLIPAXaeTCA Kak MHTepBarl, KOTOpbI OXBaTbIBAET pesyrkTarkl U3-
MepeHuit oT 95% npo®, nognexalux uccresoBaHuio.

4 Cm. UCO 18113-1, A 2.4 nna aanbHeiwero obcyXaeHna «TOHHOCTN CUCTEMBI».

3.26 TectupoBaHue Tuna (type testing): CornacoBaHHOCTb TECTUPOBAHUA HA OCHOBE OA4HOMO0 UNKN He-
CKOINbKMX 06pasLoB nNpoaykTa, NPeacTaBnAoWero NPoAayKUMIO.

MpuMeyaHune — OQHOKPATHOE UCMbITaHWE, NpefHa3HauYeHHOe AN BEpUdUKaLMM COOTBETCTBUSA An3ailtHa
npoayKTa cTaHgapTy 6e30nacHoCTy.

3.27 perynupoBKka cucteMbl MOHUTOPUHTA IMIOKO3bl B KPOBM Nosib3oBartesieM (user adjustment of a
blood-glucose monitoring system): MeToauka, onucaHHas B UHCTPYKUUW NO NPUMEHEHUIO, COTNACHO KOTOPON
nonb3oBaTteslb BBOAMT YKUCIO, UCMONb3YET KOAOBYIO NOMOCKY MNK YMn, W.T.N., Tak, YTOOblI cUCTEeMa aocturna
npuemnembiX MYHKLMOHANBHBIX XapaKTepUCTHUK.

MpumeyaHune — OcHoBaHa Ha NMOHATUN «pPEryrUMPOBKa U3MEePUTENLHOW CUCTEeMBI», NpuBegeHHoM B UCO/MBK
Pykosogcteo 99:2007, onpegeneHue 3.11.

3.28 Bepunkauma cucteMbl MOHUTOPUHIA ITIIOKO3bI B KPOBU Nosib3oBateneM (user verification of a
blood-glucose monitoring system): Cnoco6, no3BonAOLLMiA NONb3OBATENIO NOATBEPAUTL KOPPEKTHOCTL (DYHK-
LUMOHWUPOBAHUA CUCTEMbI MOHUTOPUHIA FIOKO3bl B KPOBW U KOPPEKTHOCTb BbINOSIHEHUSA METOAUKU U3MEPEHUS.

4 KoHCTpyKUuus u pa3spaboTtka

4.1 O6wume TpeboBaHUA

TpeboBaHua cneynduumpoanbl B MCO 13485 npumeHUTENbHO K NPUMEHAEMbIM KOHCTPYKLMU M pas-
paboTke.

4.2 MeTponoruyeckasa npocrnexmBaemMocTb

MpumeHsitoTes TpeboBaHus, cneuncuumpoBaHHble B UCO 15711, oTHocAwwmecs k kannbpoBke U METPO-
NOTUYECKON NMPOCIIEXXUBAEMOCTHU.

WN3bpaHHaa unm ycraHoBneHHasi M3roTOBUTENEM METOAMKA BbINONHEHUS U3MEPEHUS B UepapxXumn Kanu-
OPOBKU MOXET M3MEPSATh FMIOKO3Yy B Npobax KanunnsipHON KPOBW UMW KanunnsipHON nnasmbi.

B npobax kanunnspHoi nna3mel UCMOSb3YETCA U3BpaHHas M3roTOBUTENEM METOAUKA BbIMOMHEHUS W3-
MepeHusl, 3aTeM cucTeMa MOHUTOPUHIA TTOKO3bl B KPOBU MOXET COOBLUMTL pe3ynbraTthbl U3MEPEHUS KaK 9kK-
BMBANEHTHI [MIOKO3bl B NNasme, Aaxe XOTA Npobbl, U3MEPEHHbLIE CUCTEMON MOHMTOPUHIA TIIOKO3bl B KPOBM,
ObINN KanWNNSPHON KPOBbIO.

MpumedyaHune — Pesynsrarel 3KBMBanNeHTa nnasmel NPeanoHTUTENBHbI.

B cnyyae ecnu cuctema MOHUTOPUHIA FMHOKO3bl B KPOBU COOBLLAET M3MEPEHHbIE 3HAYEHUS B eAUHULAX
npo6 C pasnu4YHoi MaTpuuen (HanpumMep, nnasMa BMECTO KPOBM), U3rOTOBUTENDb AOMMKEH NPpeoCTaBUTb AeTa-
nv nepesoja u noaaepvBatoLie Banuaaumio 4aHHble no 3anpocy Nornb3oBaTens.

Llenb npocne>xmBaemoCcTn A0MMKHA BKMKOYATb HEMHOIMO CTagui, 4toObl NPaKTUY4ECKM MUHUMU3UPOBATb
KOMOMHUPOBaHHYIO HEONPEAENEHHOCTb M3MEPEHNUS.

MpumMedaHune — Llens NnpocnexwsaeMocTy ANs TUNMYHOWK kKanuBpoBaHHOK Ha NPOU3BOACTBE CUCTEMb MOHN-
TOpPWHra IToKo3bl B KPOBW NpuBeLeHa B NPUNoxeHun A. [JaHHbIi NpuMep He NpeaHasHaveH NpeAcTaBnaTs e4VHCTBEHHYIO
BO3MOXHOCTb NOAXOAsILLel nepapXuu KanubpoBKM.
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4.3 be3onacHOCTbL U MEHEKMEHT pUCKa

4.3.1 Obwue TpedboBaHUA
MpumMeHsiloTcst oTHOcsAWMecsA kK 6esonacHocTn TpeboeaHua M3OK 61010-1 n 61010-2-101.
MpUMEHSIIOTCS OTHOCSLLMECS K OLIEHKE pUCKA U KOHTPONs pucka TpeboBaHua NCO 14971.

Mpumeyanune —BUCO 14971, npunoxerune H, coaepxnTca pykoBoaCTBO NO MEHEAKMEHTY pucka MeIuLMH-
CKUX U3fenuin aAna 4UarHocTukK in vitro.

4.3.2 OueHKa pUcKa U KOHTPONb

Pucku MOryT ObITb OLIEHEHbI, KAK MUHUMYM, UCXOAA U3 CAEAYIOLLIMX BO3MOXKHBIX MPUYUH ONACHBLIX CUTYaLIWIA:

a) uatepdepeHUmMs SHAOTEHHbIX U 9K30TeHHbIX KOMMOHEHTOB KPOBM, OTAMYAIOWUXCA OT U3MEPSAEMON
BENUYMHbI, BKIMIOYAs T€, KOTOPbIE NEPEUYNCIIEHBI B MPUNOXEHUU A;

b) BNusAAHME remaTokpuTa Ha M3MEPEHHbIE 3HAYEHUS,;

C) HeAOCTaTo4YHast IOCTUPOBKA CBOWCTB U3MEPUTENS, HAaNPUMep KOAMPOBaHUS;

d) ncnonb3oBaHue NPOCPOYEHHBIX PEareHToB;

€) HenpasunbHOE BBEEHUE TECTOBOW NOMNOCKY;

f) HepocTaTouHbIN 06LEM NPoOGbI;

@) pe3ynbrar BHE NpeACTaBNeHHOro MHTepBana n3mMepeHus;

h) ctunb wWpudra u pasmep aucnnes Ans nNornb30BaTens C HapyLUEHHbIM 3PEeHNeEM;

i) HenpaBuNbLHOE NPOYTEHUE U3MEPEHHOTO 3HAYEHUSA, €CNN Y AUCNNEA OTCYTCTBYET CEIMEHT;

j) BO3AEWCTBUE yaaneHusi batapenku Ha COXPaHEeHMe JaHHbIX UMK 3HAYEHUN;

k) BNMusiHWE nepemeLLeHnsl YCTPOMCTBA UITM NPUKOCHOBEHUSA NPU U3MEPEHUN;

I) onacHOCTH, CoYETAIOLMECS C Nepefayeli AaHHbIX, HaNnpUMep Mo NpPoBoAaM, No 6ecnpPoOBOAHON CBA3M;

m) MepPbl KOHTPOSIS PUCKA JOMKHBI ObITh NPUMEHEHDI B Cryvae, ecrin He06X0AUMO YMEHbLUMTL AN KOH-
TPONUPOBaThb PUCKU A0 MPUEMIIEMOIO YPOBHS.

4.3.3 Kputepum npuemMmnemMocTu pucka

Kputepuu npmeMneMocTu pucka AOMKHbI NPUHUMAThL B pacyeT, Kak MUHUMYM, cneayiowme pakTopsbl,
OLEHMBAIOLLIME PUCK AN NONb30oBaTens:

a) npeaHasHa4YeHHOE NPUMEHEHNE CUCTEMbI MOHUTOPUWHIA [TIIOKO3bl B KPOBM,

b) ycTaHOBMEHHbIE KPUTEPUU (PYHKLMOHANBHBLIX XapaKTePUCTUK BbINOMHEHUS;

C) npegnonaraemas nonynauma nonb3osarenen, Hanpumep, skills n orpaHnyeHus nonb3oBarenen;

d) cnocoBHOCTL CMCTEMBI OBHAPYXUTb AeEKT;

€) NoCNeAcTBUsi HEOBHaPYXEHHBIX AedEKTOB;

f) AocTurHyTbIN ypoBeHb (state of the art) MOHUTOPUHra rNIOKO3bI B KPOBM;

g) 3arpasHeHne cogepxaliumMncs B KpOBM napasutamu.

MpuMedaHne — HacTosAwumil cTaHZapT He yCTaHaBNUBAET KPUTEPUM NPUEMNEMOTO pUCKa.

4.4 dproHoMUKa N vYernoseyveckuit pakrop

MpuMeHAOTCS OTHOCSLLMEC K uJenoBeveckum daktopam TpeboBaHusa, cneuuduuMpOBaHHbIE B
MO3K 62366.

KOHCTPYKLMSt CUCTEMBI MOHUTOPUHTA FFOKO3bl B KPOBMW AOSKHA YYUTbIBaTb TPEOOBAHMA K CMEAYIOLLUM
3ProHOMMYECKUM U YENOBEYECKUM haKkTopam:

a) NpoCToTa ONEepUpPOBaHUS;

b) nerkoctb 06CNY>KMBaAHUS;

C) NPOCTOTAa OYMCTKN U Ae3nHdeKkumu;

d) 3awmTa OT u3Hoca («wear and tear»), KOTOPbIA MOXET TUMUYHO YYUTLIBATLCS NPWU UCMONb30BAHUM
OKpy>KatoLLel cpefibl, BKINoYasa B cebs BMUSIHUE OYUCTKU U Ae3uHdeKumMmn 000pyaoBaHus;

€) UNTaeMOCTb U3MEPEHHBIX 3HAYEHMUIA;

f) HeaByCMbICIeHHOe coobLLeHne Ansi NONb30BaTeNsl, HanpuMep, «HU3Kasa BaTapes» Unum «HU3KuIi pe-
3ynbTaT», a HE NPOCTO KHU3KMIY.

MpuMeyvyaHun

1 Cuctemel MOHUTOPWHIa rMoKo3kl B KPOBU, NMpegHasHa4YeHHble AN1A cCaMOoTeCTUpOBaHUA, UCNONb3YHTCA Henpoqaec-
CUOHanamMu ¢ pasnnYHeIMU YPOBHAMU QJVISVMGCKVIX N YMCTBEHHbIX BO3MOXHOCTEN.

2 ,D,aHHI:Ie CUCTEeMbI HacTO TPaAHCNOPTUPYKOTCA NOoNb3oBaTeENAMNU, KOTOPbIE NPOBOAAT N3MEepeHUs B pa3H006paSHle
YCMOBUSX.
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4.5 Tpe6oBaHus Kk Bepudukaumm nosib3oBarernemM

KOHCTpYKUMA CUCTEMbI MOHUTOPMHTA FTI0KO3bl B KPOBU A0MKHA NO3BOMNATH NOMNb30BaTENO NPOBEPATD:

a) NpaBUNbHOCTb (PYHKLMOHUPOBAHUSA CUCTEMbI MOHMTOPUHIA [TIOKO3bl B KPOBU (TO €CTb KOHTPOIb CU-
CTEMBI), U

b) npaBMNbLHOCTL BbINONIHEHUS TECTA, BKMIOYAA NOCNEA0BaTENbHOCTL 3TAN0B METOAUKMN.

Bepudukauua aomkHa ObiTb NpOBeAEHA NOMbL30BATENEM BO BPEMSA NPUMEHEHUS U3JENUS.

n puMmev4yaHune — «Bo BpemMA NpUMeHeHUA» o3HavaeT nepej, B TeYeHne Unn HemeaneHHo nocne nposeaeHns
TecTa.

Bepudmkauusa nonb3oBaTenem AOIPKHA ObITb MHTETPMPOBAHA B CaM TECT, €CNU 3TO NPaKTUYECKU OCy-
LLIECTBMMO.
Bepudukauusa nonb3oBartenem A0MkHA AaTb HEABYCMbICNEHHYIO MH(pOPMaLUIO.

5 Bbe3onacHOCTb U HAAEXKHOCTb TECTUPOBaAHUA

5.1 Oowume Tpe6oBaHuA

5.1.1 u3aiiH Tecta, METOAMKA aHANU3a AAHHbIX U KPUTEPUUN NPUEMANEMOCTU AOMKHLI ObITb
onucaHbl B NPOTOKOSe.

MpumMmevdannsa

1 TecTbl B pasgene 5 hopmynupyioT BepudurKaLUOHHbIe AeiCTBURA, KOTopble NpeAHasHadYeHbl Ans obecnedveHns
TOro, YTO NPOAYKT cnocobeH NOCTOSAHHO COOTBETCTBOBATL cneLudukaLmam 6e30NacHOCT N HAREXHOCTH, YCTaHOBNEH-
HbIM ANA HEro.

2 HacToawuit cTaHgapT He NpegHa3HavyeH crneumduuupoBaTb Bce ASUCTBUS NO BepUdUKaLMU KOHCTPYKLUK, KO-
Topble MOryT noTpeGoBaTbCA AN AEMOHCTpPaLMKU COOTBETCTBUSA KOHCTPYKLUMW Ha Bbixoae TpeGoBaHuaM 6e3onacHocTU U
HafeXHOCTU KOHCTPYKLUMN Ha BXoAe.

3 TecTbl, onucaHHble B 5.2—5.8, aenAloTcs TMINaMu TECTOB.

4 TecTbl, onncaHHble B 5.10—5.12, aBNAKOTCA TeCTaMU BLIMOSIHEHUA UCCNEAOBaHNS.

B npoTtokonax aormkHel 6bITb cneuucnumMpoBaHbl YUCHO ITIIOKOMETPOB, €AUHULBI PpeareHTOB 1 napan-
NenbHblE USMEPEHUA HA TMIOKOMETP.

[na TecToB (PyHKUMOHANMBHbLIX XapakTEPUCTUK BbIMOSIHEHMA NPOTOKON AOMMKEH COAepXKaTb CTaTUCTUYE-
CKMe OCHOBaHwUS.

CneunduumpoBaHHble TPeGOBaHUA K TECTUPOBAHMIO ABMAIOTCA MUHUMAbHbIMU TPEOOBaHUSIMMN.

5.1.2 IMIOKOMeTpPbl U CUCTEMbI peareHToB

[MIOKOMETPbI M CUCTEMbI peareHTOB JOJMKHbI NPEACTaBNATL €EAMHULLI PYTUHHON NPOAYKLWK.

[na TMNOB TECTOB AOMKHO ObITb UCMONb30BAHO B KAXKAOM TECTE, MO KpanHen Mepe, TPU rMoKoMeTpa.

Ons TecToB hyHKUMOHAMNbHbIX XapaKTEPUCTUK BbINOMHEHUSI B KAXXA0M TECTE JOMKHO ObITb MCNONL30Ba-
HO, N0 MeHbLUEe mepe, 10 rnMoKOMETPOB.

5.1.3 Kputepuu npuemnemocTtu

Kputepuu ycnexa/owmbku ana tuna TectoB B 5.2—5.8 cneynuumMpoBaHbl B NPUMEHAAEMbIX CTaH4apTax.

Kputepun ycnexa/olmbkn TeCTOB (PyHKLIMOHANbHLIX XapakTepUCTMK BbINONHEHUS B 5.9 AOMmKHbI ObITb OC-
HOBaHbI HA NpMemMnemocTn adpekta owmMbKN Ha CMELLIEHNE U NMOBTOPAEMOCTE U3MEPEHNI MIOKO3bl. Kputepun
JOMKHbI ObITb CBA3aHbI C KPUTEPUAMM (PYHKLIMOHAMBHbIX XapaKTEPUCTUK BbINONTHEHUA TOYHOCTU CUCTEMbI B 6.3.3.

OCHOBaHUA AN KPUTEPUEB NPUEMIIEMOCTU AOMMKHbI ObITE JOKYMEHTUMPOBAaHLI B MPOTOKONE.

Cucrema MOHUTOPUHIA IMOKO3bl B KPOBU AOMKHA OTBEYaTb KPUTEPUSIM YCMEXa B KaKAOM NPOTOKONe
TecTa. B npoTMBHOM crniydae cuctema gosmkHa ObiTb Npu3HaHa HePYHKLMOHANbHOW M HE AOSKHA AaBaTh YMC-
NEHHbIE pe3ynbTathl [MIOKO3bI.

Mp1YMHbI HECNOCOBHOCTU COOTBETCTBOBATL KPUTEPUAM MPUEMIEMOCTMU AOMKHbI ObITh U3YYEHbI.

5.2 3awMTa NPpoOTUB INEKTPUYECKOTO LOKA

MpumensoTca cneunduumpoBarHbie B MOK 61010-1 TpeGoBaHNUsA, OTHOCALLMECA K 3aLUMTE OT SMEeKTpu-
YEeCKOro LUOoKa.

5.3 3awuTa NPOTUB MEeXaHUYECKNX ONAaCHOCTEN

MpumensoTca cneymduumpoBaHHblie B MOK 61010-1 TpeboBaHuA, OTHOCALLMECS K 3aLuUTe OT MeXaHu-
YECKUX ONacHOCTEN.
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5.4 dnekTpoMarHuTHass COBMECTUMOCTb

MpumeHsilotca cneundvuypoBaHHble B MOK 61326-1 1 MOK 61236-2-6 TpeboBaHUs, OTHOCALUMECS K
3NexTpoMarHMTHON cosmectumoctu (AMC).

B cnyyae ecnu rmioKOMETP MOXET BbiTh CBA3aH C APYrMM 000pyAOBaHUEM, TAKUM Kak KOMMbIOTEP UMK
MOBUNbHbIA TeNedoH, TecTuposaHne SMC AOMKHO Takke ObITb NPOBEAEHO Ha rMIOKOMETPE, NoKa Takum 00-
pa3oM CBsi3aHHbIi IMIOKOMETP HeCrnocobeH BbINOMHATbL TECTUPOBAHUE TTIOKO3bI, Byay4mn cBA3aH ¢ Apyrum obo-
pPyaOBaHUEM.

B cnyyae ecnu oueHKa pucka yKasblBaeT, YTO BO3AENCTBUE BLICLLUUX YPOBHEN paanauun Unu anekTpu-
YeCcKOro paspsja npeacTaBnsieT HenpuemMneMblii 0CTaTOMHbIN PUCK ANA HenpodeccuoHana, To Toraa ycTpoli-
CTBO AOMKHO ObITb TECTUPOBAHO HA BbICLUMX YPOBHSX.

5.5 Pe3aUCTEeHTHOCTb K Tenny

MpumeHsitoTesa cneuuduumpoarHbie B MOK 61010-1 TpeGoBaHusl, OTHOCALLMECS K PE3UCTEHTHOCTM OT
neperpesa.

5.6 Pe3UCTEHTHOCTb K 3arpA3HEHUIO U XNAKOCTAM

MpumeHsatoTca cneunduumpoBaHHsle B MOK 61010-1 TpeboBaHus, OTHOCALLMECH K PE3UCTEHTHOCTH K
3arpA3HeHNsIM U XXMAKOCTAM.

5.7 3awmTa npoTUB 0CBOOOXAAKLWUXCA ra3oB, B3pbiBa U UMMJIO3UN

MpumeHstoTca cneunduumpoarHole B MOK 61010-1 TpeboBaHus, OTHOCALLMECS K 3aLLUMTE NPOTUB OC-
BOOOXKAAIOLLMXCA ra30B, B3pbiBA U UMMITO3UN.

5.8 KOMNOHeHTbI rnKoMeTpa

MpumeHstoTca cneuudmumupoarHsie B MOK 61010-1 TpeboBaHMA, OTHOCALLMECH K KOMMOHEHTaM [Tio-
Komertpa.

5.9 TecT (PyHKLUMOHANbHbIX XapaKTePUCTUK BbINOSTHEHUA

TecT (PyHKUMOHAMbHbLIX XapaKTePUCTUK BbINONHEHUS CNEAYET NPOU3BOAUTL A0 U NOCNE KaXA0oro onpe-
JeneHnsi MEXaHMYECKOM PE3UCTEHTHOCTU K BUOpauum n kanenbHoro Tecta (cm. 5.10) u 3awmTbl NPOTUB BO3-
OeiCTBUSA YPOBHEN TeMnepaTypbl U BAXHOCTU (M. 5.11 n 5.12).

Mepen kaxabiM TECTOM (PYHKLIMOHANBHBIX XapaKTEPUCTUK BbINOMNHEHUA MMIOKOMETP AOMKEH ObITb ypas-
HoBewleH Ao (23 £ 2) °C.

na TectoB (PYyHKLUMOHANbHbIX XapaKTePUCTUK AOMKEH ObITb UCNONL30BaH NOAXOASALLUMIA KOHTPONbHbLIN
marepuan. MoxeT MCrnonb30BaTbCA KOHTPOMbHLIA MaTepuar, peKOMEHA0BaHHbLIN N3rOTOBUTENEM. AHANUTK-
YeCcKylo BapuabenbHOCTb, BbI3BaHHYIO NPOOON, KOMNOHEHTAMM CUCTEMbI PEAreHTOB U KOMIMOHEHTAMMU FIIOKO-
METpa, cneayeT yuuTbiBaTb NpU NPOBEAEHUMN TECTA U pa3paboTKe KpUTEPUEB NPUEMNEMOCTH.

MpoBepo4Hasa nonocka, kKoTopasi UMUTUMPYET peareHTHYIO MONOCKY NOCNEe peakunu C rmioKo30W, Unu no-
[o6Has ansTepHaTMBa aHanu3a, peKOMEHA0BAHHOIO U3rOTOBUTENEM KOHTPONBHOIO Marepuarna, MOXeT ObiTb
NPUMEHEHA ANl A€ MOHCTPALIMK BIIUSIHUS HA XaPaKTE PUCTUKU U3MEPUTENBHON CUCTEMDI. TECTbI NPOB JOMKHDI
ObITb M3MepEHLI B NOpsiAKe, cneumduumpoBaHHOM B NpoTokone. CpeaHaa KOHLEHTpaUMSA rMioKo3bl U NOBTO-
PAEMOCTb AOMKHbI ObITb pacCUMTaHbl 40 M MNOCAE KaXA0ro BO34EeNCTBUSA, U pasHULUA A0omkHaA ObITb coOnocras-
1NeHa G KpUTEpUSIMU NPUEMMNEMOCTHU.

Tect npueMnemMocTu Ana CMELEHUA: pasHULA MeXay CpefHen KOHUEHTpauuen rmioKo3bl nocne BO3-
IEeWCTBUS U CPefIHEN KOHLEHTPALMEN IMIOKO3bl Nepel BO3AeMCTBUEM A0OMKHA ObiTb paccuuTaHa U cpaBHEHa
C KpUTEPUSAMU NPUEMITEMOCTU ANA CMELLEHUS.

TecT npueMneMocTu Ansi NOBTOPSEMOCTU: KOPEHb KBaAPaTHbIN pasHULIbl MEXY BapMaHCoM NoBTOpsie-
MOCTM MOCre BO3AEWCTBMSA U BAPUAHCOMN NMOBTOPAEMOCTU A0 BO3AENCTBUS A0MKEH ObITh pacCUMTaH U CpaB-
HEH C KpUTEPUSIMU NMPUEMIIEMOCTU AN NOBTOPAEMOCTU. B kauecTBe ansrepHaTUBbI MOXET ObiTb BbIMOJHEH
F-TecT Ha 9KBMBaNEHTHOCTb BapnaHcC.

5.10 MexaHuyeckasi pe3auCTEeHTHOCTb K BUGpauum u ygapam

5.10.1 Bu6paumoHHbIit TeCT
a) Ana nemMoHCTpaLumM pe3uCTEHTHOCTU K BUOpaLmMmM AOIMKHbI ObiTb BbINOMHEHbLI MOCNEA0BATENbLHO Cre-
aylowpme aransbl.

10



roCT P UCO 156197—2015

b) BbINOMHUTL TECT (DYHKLMOHAMBHBLIX XapaKTePUCTUK, ONMUCAHHLIN B NyHKTE 5.9.

C) BbINOMHWUTL BUOPALIMOHHBINA TECT, KOTOPbI cneunduuuporad B MOK 60068-2-64.

d) Mocne 3aBepLueHnA BUGpaLMOHHOTO TECTUPOBAHUSA NOBTOPUTL TECT (DYHKLIMOHAMNbHBIX XapaKkTe pUCTUK.

e) MpumennTsL TpeboBaHus, cepTuduLMpoBaHHbie B MK 60068-2-64, OTHOCALLMECH K BUOPALIMOHHOMY TECTY.

5.10.2 KanenbHbIN TECT

a) Yto6bl NPOAEMOHCTPUPOBATL MPOACIKATENBHOCTE KA, JOMKHbI OblTb NOCNEA0BATENLHO BbINOM-
HeHbl creayioLume atanbl.

b) BbINOMHUTL TECT PYHKLMOHAMBHBIX XapaKTepPUCTUK, ONUCaHHBIN B NyHkTe 5.9.

C) BbINOMHKUTL KanenbHbIi TECT, ycTaHOBREeHHbIM B MOK 61010-1.

d) Mocne 3aBepLUEHUsI KanenbHOro TeCTa NOBTOPUTL TECT PYHKLMOHAMbHbBIX XapakTepUCTHUK.

5.11 MNpepaenbl Bo3geicTBMA TeMNEPaTypbl HA 060pPyAOBaHME NPU XPaHEHUM

5.11.1 BbicokoTemMnepaTypHbIA TeCT

a) [ina aeMoHcTpauum npueMnembiX chyHKLMOHANbHBIX XapakTepUCTUK NOCNe XpaHEeHUs NPU BbICOKOW
Temneparype AOMKHbI ObITb NOCNEA0BATENBHO OCYLLECTBIEHbI CEAYIOLLUE STanbl.

b) BbINOMHUTL TECT (DYHKLMOHANBHBIX XapaKTePUCTUK TaK, Kak ornncaHo B 5.9.

¢) MoMeCcTUTb KaXablii IMIOKOMETP B KAMEPY, B KOTOPOW MOHMTOPUPOBAaTL BHYTPEHHIOK TemnepaTtypy.

d) MosbicuTs Temneparypy A0 (50 * 2) °C n noaaepxvBarb 3Ty TEMNepaTypy B kKaMepe B TedeHue 8 u.

€) OcTyauTh IMIOKOMETP A0 TeMnepaTypbl (23 + 2) °C 1 NOBTOPUTH TECT (PYHKLIMOHANbHbBIX XapaKTePUCTUK.

f) Ans cuctem, B KOTOPbIX CUCTEMA PEAreHTOB SIBMAETCA UHTErpanbHbIM KOMMNOHEHTOM ITIIOKOMETPA U He
MOXET ObITb OTZIENEHAa OT YCTPOWCTBA, BO3AENCTBUE BbICOKOTEMMNEPATYPHbBIX YCOBUIA JOMMKHO ObITb OrpaHu-
YEHO UCMONb30BaHUEM YCIOBUIA, CNELMMULMPOBAHHBIX N3rOTOBUTENEM.

5.11.2 HuskoTemnepaTypHbIii TeCT

a) [Ins AeMOoHCTpaLmMn NpueMneMbiX OYHKLMOHAMBHBIX XapakTePUCTUK NOCNE XPaHEHUS NPU BbICOKON
Temneparype AOMKHbI ObITb NOCNEA0BATENBHO OCYLLECTBIEHbI CEAYIOLLME STanbl.

b) BbINOMHUTL TECT (PYHKLMOHANMBHBIX XapaKTePUCTUK TaK, Kak onmcaHo B 5.9.

¢) MomecTuTb KaXkabli rMIOKOMETP B KAMEPY, B KOTOPO MOHUTOPUPOBATL BHYTPEHHIO TEMNEpPaTypy.

d) Monunsutk Temneparypy 40 (20 £ 2) °C 1 noaaepmBarth 3Ty TEMNEPaTypy B kamepe B TedeHue 8 u.

e) JaTb rMIoKOMETPY COorpeTbesl A0 Temneparypbl (23 + 2) °C 1 NOBTOPUTL TECT PYHKLMOHANBHLIX Xa-
pakTepucTuk.

f) Ona cuctem, B KOTOPbIX CUCTEMA peareHToB SIBNAETCA HTErpanbHbIM KOMNOHEHTOM rMIOKOMETpa U He
MOXET ObITb OTAEMNEHA OT YCTPOICTBA, BO3AENCTBME HU3KOTEMNEPATYPHLIX YCIIOBUIA AOMMKHO ObITh OrpaHnye-
HO MCMONb30BAHUEM YCNOBUI, YCTAHOBMEHHbIX U3TOTOBUTENEM.

5.12 NMpeaensi BO3AeUCTBUA BNAXHOCTU Ha 06opyaoBaHMe NPU XpaHEeHUU

a) ina AemMoHCcTpauun npueMnembiX (hyHKLMOHAMNbHbIX XapakTepPUCTUK NOCIe XPaHEeH!s NPU BbICOKOM
BMNa>HOCTU A0MKHbI ObiTb NOCNEA0BATENLHO OCYLLECTBAEHbI CRneayloLme sransbl.

b) BbINONHUTbL TECT (PYHKLMOHATbHBIX XapaKTepUCTUK Tak, Kak ONUCaHo B 5.9.

¢) MomMecTUTb KaXkabIN FIIIOKOMETP BO BRAXHYIO KaMepy.

d) CTabunusnpoeatb HEKOHAEHCUPYEMYIO BRaXXHOCTb A0 93 % + 3 % u Temnepartypy (32 £ 2) °C, noa-
AepXuUBaTb 3Ty Temneparypy B kKamepe B Te4yeHue 8 u.

€) OcTaBuTb MIOKOMETP BO BMAXHOMW kKaMepe B TeueHue 8 u.

f) Yoanutb rniokOMETp U3 KaMepbl, yPaBHOBECUTL €70 10 AOCTXEHUA Temnepatypbl (23 £ 2) °C u or-
HOCUTENBLHON BNAXHOCTU < 60 % HA 15 MUH U NOBTOPUTL TECT (PYHKLIMOHANBHbLIX XapaKkTepucTuk.

6 OueHKa aHaNUTUYEeCKuUX (PYHKLMOHANbHbLIX XapaKTepPUcTUK

6.1 O6wue TpedoBaHuA

6.1.1 MpoToKon oueHkKn

OueHka aHanNMTUYECKUX PYHKLMOHATBbHBIX XapaKTEPUCTUK A0MKHA NPON3BOANTLCA U3FOTOBUTENEM KaK
4aCTb NPOLIECCa KOHCTPYUpPOBaHUS U paspaboTku. Mpumensiorcs Tpedosanna NCO 13485 ans sepudmkaumm
KOHCTPYKLIMH.

MpumevaHusa

1 OueHkn B pasgene 6 npeacTaensalT coboil AecTBMA Mo BepudUKaLMM KOHCTPYKUUK, NpefHasHa4eHHble Ana
obecneyeHnss cnocoGHOCTH YCTPONCTBa COOTBETCTBOBATH CYLLECTBEHHLIM (hYHKLIMOHANbHEIM XapakTepucTUkaMm, ycTaHoB-
NEHHbIM AN Hero.
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2 HacTosiLyuit CTaHAapT He NpefHasHadveH cneyuduLnupoBaTb Bee AeiCTBUSA MO BepUdUKALMM KOHCTPYKLMM, KOTO-
pble MOryT noTpe6oBaThes, YTOBkLI NPOAEMOHCTPUPOBATL TO, YTO KOHCTPYKLMS Ha BLIXOAE COOTBETCTBYET TpeGoBaHWAM K
aHanMTU4eCKUM PYHKLMOHaMBHEIM XapakTepucTUKaM KOHCTPYKLMM Ha BXOAE.

WccnegosaHusi Bepudbmkauum chyHKLMOHAMNBbHbBIX XapakTepucTuK cneayet npoBoauTb B COOTBETCTBUM C
HanucaHHbIM NPOTOKONoM. B npoTokone AOmkHbI ObITk CNeumMdUUMPOBaHbI KPUTEPUN NPUEMIIEMOCTH, CTaTU-
CTUYECKUIt An3aiiH, BKNtovas B ceBs Yncro u Tun npod, YUCO rMIOKOMETPOB, EAMHUL, PEAreHTOB U Naparnnenb-
HbIX U3MEPEHNI, BKCNEPUMEHTANbHBIE YCNOBUA U APYrue Aetanu, OTHOCALUMECS K Aeny, U METOAWKU aHanuaa
[aHHbIX, BKNovas 00paboTky BbiNagatoLmMX pesynsraTos.

B cnyvae ecnu cneumduumMpoBaHHbIe 3KCNepUMEHTanbHble TpeboBaHWA NPakTUYECKN HE OCYLLECTBU-
Mbl, B MPOTOKONE AOMKHbI ObITb ONMUCaHbl U 0BOBLACHEHbI anbTePHATUBHbIE CTATUCTMYECKUE CNOCOOLI U3Yy4EeHUs
BanWAHOCTU KOHCTPYKLMH.

Kputepnn yHKUMOHANbHLIX XapakTepUCTUK ANA TOMHOCTU CUCTEMbl B 6.3.3 HE AOMmMKHbI HEenocpea-
CTBEHHO MPUMEHATLCA NpU BepudmKaummn Apyrmx PyHKLUMOHANBHbLIX XapaKTEPUCTUK, TAKMX KaK NPeLm3noH-
HOCTb, CMELLEHNEe, BNUAIOLLME BEMUYUHBI. KpUTepun npuemnemocTu Ans 3TUX KOMMNOHEHTOB TOYHOCTM CU-
CTeMbl AOMMKHbI ObITb ONpeAeneHbl U3roTOBUTENEM, NPUHUMAsS BO BHUMaHWe X BKNag B dyHKLMOHAmNBHbLIE
XapaKkTepUCTUKN TOYHOCTU CUCTEMBI.

Bce KOMMOHEHTbI CUCTEMbI MOHUTOPWHIA [TIIOKO3bl B KPOBW, BKIKOYasi B CeOS rMIOKOMETP, CUCTEMY pea-
TEHTOB U ApYyrue NpUHaANEXHOCTU, AOIMKHbI NPeACTaBNATb eAUHMLY PYTUHHOIO NPOM3BOACTBa. Bece otnnyuns
OOSMKHbI ObITb ONUCaHbI N OOBACHEHBI.

Cucrtema MOHUTOPUHrA TOKO3bl B KPOBM AOIMKHA ObITb BbIBEPEHA B COOTBETCTBUM G MHCTPYKLMAMMU
M3roTOBMTENSA NO MPUMEHEHMIO (HaNpUMep, Yepe3 KOAMPOBaHME, YNMbl), B Criydae ecnu Tpebyercs perynu-
poBaHue. He OmMKHO NPOBOANTLCA PErynupoBaHne Mexay napannernbHbiMU U3MEPEHUSMU 3a UCKITIOHEHNEM
Cry4yasi, €Cnu WHCTPYKLUUM M3rOTOBUTENS CNeunduumpyloT perynupoBaHue, Tpebyemoe nepep KaxabiM u3-
MEPEHUEM.

CneunduumpoBaHHbIe U3rOTOBUTENEM NPOLIEAYPY HACTPONKM U METOAUKY KOHTPONS CreayeT OCyLecT-
BNATbL NEePeS KaabiM UBMEPEHNEM.

6.1.2 MNpoGbI

Mpo6bl 4OMKHBI YAOBNETBOPSATL TPEOOBAHUSAM, N3NOXEHHBLIM B MHCTPYKLIUSX M3TOTOBUTENS, U COOTBET-
CTBOBaTb (DYHKLMOHANbHbLIM XapakTepucTukam, KOTopble A0IkHbI ObiTb OLEeHeHbl. [lononHutenbHble Tpebo-
BaHusA K npobam MoryT ObITe cepTuduLmMpoBaHsl B 6.2—6.5.

B cnyyae ecnu Heobxoauma 6onee BbICOKasi KOHLEHTPaLUA rM0KO3bl, NPOObI KPOBU MOTYT ObiTh coBpa-
Hbl C COOTBETCTBYIOLLIMM AHTMKOArynsiHTOM U 3aTeM JONOMHEHbl PACTBOPOM COMKU C KOHLIEHTpaUuen mMaccehbl
0,9%, cozepxaLlum BbICOKYIO KOHLIEHTpaLMIO [Mioko3bl. Pa3seaeHne AOMKHO ObiTb HACTOSNbKO MUHUMASb-
HbIM, HACKOJIbKO 9TO BO3MOXHO, U HE JOIDKHO NPUBOAUTD K 3HAYUTENbHOMY U3MEHEHUIO MaTpuLbl Npobbl. Mo-
NOMHEHHbIE NPoObI AOMKHbI NOCTOATbL, NO KpaiHen mepe, 15 MUMH nepea UCNonNb3oBaHMEM, YTOOLI NO3BONUTL
[o6aBnNeHHO rMoKo3e YPaBHOBECUTLCS MEXAY NIa3MON U KNeTKaMmu KpoBM.

B cnyyae ecnu Heobxoauma Gonee HU3Kasi KOHLEHTPaUUS! IMoKo3bl, NPpobbl KPOBW MOTYT ObITb COOpaHbI C
COOTBETCTBYIOLLMM GHTUKOArynstHTOM U MHKYOUpOoBaHbl ANA TOT0, YToObI MOT NPOU30NTHU rMUKONu3. MNpobbl kpo-
BM C aHTUKOArynsiHTOM MOryT 6biTb OCTaBSIEHbI O MOMEHTA, KOIAA ITI0K03a CHU3UTCA A0 XenaTenbHOro ypoB-
Hs. YcnoBust uHKyGauum (Hanpumep, Temneparypa, CMELUMBAHUE), NPU KOTOPbIX NPOoObl CTAHOBATCA COBMeE-
CTUMbI C CUCTEMOI MOHUTOPUHTA FNIOKO3bl B KPOBM, NoAnexalleii oueHke (Hanpumep, 6e3 remonu3a), 40MKHbI
ObITb OnpeaeneHsl nsrotoputenem. MakcumansHas TeMnepatypa npu ucnbiTaHum gosmkHa 6bitb 37 °C.

KoMMyTaTuBHOCTb MOANMULMPOBAHHBLIX NPO6 AOMKHA ObITb BepudUUUpPOBaHa CUCTEMOI MOHUTOPUHTA
FFIOKO3bl B KPOBU, NOANEXKALLEN OLIEHKE.

MpumedaHmne — B ccoinke [20] npuBegeHo pyKOBOACTBO MO A€MOHCTPaLUM KOMMYTaTUBHOCTU peddepPEHTHOro
maTepuana.

Heo)xxvaaHHbIE pe3ynbTaThl NPU UCNOMNb30BaHUM MOAUULIMPOBAHHBLIX NPO6 A0MKHbLI ObITh U3YYEHbI Ny-
TEM CPaBHEHUSI CO CBEXMMM, HEM3MEHEHHBIMU NPOGamMK KPOBM.

6.1.3 Kputepuu ucknioyeHna faHHbIX

B cnyyae ecnu pesynsrat usmepeHus Obin nonyyeH npu oueHke hyHKLUMOHANbHBIX XapakTepUCTHK, OH
MOXET ObITb UCKITIOYEH U3 AAHHLIX TONLKO NPU CrieayloLmx 06CToATENbCTBAX:

- nonb3oBarenb CUCTEMbI MOHUTOPUHIA MIOKO3bl B KPOBU NPU3HAET, YTO Npousowna owmbka u AOKYMEH-
TUPYET aetanu;

- oumbKa rnokomeTpa unu aedekt Tpedyert, utobbl NONb3oBaTenb NOBTOPUN UCMbITAHUE; NPOABUBLLAS-
csa owmnbka rrokomeTpa (Hanpumep, owmnbo4Hoe yncno unu aedekT Tuna) AoMkHA ObiTb AOKYMEHTUPOBAHA;
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- pesynbTaThl KOHTPONA Ka4yeCTBa rMIOKOMETPa BHE AONYCTUMbIX NPeaernioB UM He Obinu NosyYeHbl;

- npo6a OGbina ucnbiTaHa B NEPUOA, KOTAA pe3ynbTaThl KOHTPOMA Ka4ecTBa, NonyveHHble pedpepeHTHON
METOAMKOWN BbIMOSIHEHUS U3MEPEHUS, ObINKU BHE AONYCTUMBIX NPeAEN0B UK HE ObinNu NMONyYeHsl;

- npo6a kpoBu Gbina BHE cneunduKaLmii, onpeaeneHHbIX U3roToBUTENeM Anst BMUSIOWEN BENMYMHbI —
TaKOW, Kak reMaToKpuT;

- U3SMEHEHUE Mexy NepBbiM U NocneaHUM pedepeHTHbIM 3HaYEeHMEM yKa3blBaeT Ha HeCTabUNbHOCTb
rMIOKO3bl B NPOOE, OCHOBAHHYIO HA paHee ONpeAErneHHbIX KPUTEPUsIX.

TMpumep — PegbepeHcHbIe 3Ha4YeHUs1 omauyaiomcs Ha 4% npu anokose 2 5,55 mmons/n (2 100 me/on) unu >
0,22 mmonw/n (> 4 m2/dn) npu anioko3e < 5,55 mmonw/n (< 100 me/on).

Uudopmauus, Heobxoammas ans Toro, YToobl onpeaenuts, Y4To Npoba oTBevaeT TpeboBaHUAM BKIIOYE-
HUS, OTCYTCTBYET (HAaNpUMep, HET 3HAYEHUs A58 reMaToKpuTa).

6.1.4 AHanu3 gaHHbIX U NpeacTaBreHne pe3ynbLrartoB

AHanu3 gaHHbIX OMKeH ObITb OCHOBAH HA CTAaTUCTUYECKUX METOAAX, CnelndrUUPOBaHHLIX B NPOTOKONE.

B cnydyae ecnu gaHHble UCKIIOUYEHDI, B OTYETE 00 M3yYeHUU AOIHKHbI ObiTb 4OKYMEHTMPOBaHLI OCHOBA-
HUS1 ANS1 TAKOTO UCKITHOYEHUS.

B pononHexue k cneumduyeckum TpeboBaHNAM, NPUBEAEHHbIM B 6.2—6.5, B 0T4eT 06 M3y4eHun JormK-
Ha ObITb BKIOYEHA cneayoLas nHopmaums:

a) pe3ioMe U3y4eHMs KOHCTPYKLIMM U CTaHAAPTbl U3MEPEHUS AN NPOTOKONA OLIEHKY;

b) nonHoe onucaHue ncnonb30BaHHbLIX NPOO, BKIIOYAS AETANM METOAUKMN NMIOOOr0 M3MEHEHUS, KOTOpOE
ObINO NPUMEHEHO, U naeHTuduKkaumsa npood, KOTOpble ObINU U3MEHEHDI;

C) AetarnbHoe onucaHve pedepeHTHOW METOAMUKMN BbIMOJIHEHUS U3MEPEHUSA, BKIMIOYAA B Ce0S OTHOCALLU-
ecs k aeny dyHKUMOHaNbHbIE XapaKTEPUCTUKK, NPOCNEXMBAEMOCTb KanUMOPOBKM U Banuaauumsa unu sepucu-
Kauusa CMELLEHMS U HENPELU3MOHHOCTH;

d) pesynbrarthl 1 3aKMIOYEHMSA NO OLIEHKE, BKITIOYAoLne B cebst pacCUMTaHHbIE CTaTUCTUYECKME Nnapame-
TPbl C AOBEPUTENLHBLIM MHTEPBANOM, ecnu Tpedyercs;

€) pesioMe AaHHbIX aHanM3a METOAMK U CTAHAAPTbI UBMEPEHUS ANSA CTaTUCTUYECKUX METOAOB;

f) pestome No MAEHTUPULIMPOBAHHBIM U UCKITIOYEHHBIM U3 CTAaTUCTMYECKOTO aHanu3a BbinajatoLwmm pe-
3ynbTartaM, BKIOYAast METOAbI MAEHTUdMKALMK U Pe3ynbTaTbl UCCNEAOBAHUMN.

MpumedvyaHune — NUCO 5725-2 n ccbinka [7] cogepxaT pyKOBOACTBO NO WASHTUdUKaUUN BbiNajaroLux
pe3yneTaTos;

g) rpadpmyeckoe NpeacTaBneHne PesynbTaTtos, €CAN NPUMEHUMO.

6.2 Mpeun3sMoOHHOCTb U3MepeHus

6.2.1 O6wume TpeGOBaAHUA
MoBTOPSIEMOCTb U3MEPEHUSI U MPOMEXYTOYHASA NPELM3NOHHOCTb M3MEPEHUS AOMiMHDBI ObITh OLIEHEHBI B
UMUTUPOBAHHbIX YCNOBUSX NPeAHa3HAYEHHOTO NPUMEHEHUS.

MpumevyaHusa

1 NCO 5725-2 1 ccbinka [7] onucbiBaloT obWue NpUHLMNLI, OTHOCALLMECS K OLieHKe MPEeLM3MOHHOCTU MeTofa
n3MepeHus.

2 JonmxHbl 6bITb pa3paboTaHbl IKCNEPUMEHTHI AN OLEHKN addeKTa Takux akTopoB, Kak pasHblie MapTuu, pasHble
maTepuarel Npob, pasHble Nofib3oBaTenu UK Apyrne nepemMeHHble (HanpuMep, BlusHUe TeMrnepartypbl, BaXHOCTK).

Mpu oueHke MHOrMX HaKTOPOB NPEANOYTUTENBHBIM CTATUCTUYECKUM METOA0M ABMAETCA aHanu3 sapu-
aHc (ANOVA).

6.2.2 Kputepuu npuemMneMocTu

Kputepun npuemnemocTn 4OmkHbl ObiTb YCTAHOBNEHLI B NPOTOKONE U3Y4YEHUS.

Kputepum ana noBTopsieMOCTU USMEPEHUS U MPOMEXYTOUYHON NPELU3UOHHOCTU U3MEPEHUSA AOMKHbI
ObITb CBA3aHbI C KPUTEPUAMU (DYHKLMOHANBbHBIX XapaKTePUCTUK TOYHOCTU CUCTEMBI, NPUBEAEHHbIMU B 6.3.3.

MpumedvaHuns

1 MoBTOPAEMOCTb U3MEPEHUS Y MPOMEXYTOMHAA NPELU3UOHHOCTL U3MEPEHUA, KaK U CMeLLeHUe U3MepeHnUs, SBnA-
FOTCS KOMMOHEHTaMM1 TOYHOCTN CUCTEMBI.

2 OTaenbHble KpUTEPUM 41 MUHUMArbHO NPUEMINEMON NPELM3NOHHOCTU N CMeLLeHUS He cneumduyMpoBaHsl B Ha-
cTosileM cTaHgapTe. OLeHka TOYHOCTM cUCTEMbI B NYHKTe 6.3 npefHasHaveHa, 4Tobbl BepuduLympoBaTth NpUeMnemMocTb
KOMGWHUPOBaHHbIX BIUSHMWIA criydaiiHoN oLMGKKU (HEeMPeLM3MOHHOCTb) U CUCTEMHON OLUINGKN (CMeLLieHne) oLeHBaemoii
CUCTEMbBl MOHUTOPWHIa IMIOKO3bl B KPOBM.
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6.2.3 NoBTOpPAAEMOCTHL U3MEPEHUA

6.2.3.1 usanH nsy4yeHus

MoBTOPAEMOCTb U3MEPEHNs AOIMKHA ObITb OLEHEHa B CEPUM U3MEPEHUI B TEYEHWE KOPOTKOTO MHTEp-
Bana BPEMEHU OAHUM U TEM XKe MNULIOM C UCMOMNb30BaHUEM OAHMX U TEX XKE IMIOKOMETPA U CEPUN PEareHToB.

MpumevaHune —UNCO 5725-2 u cehinka [7] cogepxar pyKoBOACTBO MO ONpeAeneHnto NOBTOPSAEMOCTU MeToaa
n3MepeHus.

OueHka NOBTOPSAEMOCTU U3MEPEHUsI AOIKHA ObiTb NMPOBEAEHA, Kak MUHMMYM, HaA 10 rMIOKOMETpaXx,
3 cepusx peareHToB U 5 npobax, NPeacTaBNALLMX KOHLEHTPALMK FNIOKO3bl NMPU YCIOBUAX TMMNEPITIMKEMUN,
eyrnmKkeMmMn u runornukemumn. Ona kakaon KOMOMHaLMM rMIOKOMETpa, NapTuu peareHToB U Npobbl AOMHKHO
ObITb NPOBEAEHO NO MeHbLUEN Mmepe 10 3MepeHuii.

[aHHble 0 NOBTOPAEMOCTU M3MEPEHNA AOMKHBI ObITk COBPaHbI 32 Nepuoa BpeMeHU, He NPEBLILLAIOLLMI
OAMH [IeHb HAa KOMBMHAaLMIO IMIOKOMETP—Ccepus peareHToB. OueHka AormkHa ObiTh NpegHasHa4YeHa MUHUMU-
3upoBaTb 3PPeKT HeCTabUNbHOCTU IMIOKO3bI B Npobe.

OueHka MOXeT ObITb BbIMOMHEHA OA4HWMM nonb3oBatenem. B cnyyae ecnu B OUEHKE y4acTBYIOT MHOMME
nonb3oBarenu, Au3anH U3y4eHust AOSHKEH NO3BONSATbL NPOBOAUTL OLIEHKY MOBTOPAEMOCTU U3MEPEHUsI C UC-
nonb30BaHWeM MOAXOASLLEro CTaTMCTUHECKOro MeToAa.

AnbTepHaTMBHO 06LLas OLEHKA NPELM3MOHHOCTU 3MEPEHNUA MOXET ObiTb NpeaHa3Ha4YeHa Ansa OUEHKM
NOBTOPSAEMOCTU U3MEPEHUS BMECTE C APYIMMM BapuaHCamu KOMNOHEHTOB, KOTOPbIE OXBATbIBAIOT NPOMEXY-
TOYHYIO NPELM3NOHHOCTL UIMEPEHUS BMECTO BbIMOJSIHEHUA METOAMKM, ONUCAHHOW B NyHKTe 6.2.3.3. MoryT
ObITb MCNONb30BaHbl aHanua sapuaHc (ANOVA) unu apyrue BanuaHble CTaTUCTUMECKUE METOAbI.

6.2.3.2 Mpobbl

OueHKa NOBTOPAEMOCTU U3MEPEHMA AOMKHA ObiTh BbINONHEHA HA npobax kposu venoseka. MNpeano-
YTUTENbHOI ABMAETCA Npoba BEHO3HOW KpOBM, COOpaHHasA B NPoOUpKY, coaepallylo aHTUKOArynsHT, cne-
LUUPMUUPOBAHHbIA M3FOTOBUTENEM.

MokasaTenb rematokpuTa AomkeH 6biTh B npeaenax ot 0,35 n/n go 0,50 n/n (ot 35 % Ao 50 %).

HormkHbl BbITb UCMOSb30BaHbI MPOGHLI M3 KAXKAO0W KOHLUEHTPaLUWK [MIOKO3bl U3 MHTEePBana KOHLEHTpaLMi,
cneunduumpoBaHHoro B Tabnuue 1. 3HavyeHuUs KOHLUEHTpauum rmioko3bl B NpoGax MoryT ObiTb onpeaeneHsl ¢
MOMOLLIO CUCTEMbI MOHUTOPUHTA [I0KO3bl B KPOBM.

B cooTBeTCTBUU C peKOMEHAALMSAMU U3FOTOBUTENS, AN MUHUMM3ALMK [TIMKONKU3a B NpoObl MOXET A0-
6aBneHo J40CTaTOYHOE KONMMYECTBO KOHCEPBAaHTA, HE UHTepdhepupyIowero ¢ u3aMepeHueM rmioko3bl (Maneu-
Mua, onyopua, MOHOMOAaUeTar).

MpumeyaHune — Coobuanock o rmMukonuae, npousoLlegLuemM Ao 4 4 [8], HecMoTpA Ha npucyTcTBUe hnyopuaa.

Ta6nuuya1— WHTepsanbl KOHLUEHTPALMM [T0KO3bl AN OLEHKU NOBTOPSEMOCTU U3MEPEHMA

WHTepBan KoHLeHTpaLus rmoko3sl MMore/n (Mr/an)

OT11,7 o 2,8 (o1 30 go 50)
0129 7806,1 (0T 51 g0 110)
OT6,2 5o 8,3 (o1 111 go 150)

Ot 8,4 po 13,9 (ot 151 o 250)
OT1 14,0 8o 22,2 ( oT 251 go 400)

Al |WIN| =

6.2.3.3 MeToauKa oueHKu

Mpo6bl AOMXHbI ObITh YpaBHOBELIEHLI A0 TeMmnepatypbl (23 £ 5) °C u octaeneHbl B npegenax + 2 °C
CTapTOBOW TEMNEPATYpPbl BO BPEMS OLIEHKMU.

Mpo6bl cneayeT TLaTenbHO, HO OCTOPOXHO, CMeLLaTh NYTEM NepeBepTbiBaHUS NPOOMPKKU Nnepes B3ATH-
€M Kaxkgown nopuuun Ana usMepeHus.

EAvHULBI cUCTEM peareHToB AMs KAy 0ro rMIOKOMETPa 40MKHbI ObITb B3AThbl M3 TOTO e hriakoHa/ynakoBKU.

OueHka AomKHa NPOU3BOAMTLCA B CNEeAYIOLEN NOCea0BaTeNbHOCTMU.

a) MpunucaTtb dnakoH/ynakoBKy eAUHULbI CUCTEMbI PEAreHTOB K KaXa0My FMIOKOMETPY.

b) B3siTb 04HY eAuHNULY CUCTEMbI peareHToB U3 hriakoHa/ynakoBku M BHECTW B Npoly. 3aperncrtpupo-
BaTb pe3ynerar.

¢) MosTopUTL 3Tan b) Gonee AeBATH pas, UCMONbL3YA OAMH W TOT XKE IMIOKOMETP.
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d) Ucnonb3ys Ty >xe npoby, NOBTOPUTL 3Tanbl b) K C) € KaXxabiM U3 AEBATU OCTABLUMXCS [TIIOKOMETPOB U
donakoHamu unu ynakoskamu. 3Tu pe3ynbratbl COCTaBAT B LENOM no 10 u3aMepeHHbIX 3Ha4YeHUin Ha Npoby Ha
[TIOKOMETP.

e) B3saTb cnegytouwyto npoBy U NOBTOPUTL dTanbl OT a) A0 d).

[ns noaTBepXXAeHUs TOTO, UTO KOHLIEHTpauUMs MIOKO3bl B KaXxaon npobe crabunbHa, NOpLUU JOIDKHbI
ObITb yAaneHbl HEMEANEHHO nepea NEPBbIM U HEMEAJIEHHO NOcne NnocnegHero U3MepeHusi CUCTEMOWU MO-
HUTOPWHIA FNIOKO3bl B KPOBU U U3MEPEHbI NaPansienbHO C NOMOLLbLIO pedepeHTHON METOANKMN BbIMOIHEHUS
U3MEpPEeHUs 3roTOBUTENS.

B cnyyae, ecnu 3TW pe3ynsTaThbl NPEBLILIAIOT NPeABapUTENbHO ONpeaeneHHbIe KpUTepun CTabunbHOCTH
(cM. 6.1.3), TO MUBMEPEHHbBIE 3HAYEHUSA 4NA 3TOW NPOObI HE AOIMKHBI MCMONL30BATLCA U CrieayeT NOBTOPUTL BCE
NU3MepPEeHUs Ha apyron npobe.

6.2.3.4 AHanu3 gaHHbIX U NPeACTaBIEHNE PesynLTaToB

Ansa kaxaon kOMOMHaLMM KOHLEHTPALMK FIOKO3bl U CEPUKN PEAreHTOB AOMKHbI ObITh pacCcuUMTaHbl Cpea-
Hee, CTaHZapTHoe (CpeaHeKkBaapaTUYHOE) OTKNOHEHUE U KOI(PUUMEHT Bapuaumu.

BonbLuoe cpegHee, BapuaHca nyna, CtaHaapTHoe (CpeaHeKBaapaTuYHoOE) OTKNOHEHUe nyna (¢ 95 %-Hbim
[OBepUTENbHLIM MHTEPBANIOM) U KOAMDMPULMEHT BapuaLuu nyna ans Kaxaon KOHUEHTPAaLWK IIOKO3bl 4 0MKHbI
ObITb paccYnTaHbl C UCMNONBL3OBAHWEM PE3YSLTATOB M3MEPEHWI U3 BCEX TPEX CEPUI PEareHToB.

B nononHeHue k TpeboBaHusam 6.1.4 4omkKHbI ObITb COOBLLEHDLI Creaylowme CBEAEHUS:

a) cpegHee N3MEPEHHbIX 3HAYEHUIA ANA Kaxaomn npodsl;

b) craHgapTHoe (cpeaHekBagpaTUYHOE) OTKIIOHEHME NOBTOPAEMOCTU U3MepeHUua (C 95%-HbiM aoBe-
pPUTENbHLIM UHTEPBANOM) U KOS(PMUUMEHT BapuaLmmn AnA Kax40n KOHUEHTpauumn rmiokosel = 5,55 mmone/n
(= 100 mr/an) u cTaHgapTHoe (cpedHekBagpaTuYHOE) OTKIOHEeHue (C 95 %-HbiM A0BEPUTENBHLIM UHTEPBA-
NOM) AN KaXO0N KOHUEHTpauuu rnokosbl < 5,55 monb/n (< 100 mr/gn).

6.2.4 NMpomexyToyHas npeunu3snoOHHOCTb U3MEepPEHUA

6.2.4.1 nzaiiH n3y4eHus

MpomexyTodHaa NPeLU3MOHHOCTb U3MEPEHNA AOIMKHA ObITb OLEHEeHa B HOPMAasibHbIX YCROBUAX UC-
Nosib30BaHUA NMULIOM, UCNONb3YIOLLMM OAUH U TOT XKe IMIHOKOMETP U CUCTEMY PEareHTOB Ha NPOTSHXKEHUN MHO-
rMx AHen. OusainH usyvyeHus omxeH Bkn4vaTh B ceba MHOro Nnonb3oBatenen U Cepuin peareHToB.

OueHka aomkHa ObiTb NpoBeAeHa, Kak MUHUMYM, C OGHUM U3MEPEHUEM KaXKa ol Npobbl B A€Hb U AOSK-
Ha oxBaTUTb He meHee 10 rniKOMETPOB, 3 Cepun peareHToB U 3 KOHLEHTPaLMK rMioko3bl, NPeACTaBNAIoLWme
rmneprnmkemMunyeckme, eyrinmkemMm4eckme u runornukeMmyeckue CocTtossHus B Te4eHne nocnegHunx 10 ,ClHeFl.

MpumevaHune —UNCO 5725 un cceinka [7] conepxaT pyKoBOACTBO AN onpefefieHns NpoMeXyToqHOW npe-
LI3UOHHOCTU METOf @ U3MEPEHUSA.

6.2.4.2 Mpobbl

OueHKa NPOMEXYTOYHOM NPELU3IUOHHOCTM U3MEPEHUA A0MKHA ObITb NPOBEAEHA C KOHTPOSBHLIMU Ma-
Tepuanamu. MpeanoytuTensHbIMU NPOBAMU ABMSAIOTCA KOHTPOSbHbLIE MaTepuanbl, NPEeAOCTaBNEHHbIE U3IOTO-
BUTENeM. AnbTEPHATUBHBLIE KOHTPONbHLIE Matepuarnbsl MOTyT ObiTb UCMONbL30BaHbI B Cryvae, eciim OHW Npo-
BEpPEeHbl U3rOTOBUTENEM CUCTEMbI MOHUTOPUHIA FTIOKO3bl B KPOBMW.

Mpo6bl AOMKHBI ObITH NOATOTOBAEHLI B COOTBETCTBUN C UHCTPYKLIMSIMU U3FOTOBUTENS ANA KOHTPOSbHbIX
marepuanoB. CTabunbHOCTbL NPOO Ha NPOTSXKEHMU NEpPUoAa OLEHKU A0IDKHA ObITb NOATBEPXKAEHA.

MpoObl AOMKHBI ObITL NOATOTOBAEHbLI C KOHLEHTPALMAMU MMIOKO3bl B MHTEPBAanax, ykasaHHbiX B Tabnu-
ue 2. 3Ha4YeHMs1 KOHLIEHTPALMIA TMI0KO3bl MOTYT ObITb OnpeAeneHbl C NOMOLLBI0O CUCTEMBI MOHUTOPUHTA [TIHO-
KO3bl B KPOBH.

Ta6nuya 2 — MHTepBanbl KOHLEHTpaLWii MIOKO3b B KPOBU ANS OLEHKU NMPOMEXYTOMHON NPeLn3nOHHOCTH

WHTepBan KoHLIeHTpaLmsa roko3bl MMOIL/N (Mr/Ar)

OT11,7 po 2,8 (ot 30 go 50)
2 OT15,3 808,0 (0T 96 po 144)
3 Ot 15,5 go 23,3 (oT 280 ao 420)

6.2.4.3 Metoaunka OLEHKK
EavHMua cucTembl peareHToB ANs Kaaow npobbl 0mMkHA ObiTh B3ATA U3 OAHOTO M TOrO ke chnakoHa/
YNaKOBKH.
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OueHka gomkHa GbiTb NpoBeAeHa B CrieflytoLLel NocnefoBaTenbHOCTU.

a) MpunucaTb €anmHULy CUCTEMbI PEAreHTOB U3 KaXAoro ¢priakoHa/ynakoBKM KaXKaoMy rTIOKOMETPY.

b) B3siTb 0QHY €AMHULY CUCTEMbI pEArEHTOB U3 KaXKL0ro cpriakoHa/ynakoBku n BHECTU B npoby. 3aperu-
CTpUpPOBAaTb pe3ysnbrar.

¢) MoBTOpPUTL 9Tan b) AnAa kaXxxaow NpodbI.

d) MoeTOPATL dTanbl b) 1 C) 0OAMH pa3 KaXablvi AeHb ANS KaKA0ro U3 AeBATU OCTaBLUMXCS MMIOKOMETPOB
1 hrnakoHOB UMK YNakoBOK B 06LLEl CNOXHOCTM B TeueHue 10 aHel. Ha npoTskeHun BCEro nepuosa OLeHKH
UCNONb3YETCA OAMH U TOT e pnakoH/ynakoBka Ans Kaxgoro rinoKomMeTpa.

6.2.4.4 AHanu3 gaHHbIX U NPeACcTaBNEHNE Pe3ynsLTaToB

Ons KaKgoi KOHUEHTpaLMK TNOKO3bl U CEPUM PEareHToB AOMKHbI ObiTb pacCYUTaHbl CpeaHee, CTaH-
JapTHoe (CpeaHeKkBaapaTM4HOE) OTKMOHEHME U KO3(hduUMEHT Bapuayuu.

BonbLioe cpegHee, ctTaHgapTHOe (CpeaHekBaapaTUYHOE) OTKNOHEeHue nyna (C 95 %-HbiM OBEPUTESb-
HbIM MHTEPBanoM) U K0sdPUUMEHT Bapuaummn nyna aAns KaKLon KOHUEHTpaLuK rmioko3bl AOMKHbI ObITh pac-
CYMTaHbI C UCMONb30BAHMEM U3MEPEHHbIX 3HAYEHUN U3 BCEX TPEX CEPUI PEareHTOoB.

MpumedyaHune — CraHaapTHoe (cpefHeKBaApaTUYHOE) OTKITOHEHWE nyna U KoadPULMEHT BapuaLum nyna
CnyxaT Mepami NpoMeXKyTOUHO NPELIM3NOHHOCTN U3MEPEHNS OfHON CUCTEMbI B TEHYEHWE MHOIUX [HEN.

AHanus BapuaHC SIBMSAETCA NPeAnoYTUTENbHBIM METOLOM ANS pacyHeTa NPOMEXyTOYHOW NPELU3NOHHO-
CTU M KOMMOHEHTOB BapuaHc.

B nononHeHue k TpeboBaHmamM nyHkTa 6.1.4 gomkHa ObiTb NpMBeAeHa AONOAHUTENbHAA H(popMaLUS:

a) cpeHee N3MEPEHHbIX 3HAYEHUIN ANS KaxXaon npoobl;

b) ctaHgapTHOe (CpeAHEKBaApPaTUYHOE) OTKMOHEHNE MPOMEXYTOUHbIX U3MEPEHUI (C A0BEPUTENBHLIM
95 %-HbIM UHTEPBANOM) U KOI(PULMEHT Bapuauuu AN Kaxaon KOHUEHTpauuu rnokosbl = 5,55 mMone/n
(= 100 mr/gn) u ctaHgapTHoe (CpeaHekBagpaTUYHOE) OTKNOHEHUE (C 95%-HbiM A0BEPUTENBHBLIM UHTEPBASIOM)
AN KaXa0n KOHUEeHTpauuu riokosbl < 5,55 monbe/n (< 100 mr/an).

6.3 TOYHOCTb CUCTEMBI

6.3.1 OGwue Tpe6oBaHUA

CnoCcoBGHOCTU TOYHOCTU CUCTEMbI AOIDKHBI ObITh OLIEHEHbI C UCNOMNb30BAHUEM CBEXMX NPOG KPOBU ny-
TEM CpPaBHEHUS Pe3ynLTaToB U3MEPEHUN MMIOKO3bl CUCTEMOW MOHUTOPUHIA [MI0KO3bl B KPOBU C pethepeHTHbI-
MU 3HAYEHUSMM TTIOKO3bl.

OueHka aomkHa ObiTb NPOBeAEHA B aKTyasribHbIX YCIOBUSX UCMOSIb30BAHUSI, NMPEANOYTUTENBHO Y am-
GynaTopHbIX NAUUEHTOB C caxapHbiM AuabeTom unmn y 6onbHbIX B cTauuoHape. Temneparypa okpyxaioLlei
cpeabl AOMKHa noaaepXmBaTbCA Ha ypoBHe (23 + 5) °C.

MpumeyaHnune — WNutepsan Temnepatypbl 10 °C BkniouaeT B cebs Temnepatypebl, KoTopble 06bIYHO NPUCYT-
CTBYIOT B NOMeLLeHNUAX ambynaTtopuid u 60MnbHULL.

6.3.2 PepepeHTHbIE 3HAYECHUA TIHOKO3bI

[na npunucbiBaHUs pedepeHTHbIX 3HAYEHUI MMI0KO3bl A0MDKHA ObITb UCNONb30BaHa ped)epeHTHan Me-
TOAUKA BbIMNONHEHUA U3MEPEHUsi, COOTBETCTBYIOLLAA TpeboBaHusiM npocnexusaemoctn MCO 17511, Pecpe-
PEHTHbIE 3HAYEeHUA AOSMKHbI ObITb CPEAHMMM, MO KPaWHEW Mepe, napannenbHbiX uamepeHuin. MeamyuHckue
n3aenusa Ana AMarHoCTUKK in vitro (To eCTb B MeAULIMHCKON naboparopuu), NPoABnsioWue ageksaTHblie yHk-
LMOHASbHbIE XapaKTePUCTUKN, MOTYT ObITb MCNONb30BaHbI ANsi NPUNUCLIBAHUA pedhePEeHTHbIX 3HaUYeHuin. [nA
BbIMOMHEHNA TAKOro onpeAeneHus MOXET ObITb CNONb30BaHa MHAOPMALMA O NPOCNEXUBAEMOCTU U (DyHK-
LIMOHArbHbIX XapakTepUCTUKaXx, NONy4YeHHas OT M3rOTOBUTENS.

B cnyvae ecnu pedepeHTHas METOAMKA BbIMONMHEHUS U3MEPEHUS TMIOKO3bl HE NpeaHa3HaYeHa Ans us-
MepeHus Nnpob KpoBu U He cneuuduuUpoBaHa METOANKA yaaneHus KneTok, Npobbl 40mkHbI ObITL NOcne B3s-
TUSI HEMEANEHHO LeHTPUYrMpoBaHbl ANS NOMYYEHUS NNa3Mbl.

MpaBuMNLHOCTL U NPELU3MOHHOCTL pedepeHTHOr0 MeAWLUMHCKOrO U3aenusa Ana AMarHOCTUKW in vitro
AOMiHBI ObITb BEPUPULMPOBaHbI NPK OLieHKe (hyHKLIMOHANbHLIX XapakTepucTuk. PedepeHTHble Matepuansl,
ucrnonb3yemMole AnA sepudukaumm, JomkHbI ObITb NOAXOAALLMMU ANA 3TOW Uenn u ObiTb KBANUMULMPOBAHDI
B OTHOLLUEHUN KOMMYTaTUBHOCTU U CTAOMILHOCTU.

MpuMevaHus

1 O6beMHEeHHbI KOMUTET NO NPOCNEXUBAEMOCTH B TabopaTopHOi MeguUMHe UMeET nepedeHb pedepeHTHLIX Ma-
Tepunanos, peepeHTHbIX METOAUK BBINONHEHUA U3MepeHUs U NTabopaTOpHbLIX METOAMNK BLINOMHEHNSI UBMEPEHUSA, KOTOpbIE
NoAXOAAT ANA NPUNUCHIBAHUA pedepeHTHBIX 3HaYeHWiA rMioKo3bl [9].
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2 HeKoTopble N3roTOBUTENW MELULMHCKUX U34eNuit Ans AUarHOCTUKK in Vitro NpefoCTaBnsitoT KOHTPOSbHbIE MaTe-
puarnbl NpaBUIbHOCTH, NpefHa3Ha4YeHHbIe 45 BepUdUKaLmm PyHKLNOHAMBHBIX XapakTepUCT UK.

lMpumepsb

1 MpaeunsHocmeb eepughuyupyemcs rnymem cpasHeHUs1 CMeWeHUs1 uamepeHul, ucrnonb3ys nodxodsauwjue
pegepeHmMHbIe Mamepuasibi 2/1I0KO3bI, C NpedeapumesibHO onpedesieHHbIMU KpumepusiMu npuemaemMocmu 01s
cMeujeHus.

2 [peyusuoHHoCcMb 8epughuyupyemcs nymem cpaeHeHusi cmaHdapmHozao (cpedHekeadpamu4yHO20) om-
KJTOHeHUs exxedHe8HbIX U3MepeHUll Nodxodaueeo KOHMPOJILHO20 Mamepuarla Kayecmea 2J/1l0Ko3bl ¢ npedeapu-
menkHo onpedesieHHLIMU KPpUMepPUsIMU fpuemiemMocmu 07151 TPOMEeXyYmoYyHoU npeyu3uoHHocmu.

6.3.3 Kpurepnn MUHUMasrbHbIX (PYHKLUOHANbHbIX XapaKTePUCTUK TOYHOCTU CUCTEMbI

Cucrema MOHUTOPUHIA FMNIOKO3bl B KPOBM AOSHKHA COOTBETCTBOBATL 0O0MM CNneayoLwmMmM MUHUMATbHbIM
KpuTepuam npuemnemMoin TOMHOCTU CUCTEMbI. Kputepun pyHKLMOHASbHbIX XapakTe pUCTUK TOHHOCTM CUCTEMBI
MPUMEHSIOT NPU UCCNeaoBaHUKN TOYHOCTU CUCTEMbI, MPOBOAMMOM TPEHMPOBAHHBIM ONEpPaTopoM C UCNOSb30-
BaHWEM YCTPOICTB MOHUTOPUHIA FFIOKO3bl B KPOBW, KOTOPbIE AOSHKHLIM 00pa3oM coaepxanuchb, OTPerynmpo-
BaHbl ¥ NPOKOHTPONMPOBAHbI B COOTBETCTBUU C MHCTPYKLIMEN MO UCMOSNb30BaHMIO.

a) 95 % u3aMepeHHbIX 3HAYEHMI TMOKO3bl AOSMKHBI HaxoauTbca B npegenax unu + 0,83 mmonb/n
(15 mr/gn) cpeaHero M3MepeHHbIX 3Ha4YeHUii pedPepPeHTHON METOAUKON BbINOSTHEHWUA U3MEPEHUS NPU KOH-
LEeHTpauuu rmokosbl < 5,55 mmone/n (< 100 mr/an) wnu B npegenax = 15 % npu KOHUEHTpauuW rmoKo3bl
2 5,55 mmonb/n (= 100 mr/gn).

b) 99 % nHanBMayanbHbIX U3MEPEHHbIX 3HAYEHUI TMIOKO3bl AOMKHbI HAXOAUTLCA BHYTPU 30H A u B Co-
rnacoeaHHon ceTku owmnbok (Consensus Error Grid, CEG) anabeta 1 Tuna [10].

Kputepuii A npUMEHSAIOT AnA KaXaowW Cepuu peareHToB UHAMBUAYANbHO. IsMepeHHble 3HavyeHusa U3
KaXgon cepun A0MKHbI ObITb MPOAHaNM3NpPoBaHbl U COOOLLEHbI pa3aenbHO.

KpuTtepuii B npuMeHsII0T K peareHTamM Tpex Cepuii, B3siTbIX COBMECTHO. Bce naMepeHHble 3HayeHnsa us
Tpex cepuii 4OmkHbI ObITb KOMOUMHMPOBAHbLI NEpPes aHanM3oM U COOBLLEHMEM pe3ynbTaToB.

MpumeyaHus

1 Kputepun dyHKUMOHANBHLIX XapakTepucTUK TOYHOCTU CUCTeMBI ANA NPUNMCLIBAHUA BepuduKaLmMn ABNAITCA
MUHUMaNBHLIMU KPUTEPUAMU, KOTOPbIE HE YUUTLIBAIOT BIINAHWUA TEXHUKU Nonb3osatens. COOTBETCTBYIOWLWIA An3aiiH Kpu-
TepueB BepUPUKaLMU TOYHOCTU CUCTEMbI ONPEeAenaeT U3rOTOBUTENb.

2 n3aitH usyyeHus sanuaauuu (pasgen 8) skntodaer B ceba BapuabenbHOCTb OT NOMb30BaTENA K NONb30BATEN!Ho,
oXxugaemyo oT HenpoeccroHarnos.

6.3.4 lusaiH nsyyeHus

MuHuManbHasa oueHka AoimkHa ObiTb NpoBeaeHa 100 pasnuuHbiMKU CyObeKTamu B napannenbHbiX W3-
MEpEeHUaX U3 Kaxaon u3 Tpex cepui peareHToB. KOHUEHTpauuu rnioko3bl AOMKHBLI 0XBaTbiBaTb WHTEpBan
U3MEPEHUA.

MpuMeyaHune —/usailH MUHUMANBLHOTO M3YYEHUS AT OLIEHKU TOYHOCTU CUCTEMBI NPpeyCMaTpuBaeT pesynb-
TaTbl 600 U3MepeHHbIX 3HaYeHUI rToKko3bl (Mo 200 13 KaxXAoW cepun peareHToB).

MayueHune gomiHo ObiTb CNNAHMPOBAHO TakKMM 06pa3oM, UTOOLI ObINW BKNIOYEHLI BKNAAblI B CUCTEMATH-
Yeckylo oubKy (CMeLleHne M3MEPEHUs) U B CRyyarHyio oMoKy (HENpeUnM3nOHHOCTb M3MEPEHUST), KOTOPbIE
00bI4HO OyAyT A0NYCKaTbLCA NPeAHAa3HAYeHHbIMU MONb30BaTENSAMMU.

[na ycTpoicTB MOHUTOPUHIA FMIOKO3bl B KDOBU, KOTOPbIE KOMOMHUPYIOT MYHKUMIO Nanbua U atanbl us-
MepeHUs1, MOXET ObITb UCNONb30BaH anbrepHaTUMBHbLIN AW3aiH CTAaTUCTUYECKOro U3yYeHne BannMaHOCTU.

Ana MMHUMU3aLMKU BPEMEHU MEXAY NnapannenbHbIMU U3SMEPEHUsIMU MOXHO UCNoNb3oBaTb HGonee oa-
HOTO TIOKOMETpPa Ha cybbekT. B cryyae ecnu ucnonb3yercs 6onee AByx rMiOKOMETPOB, B NPOTOKONE AO0MKHO
ObITb CNeUMdUUNPOBAHO, YTO KaXbIM ITIIOKOMETPOM AOIDKHO ObiTb U3MEPEHO PaBHOE YMCIO Npod.

MpumMmeyaHune — Meroauka oleHku B 6.3.6 npeaycMaTpuBact, UTo Kaxablii cybbekT 6yaeT ncnonb3osath ABa
pasnuyHbIX MIOKOMETpa.

JomkeH ObiTb AOCTYNEH BanuAUpPOBaHHbIN METOA Ae3uHdEKLUU, B CRy4ae ecnm riokoOMETP Mcnonb3ay-
erca bonee yeM oagHUM CYObLEKTOM. [TIOKOMETP AOIMKEH ObiTb OUMLLEH M AE3MHMPULUMPOBAH NOCNE Kaxaoro
nonb3oBatens, 4Tobbl n3bexxarb NepeHoca NaToreHOB C KPOBLIO.

6.3.5 Mpo6bi

OLu€eHKa TOMHOCTM CUCTEMBI JOJDKHA ObITb NPOBEAEHA C UCMONb30BAaHUEM CBEXMUX NPOG KanunnapHom
KPOBM, KaXkaan 40CTaToO4HOro 06bemMa ansi usMepeHuit CUCTEMOIN MOHUTOPUHTA FNIOKO3bl B KPOBU U peddepeHT-
HbIM U3MEPEHUEM, CNeunPULMPOBAHHLIM B NPOTOKOMNE U3YUYEHUS.
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Mpo6bl kKanUNNAPHON KPOBU AOM¥HbI ObiTb COOpaHbI, NOArOTOBNEHbLI M 06paboTaHbl B COOTBETCTBUMN C
MHCTPYKLMEN MO NMPUMEHEHUIO AN CUCTEMbI MOHUTOPUHIA [IIOKO3bI, BKIIOYasi NpeaBaputennHo obpaboTan-
Hble nNpoObbl, B crniyyae ecnu 310 Tpebyerca. [1omkHbl ObiTb MCNONb30BaHbI KOHTEMHEPDLI NPOD, NPeaHa3HaYeH-
Hble Ans cbopa kanunnspHoi kpoBu. KoHTelHepbl MOTYT coaepXXaTtb aHTUKOAarynsiHT, PEKOMEHA0BaHHbIV ANA
MCNONb30BaHUS C CMCTEMON. KOHLIEHTpaLMs MMIOKO3bl B KXo npobe fomkHa ObITh onpeaeneHa ped)epeHT-
HOM METOAMKON BbINOMHEHUS] M3MEPEHUS TTIOKO3bl. KOHLEHTPALMK FTIOKO3bl AOMKHbI GbITb pacnpeaeneHbl B
6uHax, cneumduLUMpoBaHHbIX B Tabnuue 3. B cnyyae ecrnu KOHUEHTpauus 6uHa 3anonHeHa npo6amu, B 3TOT
GMH He AOMKHbI 400ABNATLCA AONONHUTENBHbIE NPOOLI.

Kputepuu uckniouenus ans npod, Takue, kak 00beM ynakoBaHHbIX KNETOK, AOMKHbI ObITb OCHOBAHbI Ha
MHCTPYKLMAX NO NPUMEHEHUIO CUCTEMbI MOHUTOPMHIA FIIOKO3bI.

T a 6 n vy a3 — KoHUeHTpaLum MoKo3bl B KPOBU B Mpobax Ans OLEHKN TOHHOCTU CUCTEMBI

Homep 6uHa MpoueHT npob6, % KoHLeHTpaLms rnokosbl MMonb/n (Mr/an)

1 5 <2,77 (£50)

2 15 >2,77 — 4,44 (>50—80)

3 20 >4,44 — 6,66 (>80—120)

4 30 > 6,66 —11,10 (>120—200)

5 15 >11,10 — 16,65 (>200—300)

6 10 >16,656 — 22,20 (>300—400)

7 5 >22,20 (>400)

B cnyuae ecnu usyyaemas nonynsiuusl He COAEPXMUT AOCTATOMHOrO YMcna nNpob CBEXeN KanumnnsipHon
KPOBMW C O4EHb HU3KUMU UNN OYEHb BbICOKMMU KOHLUEHTPALMSAMU ITIIOKO3bl, OHU MOTYT ObITb 3aMeLLeHbl MOAU-
ULUMpPOBAHHBIMM NMPOBaAMKU KANUMNAPHON KPOBU, B KOTOPLIX KOHLEHTPALUK TTIOKO3bl ObINU MOBLILLEHBI UK
CHUXXEHbI, YTOOBI AOCTUYL TPeByemoro pacnpeaeneHus. Mpu 3TOM J0mKHBI ObITh YKa3aHHbIE HUKE OrpaHuye-
Hus. (MeToabl ANst PErynMpPOBaHUS KOHLIEHTPALMK MIOKO3bl 06CyXaeHbl B 6.1.2).

BuH Ne 2: no meHbLUei Mepe 8 Npob KanUNNSPHON KPOBU AOMKHbI ObiTb HEU3MEHEHHBIMM.

BuHbl o1 Ne 3 o Ne 5: Bce npo6bl KanUNnspHOM KPOBU AOMKHbI ObITb HEM3MEHEHHbIMMN.

BuH Ne 6: no meHbLUen mepe 5 npo6 KaNnUNNSPHOW KPOBU AOMKHbI ObITb HEU3MEHEHHBIMM.

6.3.6 MeToauka oueHkKn

Bce eanHuubl cucTembl peareHToB Ans Npobbl AOMKHBI ObITh B3ATHI M3 OAHOTO U TOrO ke dnakoHa/
YMaKkoBKM.

OueHka gomkHa ObiTb NPOBEAEHAa B CrieayioLLel NocneaoBaTesibHOCTH:

a) Mpunucatb HoOmepa cdnakoHam UM ynakokam (Hanpumep, ¢ 1 no 10 ana kaXxxaon cepumn peareHToB).

b) MonyunTb NPoby CBEXEN KanUIAAPHON KPOBU NYTEM NYHKUMK KOXW (HAnpumep, yKon nanbua).

¢) OtaenuTb nopuuto Npobbl HEMEANEHHO Nepes NEPBbIM U3MEPEHUEM C NOMOLLLIO CUCTEMbBI MOHUTO-
PWHra rMoKko3bl B KPOBM U MPOU3BECTU U3MEPEHME TTIIOKO3bl C MOMOLLBIO pePepeHTHON METOANKN BbINOIHEHNA
U3MepeHus.

d) B cnyyae ecnu pechepeHTHas MeToAMKa BbINOMHEHUS UBMEPEHUS NpeiHa3Ha4YeHa a4nsa npod nnasmel,
NpPOU3BECTM NPOLEAYPY NOATOTOBKU NIA3Mbl.

e) OTaenuTb ABE €AUHULBI CUCTEMbI peareHToB M3 hriakoOHa/yNakoBKM Y U3MEPUTb KOHLIEHTPALMIO -
KO3bl B KPOBU, UCNOMNb3ys 1BA PA3NUYHbIX IMIOKOMETpa. 3aperncTpupoBaTb N3MEPEHHBIE 3HAYEHUS.

f) Mpobbl AOMKHBI ObITE HAHECEHbI HA €AWHULY CUCTEMbl PeareHToB TaK, Kak OMMCaHO B WHCTPYKLUK
MO UCMOSb30BAHUIO ANt CUCTEMbI MOHUTOPUHIA TMHOKO3bl B KPOBU (HanpumMep, HENOCPEACTBEHHO U3 NpoKona
KOXM CyOBbeKTa Ui ¢ NOMOLLBIO ankTePHATUBHOW METOAMKM, NPEABAPUTENbHO NMOKA3aBLUEN SKBUBANEHTHbIE
pesynerarbl).

g) B cnyyae ecnu npo6bl Bbinn MoandULUpOBaHbI Tak, Kak ONMCaHO B NyHKTE 6.1.2, OHW AOMKHbI ObiTh
HaHeCeHbl CnocoboM, KOTOPbI UMUTUPYET METOAMKY, CneuudULMpPOBaHHYIO B MHCTPYKUMKM MO WCNONb30Ba-
HUI0, YUYUTBIBAsi BO3MOXHbIE BIUSIHUS, TAKUE Kak Temnepatypa npobbi.

h) 3aMeHsTL hnakoHbl UNK ynakoBku Yepes kaxable 10 cyGbekToB u o6ecneunTsb, 4Tobbl bl MCMOMb-
30BaHbl NPU OLEHKE €ANHULIbI CUCTEMBI PEAreHTOB M3 KaXKaoro donakoHa.

i) MoBTOpUTL 3Tan d) AnA Apyr1x ABYX CEpUIn peareHToB.
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j) OTaenuTb Nopuuio NPoBbI HEMEANEeHHO Nocne NOCNEeAHEro N3MepPEHUsi C NOMOLLLIO CUCTEMbI MOHUTO-
PWHra rnoKo3bl B KPOBU U MPOU3BECTU U3MEPEHUE FMOKO3bl C NMOMOLLBI0 pedEePEHTHON METOAMKUN BbINONHEHUS
U3MEpPEHUs.

k) OueHuTb nepBoe M nocrnegHee pedepeHTHbIe 3HavYeHus, YTobbl BepuuumpoBartb CTabUNbHOCTL
npobbl. B cnyyae, ecnu 31K pe3ynbraThbl YKa3sbiBAOT HA HEMPUEMIIEMOE U3MEHEHWE KOHLIEHTPALMK TTHOKO3bI,
OCHOBaHHOE Ha NpeABapUTENbHO YCTAHOBIEHHBIX KpUTEpUsax (M. 6.1.3), To pesynbraTthl 4aHHOTO cybbekTa
JOIKHbI ObITh MCKkNoYeHbl. OTOpolweHHas npoba AomkHa ObiTb 3aMeHeHa Apyron NpoGon U3 Toro xe GuHa
KOHUEHTpaLuun rmioKo3bl.

I) MoBTOPUTL 3Tanbl OT b) A0 g) ANg cneayoLwero cybbekTa.

6.3.7 AHanu3 gaHHbIX U NpeacTaBrieHUe pesyrkraToB

6.3.7.1 O6wume TpeboBaHua

MonHbIN pAa AaHHbIX AOMKEH ObiTb JOKYMEHTMPOBAH M ONUCAH BbIOOP AaHHbIX, MCNOMb30BaHHbIX 4NN
pacuera.

Boinagatowpe pesynsrarbl MOryT ObiTb HE UCKIIOYEHbI U3 AAHHbIX, UCMONb30BaHHbLIX NPY ONpeaeneHum
NpUeMNeMOn TOYHOCTM CUCTEMBI, HO MOTYT BbITb UCKIKOHYEHbI M3 pacdeTa CTaTUCTUYECKUX NapamMeTpoB, YTOObI
n3bexxatb HapyLUEHUSI LEHTPANbHON TEHASHUMU U AUCNEPCUMN.

MpumedaHune —UCO 5725 n cebinka [11] cogepaT pyKOBOACTBO AN MAEHTUDUKALUWN CTaTUCTUYECKUX Bbl-
nagarLLux pesynsraTos.

B npononHeHue k TpebosaHuaMM NyHKTa 6.1.4 B 0T4ET 06 M3y4eHmn AomkHa ObITb BKIIOYEHA CrieayloLas
MHpopMauums:

a) obLuee uncno npoaHanu3mpoBaHHbIX NPoG;

b) nHTepean n3aMepeHHbIX 3HAYEHUI FMIOKO3bI;

C) AnarpaMmma pacCesiHHbIX AaHHbIX.

6.3.7.2 'pachuyeckunin aHanms

CpenHee pedepeHTHbIX 3HaYEHUIN AOMKHO ObiTb pasMeLLEeHO Ha rpaduke Kak He3aBUCMMAsA NepPeMEH-
Hasi. PasHuua mexay KaabiM WHAWBUAYANbHLIM 3HAYEHMEM, U3MEPEHHBIM CUCTEMON MOHUTOPUHIA TMIOKO3bI
B KPOBM, U CPEAHMM pedpepeHTHbIX 3HaYEHUI AOMKHA ObITb pa3MeLLIeHa KaK 3aBUCMMAas MePEMEHHas.

Boinagatowme aaHHble AOMKHBI ObiTh NPEACTABMNEHbI OTNUYAIOWMUMCHA CUMBOJSTOM.

MpumevaHus

1 Mpaduk pasnuunini cny>XMT peKOMeHAOBaHHBIM NOAXOAOM ANA ONpeAeneHUs TOYHOCTU CUCTEMBI, MOCKONbKY cTa-
TUCTUYecKoe NpUBNMXKEHNEe MUHUMAarbHOE U NPOLIEHT TOMEK AaHHbIX, COOTBETCTBYIOWMUX KPUTEPUAM (PYHKLIMOHANBHBIX
XapaKkTEPUCTUK TOYHOCTU CUCTEMBI, KaK U OLlEHEHHOE CMeLLeHure, nerko paccuutoiBatotes. Cebinku [11] n [12] cogepxat
PYKOBOLCTBO MO rpaduky pasivnuduid.

2 TMpoLeHT pa3MeLleHHbIX Ha rpaduKke pasnuynii NPOTUB KOHUEHTPaLUUKU NPU HU3KOW KOHLEHTpaLuun OBbLIYHO He
NoAXOAUT ANSA rpadUHeckol OLeHKU TOMHOCTUA CUCTEMBI.

Mpumep — Mpaghuk UsMEPEHHBLIX 6eNUYUH U3 OUEHKU cucmeMbi MOHUMOPUH2a 2JTI0KO3bl € KpoeU usislio-

cmpupoeaH Ha pucyHke 1 (Mmons/n) u pucyHke 2 (Me/0n). [ee npepbleucmbix MUHUU npedcmasrisiiom Kpumepuu
PYHKUUOHaNbHbLIX XapaKkmepucmuK moYyHocmu cucmems! U3 nyHkma 6.3.3.
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6.3.7.3 OnpeaeneHne npueMneMoCT TOHUHOCTU CUCTEMBI

MpuemnemMocTb (PyHKLMOHAMNbHbIX XapakTePUCTUK TOYHOCTM CUCTEMBI AO0MMKHa BbITh onpeaeneHa ¢ uc-
Nonb30BaHNEM BCEX NPOO, KOTOPbIE OTBEYAIOT KPUTEPUSIM BKMOYEHUA, HE3ABUCUMO OT KOHLIEHTPALMM TMHOKO-
3bl B HUX. BCe n3mepeHHble 3HaYeHUs1 OT KaKAO0W CEPUM PeareHTOB AOMKHbI ObITh BKITIOYEHbI B ONpeaeneHune,
B TOM YMCrne Nobble N3MEPEHHbIE 3HAaYEHUS, MAEHTUAULMPOBAHHBIE KaK CTaTUCTUYECKME BbiNnagatoLme 3Ha-
YEeHUA B COOTBETCTBUU C OAHUM U3 CrieLUPUYECKUX KPUTEPUEB UCKITIOYEHUA A aHHLIX, COrnacHo 6.1.3.
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Kputepun npuemMnemocTtu, ycTaHOBMNEHHbIE B 6.3.3, AOMKHbI ObITb NPUMEHEHBI CREAYOLWMM 06pasom.

Kputepun A

Ona kaxgon uHanemayanbHOM Cepumn paccumTarb obliee YMcrno npuemnembix 3HaueHun, aobasnas
YMCNO NPUEMAEMbIX 3HAYEHUI NPU KOHLIEHTPALMKM MIOKO3bl < 5,55 mmone/n (< 100 mMr/an) u 4ucno npuemne-
MbIX 3HAa4YEHUIN NPU KOHUEHTpauumn rnoko3sbl = 5,55 mmone/n (= 100 mr/an). Pacyet npoueHTa npuemmneMbix
3Ha4YeHUI OCHOBbLIBAETCA Ha 00LLEM YnCne U3MepPeHHbIX 3HaveHui. Kaxxpas cepusi JOrmKHa NPONTU KpuTepun
npuemnemoctu A.

Tpumepsi

1 [nsa nepeoli cepuu 4Yucso usMepeHHbIX 3HavYeHul cocmaesnsiem 200. [Jns KOHUeHmMpayuu 2s1ioKo3bi
< 5,55 mmonk/n (< 100 me/dn) 47 3HaveHull 6binu e npedenax t 0,83 monb/n u3 peghepeHmMHbIX 3HayeHull. [ns
KOHUueHmpauyuu anrokosbl > 5,55 monw/n (2 100 ma/n) 146 3HaveHul 6binu 6 npedenax * 15 % pegepeHmHbIx
3HaveHull. O6uwjee yucno npuemMnemMbix 3Ha4eHuUli cocmaensiem 47 + 146 = 193. CnedoeamensHo, 193 us 200 3Ha-
qyeHull (96,5 %) Haxodsmcs e npedesiax Kpumepus MoYHOCMU cucmemMbi, onpedesileHHo20 & nyHKkme 6.3.3.

MpuMeyaHue — Yucno Npob B Kaxg0M WHTepBane KOHLUEHTpaLuK He JaeT afeKBaTHOW CTaTUCTUYecKo fo-
BEPUTENBHOCTU, YTOBkI OLEHUTE TOMHOCTL CUCTEMBI OTAEMNLHO BHYTPU MHTEPBArioB KOHLEHTpaLuy.

Kputepuin B

Ons kagow cepun paccuutatb obLuee YMcno 3Ha4eHuit, KOTOpLIE nonaaarot B 30Hbl A 1 B. JobaBuTb
pesynbTaTtbl U3 Ka)Kaow M3 Tpex cepuii COBMECTHO. PaccunTtarb NpOLEeHT 3HaveHun B 30Hax A u B, OCHOBGI-
BasiCb Ha 00LUEM YnUCne U3MEPEHHbIX 3HAYEHUIH BO BCEX TPEX cepusax. Pe3ynbraTtbl 4OMKHbI COOTBETCTBOBATh
Kputeputo B npuemnemMocTu.

2 Obuwee yucsio uaMepeHHbIX 3HavyeHul u3 ecex mpex cepuli cocmaesnsem 600 (no 200 Ha napmuto). ns
cepuu 1 198 3HaveHuli 6binu e 30Hax A u B, dnsa cepuu 2 ece 200 3HaveHuli 6uinu 6 30Hax A u B, dnsi cepuu 3 198
3HaveHull 6b1nu e 30Hax A u B. Obujee yucno 3HavyeHull e 3oHax A u B cocmaensiem 596. CnedoeamesnsHo, 596
u3 600 3HaveHuli (99,3 %) Haxodsimcs e 30Hax A u B.

6.3.7.4 MNpeacraeneHne pesynsratoB A8 TOYHOCTM CUCTEMBI

PesynbraTtbl TOMHOCTU CUCTEMbI AOMKHbI ObITh NPeACTaBneHbl B OTAENbHbIX UHTEPBANax KOHLEHTpaLmm
B MHCTPYKLMKU NO UCNONb30BAHUIO.

Ons KoHUeHTpauui rmokosbl < 5,55 mmonbk/n (< 100 mr/an) pesynbtatbl AOMKHbI ObiTb BbIPaXEHbI B
NpoUeHTe 3Ha4YeHui, nonaganwmx B cneagywowme nHtepsansl: £ 0,28 mmone/n (£ 5 mr/an), £ 0,56 mmone/n
(£10 mr/gn) n £0,83 mmonwe/n (£ 15 mr/n).

[nsa KOHUEHTpauum rnoko3bl = 5,55 mmons/n (= 100 Mr/an) pe3ynbTaThl A0MKHbI ObiTb BbipaXeHbl B Npo-
LleHTax 3Ha4yeHuin, nonagatowmx B cnegyrowme nHrepsanol: 5 %, £ 10 % n £ 15 %.

Pesynbratbl AOMKHBLI ObITh NPEeACTaBMNeEHbl B Tabnuue AN KaXA0ro UHTepana KoHueHTpauuu. Peko-
MeHAyeMblli chopmaTt npuBefeH B Tabnuuax 4 u 5. PacyeT npoLeHToB A0rmkeH ObiTh NnpousseaeH Ao 6nuxaii-
LUEeN AecaTon NpoLeHTa.

PesynkraTel BCEro uHTEpPBana u3aMepeHus mMoryT ObiTb NpeacTaBneHsl B 04HON Tabnuue. PekomeHaye-
MbIl ¢hopmat npusedeH B Tabnuue 6. [lomkeH ObiTb NPUBEAEH MHTEPBAS, OXBATbIBAIOLLUIA BbICLUME U HU3LLKE
pedepeHTHbIE 3HAYEHUST KOHLEHTPaLIMU.

Tpumep — Tabnuuywi 4,5 u 6 unmocmpupyrom npedcmassieHue pe3ysTbLMamoe u3ly4eHus OUeHKU, e Komo-
poli yyacmeoeanu 100 cybbekmos. bbinu ucnons3oeaHbl mpu cepuu peazeHmos, daswue 600 usmepeHHbIX
3HayeHrull.

Tabnwuuya4— PesynsraTel TOMHOCTW CUCTEMbI ANA KOHLUEHTpaLuuK rntokosbl < 5,55 mMmone/n (< 100 mr/gn)

B npegenax + 0,28 mmonb/n B npegenax = 0,56 Mmone/n B npeaenax +0,83 mmone/n
(B npegenax = 5 mr/an) (B npegenax =10 mr/an) (B Npepenax + 15 mr/m)
68/150 (45,3 %) 105/150 (70 %) 143/150 (95,3 %)

Tabnwuuyab5— PesynsraTsl TOMHOCTU CUCTEMBI 41 KOHLEHTpaLum riokossl 25,55 mmonws/n (= 100 Mr/an)

B npepenax = 5 % B npegenax £10 % B npegenax 15 %

221/450 (49,1 %) 383/450 (85,1 %) 439/450 (97,6 %)
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Tabnwuuya6 — PesynsraTel TOMHOCTU CUCTEMBI AN KOHLEHTpaLuid rmtokosbl Mexay X, XX mmons/n (XX mr/an) n
YY,YMmone/n(YYY mr/gn)

B npepenax +0,83 mMonb/n unmn 15 % (B npeaenax + 15 mr/an unm + 15 %)

582/600 (97,0 %)

Mpumeyanune — XXX Mmons/n (XX Mr/an) npeacTasnser HusLWee pedepeHTHoe 3Ha4YeHue rmiokosebl n YY,Y
mmone/n ( YYY Mr/an) npefcraenser Boicllee pedepeHTHOe 3Ha4YeHUe rnioko3bl.

6.4 Bnuarumne BerIM4YnHbI

6.4.1 OGwume Tpe6oBaHUA

ShhekT BAUAIOLLMX BEMUYUH, TAKUX KaK reMaToKpUT U uHtepdepupyloLme BeLecTsa B KPOBU, MOXET
ObITb OLIEHEH U OTHECEH K MPOLIeCCY MEHeMKMEHTa pucka. O deKTbl, KOTOPbIe NPEBbLILIAIOT KpUTEPUU NPU-
€MINEMOCTH, JOMKHbI ObITb PACKPBITHI B MHCTPYKLUM MO NPUMEHEHMUIO.

Ans OLEHKU BAUSIOLLMX BENUYUH JOIMKHbI ObITb MCMOMBL30BaHLI TPU CEPUN peareHToB. [ing oLeHku Bnu-
AOLLMX BEMUYUH MOTYT ObITb MCMOSNb30BaHbI HECKONbLKO FIIOKOMETPOB. OUeHKa A0kHA ObITb NpeaHa3HavYeHa
AN npegynpexaeHust Bapuauum oT rIIOKOMETPA K ITIOKOMETPY, OT nepenyTbiBaHus HabnogaemMbix apdekTos.

6.4.2 Tpe6oBaHUA K TECTY NPOOGDLI

OueHKa BAMAIOLMX BENUYUH A0IDkHA ObITh NpoBeageHa npu uccneaosaHuu kposu. MNMpeanouturensHom
npobovi ABMAETCS BEHO3HAsi KPOBb.

Mpo6bl MOTyT ObITL B3SITLI HONEe Yem y 0gHOro JoHopa.

Mpo6bl AomkHbI ObITL YPaBHOBELLEHBbI NPU Temneparype (23 + 5) °C v noaaepxvBarbCa B npeaenax
1 3 °C OT nepBoHayvanbLHOW TEMMEpPaTypbl B TEYEHUE NPOLECCa OLEHKH.

Bce uamepeHus CCTEMOI MOHUTOPUHIA IMIOKO3bl B KPOBU U pedepPeHTHON METOAMKON BLINONHEHNA U3Me-
peHust AOMKHbI ObITb BLINONHEHBI B Npeaenax 36 yac oT MoMeHTa B3sTuA npo6. JanbHenwas otcpodka MOXeT
BECTU K XUMUYECKUM MU (DU3NYECKUM U3MEHEHUSM, CMIOCOOHBIM NOBNUATL HA Pe3ynbTaTbl U3MEPEHNA FNIOKO3bI.

MpuMeyaHune — CBexXue Npobbl KPOBU MOMYT UCTILITLIBATE U3MEHEHUA MATPULbI CO BPEMEHEM U dpusndeckue
MaHUMynsLMKA MOTyT MOBMUSTE Ha LIENOCTHOCTbL MeMBpaH KIeToK. Takue U3MeHEeHWUst MOryT NOBNUSTL Ha peakLuio cucTe-
Mbl MOHUTOPWHra FTHOKO3b! B KPOBH.

6.4.3 OueHka 00 bEMHOM A40NU 3PUTPOLITOB B KPOBU

6.4.3.1 [qusaiiH nayvyeHus

OueHka ahHeKkToB OOLEMHOMN A0NMU SPUTPOLIMTOB B KPOBM AOMKHA NPOBOAUTLCA C MCMONMb30BAaHUEM Kak
MUHUMYM 5 06BEMHbIX A0MEei 9PUTPOLIMTOB B KPOBU B K&XKAOW M3 TPEX KOHLEHTpaLMii rioko3bl. KoHUeHTpauus
TMIOKO3bl AOMKHA ObITb B Npeaenax MHTEPBanoB, cneuuduumMpoBaHHbix B Tabnuue 2. OueHka MOXET ObITb pac-
LLIMPEHA MYTEM BKIMIOYEHUS IOMONMHUTENBHBLIX KOHLIEHTPALUIA MIOKO3bl M 00LEMHbBIX A0NEN 3PUTPOLUMTOB B KPOBMU.

MHOroakTopHbIi An3ainH (06beMHasn AONS SPUTPOLMTOB B KPOBU X KOHLIEHTPALMA [MIOKO3bl) Npeano-
yTuTEneH. [lpyrue aKkcnepMMeHTarnbHble An3aiHbl NpUeMnembl NPU CTaTMCTUYECKOM PeryfnmpoBaHun.

PecepeHTHaa meToamka BbINONIHEHUS U3MEPEHUA C NPUEMNEMON NPELU3UOHHOCTBIO U NPaBUITbLHOCTbIO
JOmKHa ObITb MCNOSIb30BAHA AN NPUNUCLIBAHUA pedePEHTHBIX 3HAYEHWI TMIOKO3bl U OOLEMHOW J0NU 9pu-
TPOLUTOB B KPOBM.

6.4.3.2 Kputepuun npuemMneMmoctun

B npoTokone u3y4eHusi AOMKHbI ObITb YCTAHOBMEHLI KPUTEPUM NpUemMnemMocTn addekToB 06bLEMHOM
J0Mn 9pUTPOLIUTOB B KPOBU.

AhdhekTbl 06LEMHON 4ONU IPUTPOLMUTOB B KPOBU AOSKHbI ObiTb ONMCAHbI B MHCTPYKLUWUKM NO NpUMEHe-
HWI0, €CNIK OHU OTBEYAIOT MOBOMY U3 CrieayloLLMX KpuTepmes (PYHKLUMOHANBHBIX XapakTEPUCTUK.

[na KoHUeHTpauun rmko3bl < 5,55 mmonb/n (< 100 Mr/an) pasHuua Mexay CpeaHUM U3MEpPEHHbIX
3HaYeHWI NPy KaXKaoM ypoBHE 0O bEMHON ONU SPUTPOLIUTOB B KPOBU U CPEAHUM U3MEPEHHbIX 3HAYEHUI NPy
cpeaHem ypoBHe 06bEMHOWM 10K SpUTPOLIMTOB B KPOBM NpesbiwaeT 0,55 monb/n (10 mr/an).

[ns koHUeHTpauuu rmoKo3bl = 5,55 mmonb/n (= 100 Mr/an) pasHuua Mexay cpefiHUM U3MEpPEeHHbIX
3HAYEHWI NPU KaXAO0M YPOBHE 0OBLEMHOM ONMU SPUTPOLIUTOB B KPOBU U CPEAHUM U3MEPEHHbIX 3HA4YEHUI NpK
cpeaHeM ypoBHe 06bEMHON 40NN SPUTPOLMTOB B KpoBM npesbiwaet 10 %.

6.4.3.3 MoarotoBka nNpob

XKenarenbHble 06bEMHbIE JONU 9PUTPOLIMTOB B KPOBW MOTYT ObITb NPUrOTOBAEHBLI U3 KPOBU NYTEM OT-
JerneHus nnasmMbl OT KNETOK, C nocneaylowmmM 4ob6aBneHneM nopuuin nNnasmbl K 3pUTPOLMTAM B Pa3sfNYHbLIX
nponopuusXx.
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MpuMedaHne —LlenocTHOCTb NPo6 KPOBU MOXET M3MEHUTLCA NOA BIUSHUEM BPEMEHN U (hU3UYECKNX MaHW-
NynAuuiA (HanpuMep, NMNETUPOBaHUE MOXET BbI3BaTb Pa3pyLUEeHWUE KITETOK U NPUBECTU K reMOnuay).

BbicLune 1 HU3LWME 0GbEMHbIE JONMU SPUTPOLUTOB B KPOBM AOIDKHBI BKIOYATL B CE0A paj npueMnembix
3HAYeHMI 0OBLEMHON A0MNW IPUTPOLUTOB B KPOBM, YKA3AHHLIX HA TMKETKAX CUCTEM MOHUTOPUHTA MHOKO3bl B
kpoBu. MpoBbl CO CpeaHUM YPOBHEM A0IKHbI ObITh OTPErynupoBaHsl A0 42 % + 2 %.

Onsa noarotoBku 5 Npo6 ¢ xenaTtesbHbiMU 06 bEMHbIMU JONAMM 3PUTPOLIMTOB B KPOBU MOTYT ObITb UC-
Monb30BaHbl CreayoLme METOANKN.

a) PasgennTb nyn KpoBM Ha 5 paBHbIX NOPLUA.

b) LieHTpudpyrmpoBath Kaxayro nopuuio A OTAENEHUs KNeToK OT niasmbl.

C) CnuTb OTAENEHHYIO Nrasmy.

d) PecycneHanpoBatb 06bEMHYIO OO 3pUTPOLIMTOB B KPOBU PA3NNYHbIMM 00BLEMaMM NNa3mbl, YTOObI
co3gaTb cepuio NpoB, BkIOYatOLWMX B cebsl BbICLUME M HU3LLKE NPUEMAeMble 0O0bEMHbIE AONWU 3PUTPOLIMTOB
B KPOBMU.

e) Mpunucate kaxaoi npobe 3HayeHne 06LEMHON AOMNU I3PUTPOLIMTOB B KPOBU, MCMONBL3YA pedpepeHT-
HYIO METOAMKY BbINONMHEHUS U3MEPEHUS.

Onsa perynupoBaHusi npo6 [0 »enatenbHOoW KOHLEHTPaUun MoryT 6bITb UCNONBL30BAHbI CRIEAYIOLLME ME-
TOOUKM.

- PasgennTb KpoBb C KaXaon 0O6bEMHOIN AONEN 3PUTPOLUTOB B KPOBU HA TPU PaBHbIE MNOPLUK.

- PerynupoBatb KOHLEHTpAaLMK rmioKo3bl 40 XenaTenbHOro ypoBHs (cMm. 6.1.2).

MoryT 6bITb MCNONBL30BaHbLI U ApYyrMe METOAUKM, KOTOPbIE AAlOT noaxoaswme npobbl Ans OUeHKn ad-
hekToB 0GLEMHOW AONMN 3PUTPOLIMTOB B KPOBHU.

6.4.3.4 Metoauka oLEHKM

Kaxgasi npoba nepes B3aTMeM NOPLMM AN U3MEPEHUS AOMKHA ObITb OCTOPOXXHO, HO TLLATENLHO Nepe-
MelLaHa nyTem nepeBopaynBaHus NPOOUPKK.

OueHka 0O6bLEMHON A0nKM IpUTPOLUTOB B KPOBM AOMKHA ObiThb NpoOBeAeHa B Cneaylowen nocneaosa-
TenbHOCTU. MpK UCMOMb30BaHUN HECKONbKUX FIIOKOMETPOB MHCTPYMEHTbI CrielyeT poTupoBarb, YToObl u3be-
XaTb BBEAEHUA CMELLEHUS, BbI3BAHHOIO pasHuLien ot npubopa k npubopy.

a) BeinonHuTb napannenbHble n3MepeHust C NOMOLLLIO peepeHTHON METOANKU BbINOMHEHUA U3MepeHUs.

b) MpouseecTtu, N0 MeHbLUEH Mepe, 10 usMepeHnit rIKO3bl, NCNONbL3YA TECT-NOSIOCKU U3 NEPBOI CEpUU
peareHToB.

¢) Mpouszeectun, N0 MeHbLuen mepe,10 usMmepeHnii rIoko3bl, UCNONb3Ys TECT-NONOCKM U3 BTOPON CEpUm
peareHToB.

d) MpouseecTtu, No meHbLuEl Mepe, 10 u3mepeHui rIoKo3bl, ICNONb3YA TECT-NOSIOCKN U3 TPETLEN Cepumn
peareHToB.

e) MNocne 3aBepLUeHUs1 TECTUPOBAHUSA IMIOKOMETPA NPOM3BECTU APYroN paa NapannenbHbiX N3MEPEHUN
TMIOKO3bl C NOMOLLBIO ped)epeHTHON METOAUKU BbINOMHEHNSA U3MEPEHUS.

f) CpaBHUTb pedhepeHTHbIE 3HAYEHUS TNIOKO3bl OT 3TaNOB a) A0 €), 4ToObl BepuduumupoBaThb, YTO KOH-
LieHTpaLus rnioKo3bl HEe U3MEHUNacb BO BPEMS OLIEHKN.

g) B cnyyae ecnu pe3ynetathl NPEBLILLIAIOT NPEABAPUTENBHO ONPEAENEeHHbIE KPUTEPUN CTaBUIbHOCTU
(cM. 6.1.3), TO U3MEepEHHbIE 3HAYEHUS 3TON NPoBbI HE AOMKHBI ObITb UCMONMb30BaHLI, U BCE U3MEPEHUSA Cne-
AyeT NOBTOPUTL C APYroi npo6oi.

6.4.3.5 AHanu3 gaHHbIX U NPeacTaBieHne pesynbLTaTos

[nsa kaXxaoi KOHUEHTpaLuu KO3kl 1 0GLEMHOMN AONU SPUTPOLIMTOB B KPOBU AOMKEH ObITb NPOBEAEH
aHanu3 AaHHbIX, U pe3ynbTartbl ANA KAXKA0W CEPUM peareHTOB NpeAcTaBrieHbl OTAENBHO CNeayoLwmuM 06pasom.

a) CpeaHee 3Ha4YeHUE M CTaHAAPTHOE (CpeaHeKBagpPaTUYHOE) OTKNOHEHME U3MEPEHHbIX 3HAYEeHUN U3
CUCTEMbl MOHUTOPUHIA TTIIOKO3bl B KPOBU AOIMKHbI ObITb PACCUMTaHbI AN KaXXA0W NpoObl U CepuUmn peareHToB.

b) Ha ocHoBe 3HauyeHuin, U3MEePEHHLIX CUCTEMON MOHUTOPUHIA [THOKO3bl B KPOBU, U pedepeHTHbIX 3Ha-
YEHUN CMELLIEHNE TTIOKO3bl U % CMELLEHUS 0IDKHBI ObITb PACCUMTaHBI ANS KAXA0W NPoObl M CEpUN peareHToB.

¢) Ons Toro, uto6bl onpeaenuTb 3 dekT 06bEeMHON 40NN IPUTPOLUTOB B KPOBU HA 3HAYEHUS, U3MEPEH-
HbIE CUCTEMOI MOHUTOPUHIA ITIOKO3bl B KPOBM, AN K0 NPoObl JOmKHA ObITb paccuuTaHa pasHuua Mexay
CpeaHUM CMELLEHUEM TTIHOKO3bl U CPEAHUM CMeLLeHneM Npobbl CO cpeaHuM ypOBHEM. Takon e pacyeT Aon-
»XeH ObITb NPOM3BEAEH ANst KaXA0M nNpobbl, Ucnonb3ys % CMeELLEeHUs!, pacCYMTaHHbIA Ha aTane b).

d) B cniyyae ecnu ad)pekTbl OTBEYAIOT KPUTEPUAM NPUEMINEMOCTU U pe3ynbTaTbl BO BCEX TPEX CepUsix
peareHToB CTaTUCTUYECKU SKBMBANIEHTHBI, BCE pe3ynbrarbl AN KKAOW KOHLEHTPALMK [MIOKO3bl MOTYT ObITb
yCpeAHEHbI AN NPeACTaBNEHUS B UHCTPYKLMU MO NMPUMEHEHUIO.
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B pononHeHnue k TpebosaHuam 6.1.4 cneaytowas uHpopmauns A0mkHa ObiTb BKIHOYEHA B OTUET 00 M3YYEHUU:

1) Pesynbrathl M 3aKnOYEHUA NO MTOraM M3YYeHMUS, B TOM YUCHE:

- 00beM ynakoBaHHLIX KNETOK AN Kaxaomn npoobl;

- ped)epEeHTHOE 3HAYEHME IMNIOKO3bl AN KaXX40n Npoobl.

2) Mpadhmueckoe npeacTaBneHne pesynbLTatoB ¢ 00bEMHON 40NEN 3PUTPOLMTOB B KPOBM, Pa3MeLLIEHHbIX
Ha OCM X, pa3HUUbl cpefiHero oobema ynakoBaHHbIX KIETOK, PA3MEeLLUEHHON Ha OCHU Y, U MakCUMarbHbIM Npu-
eMIieMbIM OTKITOHEHUEM (MONOXUTENbHLIE U OTPULATENbHbIE NPEAEnbl) HA NPEPLIBUCTON NUHUN.

6.4.4 TectupoBaHue uHTepcepeHLUU

6.4.4.1 nsanH nsy4eHus

OueHka gomkHa ObITb NPOBEAEHa Kak MUHUMYM C ABYMSI KOHLEHTPaLUAMM TIIOKO3bI, OA4HA B Npeaenax
nHTEpBana ot 2,8 mmone/n 4o 5,5 mmons/n (ot 50 mr/an go 100 mMr/an) n gpyraa B npegenax MHTepeana ot
13,9 mmonb/n ao 19,4 mmone/n (ot 250 mr/an go 350 mr/gn).

Bewectea Ans OUEHKN BO3MOXHOW MHTepepeHUUn AOMKHbI ObiTb MAEHTUMULUMPOBAHLI aHANU30M PU-
cka. MpumeHstotcs TpebosaHua MCO 14971, oTHOCALWMECS K MAEHTMAUKALMN OMACHOCTMU.

MpunoxeHue A copepkUT NepedeHb BELLECTB, KOTOPbIE MOTYT ObITb NPEACTaBMEHbI B KPOBU U KOTOPbIE
0BHapyXMBaOT MHTEPEPEHLMIO C METOAUKON 3MEPEHMS TMIOKO3bl. TN BELLECTBA A OJPKHbI pacCMaTpUBaTb-
€ Nnpu aHanuse pucka. B cnyyae ecnu BeLeCcTBO, yKka3aHHOE B NMPUIOXEHUU A, HE OLIEHUBAETCS 3KCNEPUMEH-
TanbHbIM NYTEM, PELLEHNE JOIMKHO ObiTb OOBACHEHO.

PekomeHnayetcs akcnepuMeHTanbHbIn AW3aiH NapHbiX Npo6, Npu KOTOPOM CPaBHUBAIOTCS U3MEPEHHbIE
3Ha4YeHuna rMKo3bl M3 NPob ¢ A06aBNEHHbLIM BELWECTBOM U KOHTPOSLHOW Npobbl 6e3 gobaBneHHOro BeLle-
cTBa. [pyrue agumsanHbl 9KCNEPUMEHTOB (Hanpumep, MHOrogakTOPHbIN) NPUEMMAEMbI MPU YCIOBUN CTaTUCTK-
YECKOro onpaBaaHus.

MpumMmeyaHune — B ccoinke [13] npuBegeHo pyKoBOACTBO A5 OLEHKM NOTEHUManbHbIX UHTEepdepupyrowmx
BeLlecTB, BKIOYas pekoMeHA0BaHHbIe TeCTOBbIE KOHLIGHTpaLuu.

PedepeHTHas meToamnka BbIMONHEHUA U3MEPEHUS C NOAXOAALLEN NPELU3NOHHOCTLIO U NPABUINBHOCTbIO
MOXeET ObITb MCMONb30BaHA AN NPUNUCLIBAHUSA NPOOaM pedepPeHTHOro 3HAYEHNUS TTTIIOKO3bI.

6.4.4.2 Kputepum npuemnemoctu

Kputepun npuemnemoctu ana appektos nHtepdepeHuun 4omkHbl ObiTb YCTAHOBMEHBLI B MPOTOKONE
U3y4YeHus.

SddekTbl MHTEPdEpeHUMN AOMKHbI BbITb ONUCAHbI B UHCTPYKLUK NO NPUMEHEHUIO, ECIA OHU OTBEYAIOT
KaKOMY-TO U3 KpUTEPUEB (PYHKLIMOHAMNBHBIX XapakTEePUCTHK.

- Ansa KOHUEeHTpauum rmioko3sbl < 5,55 mmonb/n (< 100 mr/an) cpeaHsia pasHuLa Mexay TeCTOBOIN Npoboii
N KOHTPOSbHBLIM MaTepuanom npeseiwaet 0,55 mmone/n (10 mr/an).

- N KOHUEeHTpauuu rmoko3bl = 5,55 mmonb/n (= 100 mr/an) cpeaHas pasHuua Mexay TeCTOBOI Npoboii
N KOHTPONbHOI npo6oii npesbiwaeT 10 %.

6.4.4.3 MoaroToBka npobbI

Ons noarotoBku 4 npo6 ¢ enatenbHON KOMOMHALMEN KOHLEHTPaL Ui rM0KO3bl U TECTUPYEMbIX BELLECTB
MOXET ObITb UCMONb30BAaHA CNeAyoLLaa MeToaunka.

a) MonyunTtb ABa Nyna BEHO3HOW KPOBU C KOHLEHTPaLMen rmioko3sbl, cneynduuynpoBaHHon B 6.4.4.1.

b) YCTaHOBUTL KOHLIEHTPALMW TMHOKO3bl, €CNU HEOOX0AMMO, UCMONb3Ysl METOAbI, ONUCaHHbIE B 6.1.2.

¢) PazgenuTb KaXabli Myn Ha ABE MOPLMMW: TECTOBYIO NPOBY U KOHTPOSIbHYIO Npody.

d) [o6aBuTb KOHLEHTPUPOBAHHbLIN PacTBOP TECTOBOrO BELLECTBA B TECTOBYIO Mpoldy, uToObl co3aaTb
XenaTenbHY KOHLEHTpaLMIO.

e) [o6aBuTb paBHbIN 0OLEM COMbBEHTA, UCMNOMbL30BAHHOMO ANSi pa3BefeHus TeCTOBOro BELLECTBA, K
KOHTPONLHON NpoGe.

MoryT 6bITb MCNONb30BaHbI APYrMe METOAMKM, KOTOPbIe AAIOT B pesynsrare noaxoasiime npodbl Ans
TECTUPOBaHNUS UHTEPAEPEHLIUN.

6.4.4.4 MeTtoauka oUeHKU

Mepep B3ATMEM NOPLMU ANA U3MEPEHUA Kaxkaasi Npoba A0MmMKHA ObiTb TLLATENBHO, HO OCTOPOXKHO Nepe-
MEeLLaHa nyTeM NepeBopavYnMBaHus NPodUPKH.

TectupoBaHue UHTEpPdEpeHLUn AOMKHO ObITb NPOBEAEHO CO CMEAYIOLE NOCNeA0BaTENLHOCTLIO.

a) MonyunTb pesynbraTtbl NapannenbHbiX U3MEPEHUI TNOKO3bl pepepeHTHON METOANKON BbIMONIHEHMSA
U3MepeHus.

b) Mpoussectun, N0 meHbLleN Mepe, 10 M3MEepPeHUin rIKOMETPOM, MCNOSNL3YA TECTOBYIO MOSIOCKY U3
nepBoO Cepun peareHToB.
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MepeHoC NMNETKOI, CNoCcoGHOM gatb 060bem nNpobbl B npeaenax PeKkoOMeHA0BaHHOrO U3roToBUTENeM
MHTEpBana, MOXeT OblTb UCMNOMbL30BaH A UMUTALMKU NPUMEHEHUSI PYTUHHOW NPOGbI.

¢) MpoussecTtun, N0 MeHbLuen mepe, 10 N3MEPEHUI TNIOKOMETPOM, UCMONb3yA TECTOBYIO MOMOCKY U3
BTOPOW CEpUM peareHToB.

d) MpouseecTtun, N0 MeHbLuen mepe, 10 U3MEPEHUI TMIOKOMETPOM, UCMONb3Ys TECTOBYIO NOMOCKY U3
TPETbEN Cepun peareHToB.

e) MNocne BbINOMHEHNA TECTUPOBAHMSA NIOKOMETPA NPOM3BECTU APYION paf napanmnenbHbiX U3MEPEeHUN
rMIOKO3bl pepepeHTHON METOAUKON BbIMONHEHUS U3MEPEHUS.

f) CpaBHUTb pedhepeEHTHbIE 3HAYEHUS TTIHOKO3bI U3 3TANOB OT a) 40 €), YToGbl BepuULMpoBaTL OTCYT-
CTBME U3MEHEHMI KOHLIEHTPaLMK rM0KO3bl B NEPUO OLIEHKM.

B cnyuyae ecnu pesynbtaThl NpeBbILLAIOT NPeABapUTENbHO ONpPEAENneHHbIe KPUTEPUUM CTabuNbHOCTM
(cMm. 6,1.3), TO M3MepeHHble 3Ha4YeHna ansa nNpobbl HE AOMKHbLI UCMONMb30BATLCA U BCE U3MEPEHUA AOSDKHbI
GbITb NOBTOPEHbLI C APYroi Npoboii.

B cnyuyae ecnu adydpekt mHTEpdepeHuun npeBbilaeT KpuTepun (YHKUMOHAIbHbLIX XapakTepUucTuK
B 6.4.4.2, npou3BECTU OLEHKY A03bl-peakunmn, YtoObl ONPEAEenuTb CTeneHb UHTepdepeHunn kak yHKLMIO
KOHUEHTpaLuu TECTUPYEMOro BELLECTBA.

g) MoarotoBUTL CEpUto TECTOBLIX NPO6 (n = 5) nyTeM cMeLumBaHusa Nposbl, coaepaLluen BbICLUYIO KOH-
LieHTpaLMIO NOTEHLMANbHOTO MHTEPMEPUPYIOLLETO BELLECTBA U KOHTPONbHYIO NPO0bl B pasHbiX NPONOPUUSAX.

h) MonyunTe napannensHble M3MepPeHUs TMOKO3bl C MOMOLLLIO pedPepPeEHTHON METOAUKU BbINOSTHEHUSA
U3MepeHus.

i) MonyunTb, No kpaiHen mepe, 10 U3MEPEHUIi FMIOKOMETPOM U3 KaXaoN Npobbl, UCNONb3YA TECTOBLIE
NONOCKN M3 KaXKA0W U3 TPEX NAapTUIN peareHToB.

j) Mocne 3aBepLUeHUss TECTUPOBAHMUSA TNIOKOMETPA NOMNYyYUTb APYrol psia napannenbHbiX U3MepeHun
TMHOKO3bl C NOMOLLBIO PEEPEHTHON METOAMKMN BbIMOMHEHUS U3MEPEHUS, YTOOBLI BEpUPULMPOBATL OTCYTCTBUE
N3MEHEHUIN KOHLEHTPpaUUK rMoKO3bI.

k) CpaBHUTb pedhepeHTHbIe 3Ha4YEeHUA TMOKO3bl OT 3TanoB h) u j), YToObl BEpUdMUMPOBaTL OTCYTCTBUE
N3MEHEHUS KOHLEHTPaLMM [MIOKO3bl BO BPEMS OLIEHKM.

B cnyyae ecnu pesynbrarbl NPeBLILAKT NPeaBapUTESNIbHO YCTAHOBMIEHHbIE KpuTepuun CTabUnbHOCTH
(cm. 6.1.3), TO U3MEpPEHHbIE 3Ha4YeHMs Ansi NpoObl HE AOMKHBI UCMONbL30BATLCA U BCE U3MEPEHUS AOSHKHbI
GbITb NOBTOPEHbI C APYron Npobo.

6.4.4.5 AHanu3 faHHbIX U NpeacTaBneHne pesynsraTtos

[ns kaXxgoro BeLlecTsa, M3y4YEHHOro Ha NpeaAMET BO3MOXHOW UHTEpdIepeHLMN, aHANU3 AaHHbIX O0MKEH
ObITb MPOM3BEAEH U NPELCTABIEH OTAENbLHO AN KAXA0ro peareHTa cneayowmm o6pasom.

CpeaHee u cTaHgapTHoe (CpeaHeKkBaapaTtUHHOE) OTKNMOHEHUS 3HAYEHUN, U3MEPEHHBIX CUCTEMOI MOHU-
TOPWHra [NOKO3bl B KPOBM, AOMKHBI ObITh paccuUnTaHbl AN Kaxaon npoobl.

HormxHa GbiTb paccyuTaHa pasHuLa Mexay cpeaHuM 3HaYeHWi TECTOBbLIX MPOG M CPpeaHUM 3HaYeHUN
KOHTPONbHbIX Npo6.

B cniyyae ecnu addpekTbl OTBEHAIOT KPUTEPUAM NPUEMNEMOCTU U Pe3ynbTaThbl BO BCEX TPEX CEPUSAX K-
BMBAreHTHbl, BCE pesynbTaTbl KaXA0W KOHLUEHTpaLUuu rmoko3bl MOryT ObiTb YCPeAHEHb! AN NpeacTaBneHns
B UHCTPYKLUUMW MO NPUMEHEHMIO.

B cnyuae ecnu 6bina nponseeaeHa OLEHKa A03bl-peakuum, KOHLEHTpaUMKN MHTEpdEPUpPYIOLLEro BeLle-
CTBA, KOTOPbIE NPEBLILLAIT KPUTEPUM DYHKLIMOHANBHBIX XapaKTEPUCTUK, AOMKHbI ObITb ONpesieneHbl.

CpeaHee u cTaHAapTHOE (CpeaHEeKBaApaTUYHbIE) OTKNOHEHUS1 3HAUYEHWIA, N3MEePEHHBIX CUCTEMOI MOHU-
TOPUHTa T1I0KO3bl B KPOBM, AOSMKHBI ObITb pacCUMTaHbl ANSA KaXaon CMecH, a Takke ansa AByx npod, Ucnonb3o-
BaHHbIX ANs 06pa3oBaHus CMecH.

B cnyyae ecnu adppekTbl OTBEHAIOT KPUTEPUAM NPUEMNEMOCTU U pe3ynbraTbl BO BCEX TPEX CEPUSIX K-
BMUBANEHTHbI, BCE pe3ynbTaTbl KAXXA0W KOHLEHTPaLMM rAoKo3bl MOTryT ObiTb yCpeAHEHbI AN NpeACcTaBneHus
B MHCTPYKLIUU MO NMPUMEHEHUIO.

KoHueHTpauust uHTepepupyioLLIero BeLwecTsa, KOTopas NPeBbILLAET KPUTEPUU NPUEMIEMOCTH, A 0MK-
Ha BbITb paccumTaHa (Hanpumep, UCNoMb3ys JIMHENHLIN aHanNW3 perpeccun, ecnu 3To NOAXOAUT), ANs npea-
CTaBNEHUSA B UHCTPYKLIMK MO MPUMEHEHUIO.

B nononHeHue k TpeboBaHuam nyHkTa 6.1.4 B oT4eT 06 U3yuyeHuM AomkHA ObITb BKIIOYEHA CREAYOLLAS
UHpopmMaLus.

a) NepeyeHb BELLECTB, OLIEHWBAEMbIX HA BO3MOXHYIO MHTEPdEPEHLMIO, TECTOBbIE KOHLIEHTPALUK U OC-
HOBaHus ans otbopa.

b) OcHoBaHuA ANsi 0TKa3a OT OLEeHUBaHUs NOOro n3 BeLECTB, NEPEYUCIIEHHBIX B NPUNOXeHUU A.
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C) Pesynbrarbl U 3aKMIOYEHUA N3YYEHUSA, BKIOYaA:

- TECTOBbIE KOHLIEHTpaLUumn UHTEpdEepeHTa;

- pechepeHTHOE 3HAYEHUE TTIOKO3bI ANA KaXa0n Npoobl;

- rpachmyeckoe NpeacTaBneHne pes3ynsLTaTos, B Criydae ecnum Obina nponseeaeHa oueHka Ao3a-addexT,
C pasMeLleHneM TECTOBbIX KOHLEHTPaLUMin BELLECTBA Ha X-0CU, PasHULIbl MEXAY TeCTOBbIM U KOHTPOMbHbIM
pe3ynsratom, pasmMeLLeHHON| Ha y-0CU, 1 MaKCUMarbHOro MpueMnemMoro npeaena, MAeHTUMULUMPOBAHHOTO
NPEpPbIBUCTON SIMHUEN.

6.5 CTabMNbLHOCTL peareHTOB U MaTepuanos

6.5.1 OGwue TpedGoBaHUA

B cnyyae ecnu cuctema peareHToB, KOHTPOSbHbIE Marepuansl U ApYyrue KOMMNOHEHTbI MOTYT CO Bpe-
MeHeM NOABEPrHYTLCA Aerpagauuun, AOMkHbI OblTb ONpeAeneHbl U BanuaupoBaHbl YCIOBUS XPAHEHUSI U UC-
nonb3oBaHuA.

6.5.2 OnpegeneHue cTabUIbHOCTU

MpumensitoTca TpeboeaHus, cneunduuymnposarHbie B UCO 23640, KOTOpbIe 0XBaTbIBAKOT YCTAHOBNEHUE
CTabUNbHOCTN (PYHKUMOHANBHBIX XapPaKTePUCTUKU U CPOK FOAHOCTH.

7 UHdbopmauums, npegocrtaBnsieMas U3arotoButenem

7.1 O6wme TpedGoBaHMA

Mpumenstotca Tpe6osaHua MCO 18113-1, UICO 18113-4 n UCO 18113-5.

B cnyyae ecnu cneyududeckuii rmokomeTp Tpebyertcs Mcnonb3oBaTth CO cneLuduU4eckon CUCTEMON pe-
areHToB, 9TUKETKA (3TUKETKM) [MNN STUKETKA (STUKETKU) BHELLHETO KOHTENHEPAa] U UHCTPYKLMA NO NPUMEHEHUIO
[JOIMKHBLI AOBECTU 0 Henpod)eccMoHana aro TpeboBaHue.

B MHCTPYKUMM MO NPUMEHEHMIO AOMKHBI ObITb ONUCAHBI €AUHULIBI U3MEPEHUS, COOBLLIAaeMbIE CUCTEMOH,
Hanpumep MMOIb/N UK Mr/an.

B MHCTPYKLMK MO NPUMEHEHUIO AOIMKHO ObITb ONUCAHO, YTO M3MEPEHHDLIE TTIOKOMETPOM 3HAYEHUS IKBU-
BaNeHTHbI KOHLIEHTPAaLUUAM FNIOKO3bl B NS1A3ME UIKU B KPOBMW.

7.2 ®YyHKUMOHANbHbIE XapaKTepPUCTUKN

PYHKUMOHATbHLIE XapaKTePUCTUKN CUCTEMbI MOHUTOPUHTA TII0KO3bl B KPOBU AOMKHBI ObITb ONMCAHbI B
MHCTPYKUWK NO NPUMEHEHWIO. B 4aCTHOCTH, AOMKHBI ObITb CYMMUPOBAaHbLI pe3ynbTaTbl OLEHKU NOBTOPAEMOCTH
(6.2.3.4), OUEHKM NPOMEXYTOUYHON NPELM3UOHHOCTU (6.2.4.4), OUEHKN TOYHOCTH cuctemsbl (6.3.7), orpaHude-
HUA, CBA3AHHbIE C 0ObLEMOM ynakoBaHHbLIX KNeTok (6.4.3.5), adypekTbl uHTepdepeHunn (6.4.4.5) n oueHkn
(byHKUMOHANbHBIX XapakTepUCTUK nonb3osarenem (8.7).

DyHKUMOHANbHbIE XapaKkTepUCTUKMU U ApYras TeXHUYeckasa uHopMauusa AoMmkHbI ObITb ONMCaHL! B hop-
MaTe 1 A3bIKOM, MOHATHLIM HENpodeccuoHany.

B 6.3.7.4 copepxuTcs pekomeHayemblin chopmat (Tabnuubl 4—6) AnsA CyMMUPOBAHUA PE3ynbLTaToB
OLEHKN TOYHOCTM CUCTEMBDI.

B 8.7.2 cogepxutcs pekomeHayembin hopmar Ansa CyMMUPOBaHUA pPe3ynbTaToB OLEHKU (PYHKLUUOHANb-
HbIX XapaKTepUCTUK NONb30BaTenem.

B cnyyae ecnu cucrema MOHMTOPUHTA FNIOKO3bl B KPOBM NOABEPraeTcsi AENCTBUIO (PaKTOPOB OKPYXKalo-
el cpeabl, TakMX Kak Temnepatypa cpeabl, BNaXHOCTb, AaBNEHUE Unu kucnopog (HanpuMep, Ha 60nbLUION
BbICOTE), AOSDKHbI ObITh CNeuudULUPOBaHbI YCNOBUS, HEOOXOAUMbBIE ANSl NONYYEHUS] TOYHBIX U3MEPEHHbIX
3HaYeHuM.

7.3 Bo3amoxHoe AONnosIHeHUe UMHCTPYKLUUM NO NPUMEHEHUIO

MeTtoguyeckme MHCTPYKUMKN, HEOOXOAUMBIE HENPOECCMOHanNY ANS NONYYEHUsI TOYHOTO pesynerara uc-
cnefoBaHuA, MOryT ObITb NpeacTaBneHbl B GOpMe eAUHOro AOKYMEHTA, COAEPXKALLEro MHCTPYKLUKM NO Npu-
MEHEHMIO ITIOKOMETPA U PeareHTHbIX MOMOCOK, U3rOTOBMEHHBLIX O4HUM M TEM XK€ U3TOTOBUTENEM.

Opyrue uHCTpykuumu, Tpebyembie MCO 18113-1, UCO 18113-4, NCO 18113-5 u HacToAwmMM cTaHaap-
TOM, MOryT ObITb NpeACTaBreHbl HA STUKETKAX UMM B UHCTPYKLUMAX NO NPUMEHEHUIO UHANBUAYANbHBIX KOMMO-
HEHTOB CUCTEMbI.
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8 OueHka (PyHKLUMOHANbHbIX XapaKTepUCcTUK Nornb3oBarenemM

8.1 O6wue TpeboBaHuA

OueHka (DYHKLMOHANbHbLIX XapakTEPUCTUK NMOMb3oBaTeneM AormkHa ObITb NposeAeHa A0 pasMeLLeHus
CUCTEeMbl MOHUTOPUHTA FTIOKO3bl B KPOBU AN KOMMEPYECKOro pacnpeaerneHus.
MpumMeHsilotcst TpebosaHuA, cneyuduuyuposaHHble B EH 13612.

MpuMmeyaHnsna

1 OueHku B pasene 8 npefHasHayeHbl Ans BanuaaLuun AeNcTBUiA, KoTophle NpeaycmaTpusatoT obecnedeHune Toro,
YTO (PYHKLMOHASIbHBLIE XapaKTEPUCTUKN CUCTEMbI BYAYT CYLLIECTBEHHO COOTBETCTBOBATL TpeboBaHNUAM NpefHa3Ha4YeHHOro
NpUMeHeHus.

2 HacTosilyuit ctaHaapT He npefHasHadeH Ans cneuyudukauun Beero AusaiHa sanupaumu AeicTBuUi, KoTopble
MoryT noTpeboBaTbcs ANA AEMOHCTPALMN COOTBETCTBMA CUCTEMbI MOHUTOPUHIA ITIHOKO3bI B KPOBU NOTPEGHOCTAM NOMbL30-
BaTensa n npejHasHa4eHHOMY NPUMeHEHHUIO.

OueHka hyHKLUMOHAaNbHbIX XapakTePUCTUK NOMb3oBaTeneM AOIKHa NPOAEMOHCTPUPOBATL, YTO NpeaHa-
3HaYeHHble NONb30BaTENU CMOCOOHbI nony4mnTb TOYHbIE UIMEPEHHBLIE 3HAYEHUA MIOKO3bl, oNnepupya cucre-
MOW MOHUTOPUHra rMOKO3bl B KPOBU C UCMOSNb30OBAHKUEM TONLKO VIHCTPYKLI,VIﬁ U TPEHUPOBOYHbIX Matepuanos,
06bI4YHO NOCTaBNAEMbIX C CUCTEMOA.

TOYHOCTb 3HAYEHUI NIOKO3bl B KANWUMMAPHOW KPOBU, U3MEPEHHbIX HENPOGECCUOHANOM, A0MMKHA ObITb
CpaBHEHa CO 3HAYEHMAMM TIIOKO3bl B KanUINAPHOW KPOBU, U3MEPEHHBIMU peddepPEeHTHON METOAUKOW BbINON-
HEHWUS 3MEpPEHUS.

CuncTeMbl MOHUTOPUHTA TTHOKO3bl B KPOBU ANA CAMOTECTUPOBAHUSA AO0MKHbI ObITb OLIEHEHb! B YCNOBUSAX,
KOTOpPbl€ NO3BONAIT Hel'lpod)eCCVIOHaJ'laM BbINOJIHATb U3MEPEHUA MMIOKO3bl B KPOBU 6e3 MNOCTOPOHHUX BNUAHUN.
OcHoBaHus ans BbIGopa MECT NPOBEAEHUS OLIEHOK AOMMKHbI BbITb JOKYMEHTUPOBAHLI B OT4ETE 00 U3YUEHUMN.

M3y4yeHune omkHO ObITb NPOBEAEHO NOA HABNIOAEHUEM OAHOTO UMW HECKOMNBKMX MEAULMHCKMX pabOTHU-
KOB, YMEIOLUMX UCMOMb30BaTb YCTPONCTBA NPU OLIEHKE.

OueHKa MOXeET ObITb MPOBEAEHA B HECKOSbKMX MECTaX C UCMONb30BaHUEM OA4HON CEpPUN peareHToB.

MnaH oueHkn JOMKeH OblTb 4OKYMEHTUPOBAH B AeTaslbHOM NPOTOKOME, KOTOPbIV A0MKEH ObiTb NPUNO-
YKEH K OTYETY 00 U3y4eHun.

8.2 Kputepumn npuemMnemMocTu u OLEeHKa pe3ynbLTaTtoB

MpuemMnemMocTb U3MEPEHHbIX 3HAYEHWIA TMIOKO3bl B KPOBMU, MOMYYEHHbIX CyObEKTAMU U3YUEHUSA, AOIDKHA
ObITb OLIEHEHA HA OCHOBE CPABHEHUSA G pe(PEPEHTHBIMU 3HAYEHUSAMU TTIHOKO3bI.

95 % MHAMBMAYaANbHBLIX U3MEPEHHbIX 3HAYEHWIA FMIOKO3bl AOMKHbLI ObITh B Npeaenax + 0,83 mmonb/n
(15 mr/gn) 3Ha4YeHWn, U3MEPEHHbIX METOAMKON M3MEPEHMA W3rOTOBUTENSI MPU KOHLEHTPaLUUWU rOKO3bl
< 5,55 mmonb/n (< 100 mr/an) u B npeagenax 15 % npu KOHUEHTpaummu rmioko3bl = 5,55 mmonw/n (= 100 mr/an).

MpuemnemMocTb CUCTEMbI MOHUTOPUHTA IMIOKO3bl B KPOBM AOMKHA ObITh ONpezieneHa ¢ UCnonbL30BaHueM
o6LLUero yncna U3MepeHHbIX 3Ha4eHUI, NONYYEHHbIX BCeMU CyObekTamu, BKMoYas nodbie pe3ynsraTtbl usme-
PeHWi, NOEHTUPULMPOBAHHBIX Kak CTaTUCTUYECKNE BbiNagaloLLme 3HauYeHus!.

Mpumeyanune — Obwee 4NCNO NPUEMNEMBIX U3MEPEHHBIX 3HAYEHNIA COCTOUT U3 YMCHa NPUEMNEMBIX 3HaYe-
HWiA FMIOKO3bl NPU KOHUEHTpauusax < 5,55 mmonb/n (< 100 mr/an), Ao6aBNEHHLIX K YACITY NPUEMIEMBIX 3Ha4YE€HUIA FNIOKO3bI
Npu KOHUEHTpauusax rmioko3ssbl = 5,55 mmone/n (2 100 mr/gn).

MNpnemMneMocT TOYHOCTM CUCTEMbI B MHTEpBanax KOHUEHTpauuu Bbille U HWke 5,55 mmonb/n
(< 100 mr/an) He AomkHbI ObITb ONpeaeneHbl pa3aenbHoO.

8.3 OT60p M NOAroToBKa Cy6GbLEKTOB

K yyactuio B usyueHmmn gomkHo 6biTb NpUBNEYEHoO, No MeHbLiei mepe, 100 HenpodeccuoHanos.

CybObekTbl AOMMKHbI ObITb 0TOOPaHbI C UCNONBb30BaHUEM METOAA NOCNEeAOBaTENbLHLIX NPo6. Bce cyObek-
Thl, CTpagaioue AuabeTom, NoXenasLUMEe y4acTBOBaTb B U3yYEHUM U KBANUMULMPOBAHHLIE B COOTBETCTBUU
C KPUTEPUSIMU BKITIOUEHMUS U UCKITIOMEHUS U3 U3ydeHUs, TPEGOBaHUSIMM K NONL30BATenio, yCTAHOBNEHHBIMU U3-
roTOBUTENEM /1111 CUCTEM MOHUTOPUHTA FIOKO3bl B KPOBU (Hanpumep, o6beMHas 10Ns1 SpUTPOLUTOB B KPOBM
B CNeuMdULIMPOBaHHbIX Npeaenax CUCTEMbI) U NPUEMNEMbIMU PETYNUPYIOLLIMMK TpeBoBaHMsAMU (Hanpumep,
NUCbMEHHOE MH(POPMUPOBAHHOE COrNacue), A0MKHbI ObiTh BLIGPaHbLI AN y4acTUs B U3YYEHUN.

Kputepumn BKNIOYEHUS1 U UCKIMIOYEHUS JOIDKHbI COOTBETCTBOBATHL OFPAHMYEHUSIM, YCTAHOBIIEHHBLIM B Map-
KMPOBKE NPOAYKTa.
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CyOGbekTbl HE JOIMKHbI Y4aCTBOBATL B U3YYEHWUM MU APYTMX AENCTBUSAX C NPUMEHEHMEM CUCTEMbI MOHU-
TOPWHra rMIOKO3bl B KPOBU, MOANEXAaLLEN OLEeHKe B JaHHOM U3YYEHUU.

Mepen BbLINONMHEHWEM CaMOTECTUPOBAHUA K&KOOMY YYaCTHMKY W3yYEHUsi AOIKHbI ObiTb BblgaHbl UH-
CTPYKLMK NO NMPUMEHEHWIO NpoAyKTa W Niodble MaTepuans! Ans TPEHUPOBKM, 0BLIMHO NOCTaBNSIEMbIE C CUCTE-
MOW MOHUTOPWHIA rMOKO3bl B KPOBMU.

YYaCTHWKM AOIKHbI 03HAKOMUTLCA C MaTepuanamm u nodbiM crnocobom UCMONb3OBaHKSA, OMMCAHHLIM B NPO-
TOKOJII€ N3Y4EHUs, KOTOPbIV NMPEACTaBNAET NOPAAOK 06y4eHns HenpodeccroHana NPMMEHEHUIO HOBOTO YCTPOMCTBA.

YyacTHUKaM U3y4yeHusi He AOMMKHbI OblTb NPEeAOCTaBNeHbl HUKAKUe MHCTPYKLUUW, TPEHUHT, COAENCTBUE,
obpaTHas CBA3b UMM AONOSNHUTENBbHBIE NHCTPYKTUBHBIE MaTepuansl TOMUMO TeX, KOTOpble 06bIMHO NpuaatoT-
CSl K YCTPOWCTBY

Mocne o3HakoMneHus ¢ marepuanamum CyObekTbl U3ydeHWA MOryT ObiTb OBOCHOBaAHHO AOMYLLEHbI K
NPakTU4ECKOMY TECTUPOBAHUIO C MPUMEHEHUEM CUCTEMbI MOHUTOPUHIA TIOKO3bl B KPOBU. B Takux cnyvaax
YUCMO MPAKTUYECKUX TECTOB AOIMKHO ObITb OFPAHUYEHO U ONpeaeneHo B NPOTOKONE U3yYeHUs.

8.4 BbinosiHeHMe NPOTOKONA U3yYeHUs

Kaxabili cybbekT usydeHuns OmkeH B3AaTb O4HY Npoby CBOEN KPOBU C NOMOLLbIO NYHKLUMU KOXMU (Hanpu-
Mep, YKON nanbLa) U BbINOMHUTL OAWH TECT C UCMONb30BAHUEM CUCTEMbI MOHUTOPUHTA MMIOKO3bI B KPOBMU.

B cnyyae ecnu cyObekT coobLIaeT 0 40NyLLEeHHON ownbke NPy BLINOSIHEHMU CAMOTECTUPOBAHUSA, TaKON
KaK HEMPaBWIbHOE HAHECEHUE KPOBU HA PEareHT Unu nosly4eHne HeKONMYECTBEHHOTO pesynbrara, CyobekTy
JomkHa ObITb NpeaocTaBneHa BO3MOXKHOCTb NOBTOPUTL CaMOTECTUPOBAHUE U NEPCOHAN M3YYEHUA AOMKEH
AOKYMEHTUPOBATL OLLIMOKY B OTYETE 00 U3YYEHUMN.

Pesynerarbl HENPABUIEHO BLIMOMHEHHBIX TECTOB AOMKHbI ObITb UCKIIOYEHbI U3 ONpeaeneHns npuemne-
MOCTU CUCTEMbI MOHMTOPWHTA FFIIOKO3bl B KPOBW. MakCuMyM Tpu UCKNIOYEHUS, BbI3BAHHbLIX HETOYHLIM BbINON-
HEHWeM CaMOoTECTUPOBAHUA, AOIPKHBI ObITh MPEAOCTABNEHbI B pacHeTe Ha CyObekT.

Yncno u cneunduyeckas npupoaa HeNPaBUIbHOTO BbINOSIHEHNA TECTOB AOMKHbI ObITb ONUCAHLI B OT-
yete 06 usyyeHum.

8.5 PechepeHTHbIE 3HAYEHUA FIHOKO3bI

B TeyeHune 5 MMHYT nocne BLINOMIHEHUA TeCTa Nonb3oBaTenem HabnoAaLWmMii MEAULIMHCKMIA pabOTHUK
JOMKeH B3siTb NPOOyY KanNMNNAPHON KPOBU ANA n3MepeHus pedepeHTHOrO 3HaYEHUS TTI0KO3bl, ONpeaeneHus
o0bbema ynakoBaHHbIX KIETOK U AN onpeaeneHuns niodbix Apyrux KpUTepUeB UCKIIOYEHUs1, cneyuduumpoBaH-
HbIX B NPOTOKOME U3YYEHUS.

PecepeHTHasa npoba MoxeT ObITb B3ATa U3 NPOKONA KOXW NaLueHTa Unu U3 BTOPOI MYHKLIMKU KOXM, Bbi-
NMONHEHHOW MEAULIMHCKUM PabOTHMKOM.

B3aTtue pedepeHTHON Npodbl U3 NYHKUUM KOXKM Yy4aCTHUKA U3y4yeHUsl npeanovTutenbHo. B cnyyae He-
06X0AUMOCTU BbIMOSMHEHUS BTOPON NYHKLMW KOXMW STO A0SDKHO ObITb JOKYMEHTMPOBAHO B OTYETE 00 U3yYeHUM.

PedepeHTHas npoba gomkHa 6biTb U3MEPEHa C NOMOLLbIO METOAUKU pedePEHTHOIO U3MEPEHUS TTIOKO-
3bl. [1na npunucbiBaHusi pehepeHTHOro 3Ha4eHNA rMIOKO3bl NPUMEHSIOT TpeboBaHus 6.3.2.

8.6 YenoBeyeckue pakropbl

TexHuka nonb3oBarens B ONepUpoOBaHUM CUCTEMON, MPUMEHEHME NPOOLI M YTEHUE PEe3ynbTaToB JOMK-
Hbl HAONIOAATECA MEAULMHCKUM NEPCOHANOM U3yYeHUs.
Habniopaemble yenoBedeckue hakTopbl A0MKHbI ObiTh JOKYMEHTUPOBAHbI B OTYETE 00 U3yYEeHUMU.

8.7 AHanu3 gaHHbIX U NpeacTaBneHue pes3ynbraTtoB

8.7.1 O6uwme nonoxeHma

[aHHble AOmMKHbI ObiTb MPOAHANU3NMPOBaHLI B MECTE NMPOBEAEHUSI U3YYEHUSI, €CNU U3YYEHUE NpPOBO-
AUTCA BO MHOrMX mecrax. PasHuua mexay pesynsratamu, noslydeHHbIMU B pPasHbIX MECTax, AOMmkHa ObiTb
OOKYMEHTUpOoBaHa B oT4yeTe 06 U3y4eHuu.

[laHHble MOTYT ObITb UCKIIOYEHBI U3 aHanNu3a, B Criy4ae ecnu Npou3oLuna AOKYMEHTMPOBaHHAas OLInbka
B BbIMONMHEHUN METOAMKU, KaK ONpeaeneHo npoToKONoM udydenus. NpumeHsilotca TpeboBaHUsi, ONUCaHHbIE
B6.1.2.
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BbinagatoLwme aaHHbIe He JOIDKHbI ObiTh UCKMIOYEHBl U3 aHanu3a JaHHbIX NPU ONpPeaeneHuy npuem-
nemMomn TOYHOCTM cucTeMbl (8.2), 0AHAKO AOMKHbI ObITb UCKMIOYEHbI U3 pacyeTa CTaTUCTUYECKUX NapamMeTpoB
AnA TOro, YTobbl M3GEXKaTb HapPYLUEHUS LEHTPanbHOW TEHAEHLUMM U OLIEHOK Aenpeccun.

MpumeyaHune —UNCO 5725 u cebinka [13] cogepxaT pyKOBOACTBO N0 UAEHTUGMKALUW BbINAAAIOLMX CTaTy-
CTUYECKUX pe3ynLTaToB.

B cnyyae ucknioveHust 4aHHbIX B OTYETE 00 U3yYEHWUM AOMKHbI ObITh 4OKYMEHTUPOBaHLI OCHOBAHUSA ANA
UCKIIOYEHUS.

Pesynkrartbl U3y4eHus AOMKHbI ObITh NpeacTaBneHsl B hopMme rpadmka pa3HuLbl, Kak onucaHo B 6.3.7.2.

Bbinagatowpye gaHHble AOMKHbI ObiTb 0603HaYEHbI Ha rpadKke OTNUYAKOLLMMUCS CUMBOMAMMU.

HabntogeHnsa n pesynbtaThl U3yYeHUA AOMKHbI BbITb JOKYMEHTUPOBAaHbI B OTYETE.

Kpowme Toro, aomxHa ObITb NpuBeaeHa crneayoLas nHpopmaums:

a) obLlee YMcno npoaHanmM3npoBaHHbIX NPooG;

b) nHTEepBan KOHLUEHTPAaLUWIA FMIOKO3bI;

C) 3HAYEeHUsI IMIOKO3bl, UBMEPEHHbIE YCTPOINCTBOM, pehEPEHTHbIE 3HAYEHUSA TNIOKO3bl U 3HAYEHMs 06b-
€MHOI JONN 3pUTPOLUTOB B KPOBU, HAOMIOAABLUMECS KaXKabiM YH4aCTHUKOM U3y4eHus:;

d) pestoMe CTaTUCTUYECKOrO aHanMs3a ¢ JOBEPUTENbHLIMU MHTEPBANAaMU;

€) CyMMa BCEX BbINaAatoLLUMX 3HAYEHUM, UCKMIOYEHHBIX U3 CTaTUCTUYECKOTO aHanu3a, BKMoYas MeToq
naeHTudmkaummn u pesynbraTbl UCCNea0BaHUSA;

f) rpadmk pasbpoca aaHHbIX;

g) AeTanbHOe ONUcaHne METOAUKN PePEPEHTHOrO N3MEePEHUs IIKO3bl, €€ KanubpoBku (BKMOYas Me-
TPONOTMYECKYIO NPOCNEXUBAEMOCTb) U Banuaauma unm sepuukama HeNpeyun3moHHOCTU U CMELLEHUS;

h) ccbInNkM Ha MeToanKU CTaTUCTUYECKOro aHanusa.

8.7.2 O6wpme pesynbraTthbl OMKHbI ObITb CYMMUPOBAaHbLI ANS MHCTPYKLUMIA MO NMPUMEHEHUIO, UCNOMb3yA
cneayowmi dopmar:

M3yyeHue oLeHUBaHWSA 3HAYEHWI TTTIOKO3bl U3 NPOO KanunnsApHON KPOBU, B3SATbIX U3 MarnbLia, NOMyYeH-
Hble #H HenpodeccuoHanamu, Aano crneaylowme pesynsraThbl:

XX % B npeaenax + 0,83 mmonb/n (£ 15 Mr/an) 3Ha4eHUn MeaULIMHCKON nabopaTtopun NPU KOHLEHTpa-
LMAX rMoKo3bl HUKe 5,55 mmonek/n (100 mr/an) n YY % B npeaenax £ 15 % 3HaveHuin meauumHckon nabopa-
TOPUM NPU KOHLIEHTpaUUsAX IMIOKO3bl, paBHbIX Unu Bbiwe 5,55 monb/n (100 mr/an).

8.8 OueHKa MHCTPYKLUUIA NO NPUMEHEeHUI0

8.8.1 O0OLwWMe nonoxeHun

MHCTPpYKUMKU NO NPUMEHEHUIO U CBEAEHUS, pa3MeLLEHHbIe Ha FMIOKOMETPe, A0SKHbI ObiTb OLEeHEHbl B
OTHOLLEHUIK ACHOCTMU U MONE3HOCTM.

OueHka A0mKHA ObiTh BbINONMHEHA CyObEeKTaMu, yHaCTBYIOLIMMU B OLIEHKE (PYHKLUMOHANbHLIX XapakTe-
pMcTUK nonb3osareneM. [ipyrue HenpodpeccMoHarnbl TaKkke MOryT y4aCTBOBaTb B OLIEHKE.

8.8.2 MeTop OLIEHKM

MeTtog OLeHKM J0DKeH ObITh OCYLLIECTBIIEH C MOMOLLbIO aHKETbI, PEAHA3HAYEHHOW OLEHUTb, HACKONbLKO
nonbL30BaTeNyu NOHUMAIOT, KaK NPaBUITbHO NPUMEHUTb YCTPOWCTBO.

TunuyHas aHkeTa MOXET COCTOSATb U3 CepUn 3asABNEHUI, OTHOCUTENbLHO KOTOPbIX YHaCTHUKOB OLEHKU
NPOCAT yKa3aTb CTENEHb UX COIMacus C KaXAblM 3asiBNieHMeM Ha wkane ot 1 40 5 (1 = coBepLeHHO He Co-
rnaceH; 3 = HeMTpanbHOe OTHOLUEHUE; 5 = NoNHOoe cornacue).

lpumep — AHKema Moxxem eKno4amb 6 cebs1 criedyoujue 3asaesIeHUs:

- UHCcmpyKuus oyeHb npocma Ans ebINOHEHUS.

- Pesynsmambi mecma, 0603HayeHHble Ha Quciiniee 2/1l0KoMempa, Jie2Ko yeudems.

- Bbis10 Nle2Ko NMOHAML pesynbLmamel mecma.

- MHcmpykyuu noHsmHo o6bscHsom, Ymo deflamb, ec/lu Ha MOHUMOPe 2/II0KoMempa nosieunachb owu-
60oyHasn uHgpopmayus.

YyacTHUKaM n3ydeHust Takke AomkHa GbiTb NpeaocTaBneHa BO3MOXXHOCTE NPEACTaBUTE HEOTPAHUYEH-
HblE€ KOMMEHTapuUK 00 UX OMbITE NPUMEHEHUS CUCTEMBI MOHUTOPUHTA FTIOKO3bl B KPOBU W WHCTPYKLMWIA NO NpU-
MEHEHWIO.
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Bo usbexaHue cmeLLeHns pesynbTaTtoB U3y4eHus aHKeTa JomkHa ObiTk 3anonHeHa nocne 3aBepLueHus
CamMOTECTUPOBaAHUS CyObEKTaMM.

8.8.3 PesynkraTthl aHKkeTUPOBaHUA

AHkeTa JOMmkHa ObITb PACCMOTPEHAa U OLEHEHa AndA TOro, YToObl onpeaenuTb, HACKONBKO afeKBaTHbI
WHCTPYKUMKU NO NPUMEHEHUIO U CBEIEHWUS HA AUCTINEE IMIOKOMETPA.

KoMMeHTapum y4aCcTHUKOB M3YYEHUS U PE3YNbTaTbl aHKETUPOBAHUS, BKMIOYAA PEKOMEHAOBAHHbIE Aei-
CTBUA, HEOOXOAMMBIE ANSA YNyYLIEHNA ACHOCTU U NOME3HOCTU WHCTPYKLUMIA MO MPUMEHEHWUIO, JOMKHbI ObITb
[OKYMEHTUPOBAHbI B OTYETE 00 U3y4YeHUU Unu CneunanbHOM OTHETE.
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Mpunoxexue A
(cnpaBouHoe)

Bo3MOXHble uHTepdepupylolme BeuecTsa

A1 Uenb

Llenbio AaHHOMO MPUNoXeHUA ABMNAETCA UASHTUNKaLMA BELECTB, KOTOpble MOTYT NPUCYTCTBOBATL B KPOBU Npesa-
nornaraeMbiX Mosb3oBatenei u KoTopble 06HapYXWBaKOT UHTEPEPEHLUIO C OAHON WU HECKONBbKUMU METOAUKAMU U3Me-
peHust MoKo3bl. [laHHbIN NepeveHb He NpeAHasHaYeH ANS BKIOYEHUA BCEX BO3MOXHLIX MHTePdEPUPYIOLLUX BELLECTB U
He npegHasHayeH TpeboBaTb TECTUPOBAHUA, €CNKN HET OCHOBAHWUSA NOAO3PEBaTb BO3MOXHYIO UHTEPEPEHLUIO.

U3roToBUTENN JOMKHBI YYUTBIBATL, MOMYT NN 3TU BelecTBa UMTepdepupoBaTb ¢ NPOM3BOAUMON UMU CUCTEMOM,
Kak ornmcaHo B 4.3.2. TpeboBaHus No TECTUpPOBaHMIO UHTepdepeHLMU onucaHbl B 6.4.4.

PellieHne He oLieHWBaTL BeLECTBA, NepPEeYUCTIeHHbIE B JAHHOM MPUNOXEHUW, JOMKHO BbITb OCHOBAHO Ha aHanuse

pucka.

A.2 Bo3moxHble uHTepdepupylowme Belectea

a) AueTamunHodeH (napaveTtamon)

g) EDTA

h) ManakTo3a

i) FeHTU3NMHOBaA Kucnota
j) MotaTnoH

k) FfemornobuH

[) FenapuH

m) U6ynpodeH

n) NkogeKkcTpuH

0) L-DOPA(L-3,4-aurngpokcudpeHunanaHut)
p) Mansrosa

q) Metun- DOPA

r) MpanunaokcuH inoang (PAM)
s) Canuyunar

t) TonbyTamug

u) Tonasamug

v) Tpurnuuepugbl

w) Yparbl (Mo4eBas Kucnota)
X) Keunosa
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MpunoxeHue B
(cnpaBouHoe)

Llenb npocnexnBaeMocTu

OnpepeneHue eguHnubl CU,
(Hanpumep, rnioko3a, MMonb/n)

Marepuan MeToguka OTBETCTBEHHOCTb
Ceptudmkaumn o
METPOMNOrUYECKUM M:Jfonomqec'("”

LeHTPOM ueHTp

ATTecToBaHHbIN
cTaHAapTHbIA obpa3se

AapT paseu MeTtponoruyeckui

LeHTp

(Hanpumep, NIST SRM 917b)

MeToauka B3BewmBaHma | MarotoButens

MepBuuHbIe KanubpaTopbl

FNIOKO3bl
MarotoButens
U3bpaHHas usrotoBuTenem
MeToAUKa U3MEpPEHUA
(Hanpumep, rmOKO30- WaroToBuTens
oKcuaasa, reKCcokMHasa)
Pa6ouwnit kannGpatop
W3roToBUTENA
(Hanpumep, naHenb 06pasuoB WarotoButenn
KPOBM YeroBeka)
PyTuHHan meTtoguka
M3MEepeHus KOHeYHOoro
nonn3oBaTens
(Hanpumep, cucrema Monk3osaTens
peareHTOB
1/Ann UHCTPYMEHT)
PyTuHHas npo6a Monb3oBarerns
(Hanpumep, npoba nauueHTa)
PesynnTar
(KOHLIeHTpaLUms rnioKo3bl

B npobe naumenTa) Monk3oBaTenb

PucyHok B.1 — MpuMep Lienu npocnexmBaeMocTy s hakTopu-kanubpoBaHHON CMCTEMEI MOHUTOPUWHIE ITTHOKO3b! B KPOBU

MpumMedaHuns

1 UnnrocTpayus, npuBefeHHas Ha pucyHke 1, BO3MOXHOW Lenu npocnexuBaemocTu B3ATa n3 MCO 17511, nyHKT
4.2.2 1 pUCyHOK 1.

2 [JlaHHbIl NnpuMep He npefHasHavYeH NpefcTaBuTb 4UMHCTBEHHYIO BO3MOXHYHO LieMb MPOCNeXnBaeMocTn Ans cu-
CTeMbl MOHUTOPWHra KO3kl B KPOBY.
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Mpunoxenue C
(cnpaBouHoe)

OcHOBaHUA Ans TPeGoBaHUIM K aHANUTUYECKUM (DYHKLMOHANBbHBLIM XapaKTepUcTUKam

C.A1 Uenb

Lienb AaHHOTO MPUIOXEHNS1 COCTOUT B JOKYMEHTUPOBAHWM OCHOBbLI KPUTEPUEB aHANUTUYECKUX (DYHKLIMOHAMBHBIX
XapaKTepUCTUK, CneLudULMpOBaHHbIX BO BTOPOM U34aHWKU HACTOALLEro cTaHgapTa.

C.2 O6wme nonoxeHus

Kputepumn TouHOCTU cucTeMbl Ans Bepudmrkayun cnocobHOCTH aHanNUTUYECKUX MYHKLNOHAMNbHBLIX XapakTepucTuk
6bInM ycTaHOBNEHLI B NEPBOM U3AiaHUmM HacTosLwero ctangapta MCO 15197:2003. NpuemneMasn TO4HOCTb CUCTEMbI Bbina
+ 0,83 Mmmonb/n (+ 15 Mr/An) NpyU KOHLUEHTPaLMK rMoko3bl < 4,2 MMonb/N ( < 75 mMr/an) u = 20 % npu KOHLIEHTPaLMK IMIOKO-
3bl = 4,2 MMonb/n (= 75 Mr/an). 3Tn KpUTepuu, Kak GbinNo ycTaHOBNEHO BO BBeAeHUM K MCO 15197:2003, 6birn ocHoBaH®b!
Ha Tpex coobpaxeHusix:

a) a¢ppeKTMBHOCTU COBPEMEHHOW TEXHONOTUU ANA MOHUTOPUHra NaLWEHTOB C caxapHbiM AuabeToM, eMOHCTPUpPY-
€MOM nccneoBaHUSAMU KITMHUYECKUX UCXOA0B C UCNONb30BaHUEM YCTPOACTB NS MOHUTOPUHIa, C AOCTUTHYTLIM BbICOKUM
ypoBHeM pesynbraToB (state-of-the art);

b) pekomenaaumsx uccnegosateneil Auabera, a Takke Ha CyLLECTBYIOLMX CTaHAAPTax NPOAYKTa U PyKOBOACTBaX
perynupyoLLux opraHos;

C) AOCTUrHYTOM BLICOKOM YPOBHE COBPEMEHHBIX AOCTYNHbLIX TEXHOMOMIA N JoKa3aHHbIX PyHKLIMOHANbHBLIX XapaKkTe-
pYCTMKaX CyLLECTBYIOLLUX KOMMEepYECKUX NPOAYKTOB.

Bo BeegeHum k MICO 15197:2003 Takke oTMe4eHO, YTO Oyaylliee coBeplUEHCTBOBaHUE CNOCOBHOCTU aHanuTu4e-
CKMX (hyHKLMOHArbHBIX XapaKkTepucTuk 6birno npegBuanMO. YnydlleHne yHKLMOHAmNbHbLIX XapaKTepucTUK oXxuaanoch 3a
CYET KOHKYPEHTHBIX HOBaLMiA, 0COGEHHO 3a CYET NPOAONKAIOLLEroCs YMEHbLUEHUA BIMAHUA TEXHWUKW Mofb3oBaTensa Ha
TOYHOCTb PE3YNETaToB TECTUPOBAHUSA.

Kpome Toro, MeguumHckue akcnepThl coobLuatoT, 4To yA06CTBO caMOTecTUpoBaHUA ynydlaeT B3auMonoHuMaHue
C MayueHTamu. BbiNo pelleHo, YTO CTaHAapT AOMKEH He MOMELLaTh NOCTOSIHHOMY OBNneryeHnto NPUMEHUMOCTH [TTH0KO-
MeTpa, Tpebysi OT W3roToBUTENEeH COCPEROTOUUTL ANU3AiH YNYULIEHNA Ha aHAaNUTUYECKUX XapaKTepucTUKax 3a cyeT rnpu-
MEHUMOCTH.

B coBpeMeHHble rmMioKoMeTpbl BCTPOEHO MHOMO YCOBEPLUSHCTBOBAHWUNA, NpefHasHavYeHHbIX ANA YMEeHbWEHNUA OLLIK-
60K NpKU NCMONB3oBaHUK U 6oMKM NpM caMoTecTUpoBaHUM. MNpUMepamMmn Takux yCoBepLUISHCTBOBAHWA MOTYT CAYXUTb YMEHb-
LeHWe o6beMa Npo6hl 1 GornbLuas CKopoCTk TECTUPOBaHUS, UCKNIOYEHWE KOAMPOBaHUS, kanubposku, nu TpeboBaHus no
BpeMeHu; 6ornee LUMpokue paMku Temnepatypbl 1 cooblyeHns 06 owmbkax npu YpessblivaiHbIX TeMnepaTypax; CHUXeHue
YYBCTBUTENBHOCTY K BO3AECTBUIO OKpYXalOLLEel CPeAL!; ynydleHne cTabunbHOCTU peareHToB B TedeHUe Gonee npoaon-
XUTENbHOro BpeMeHU; eANHULIA U3MEPEHUS], KOTOPYIO He MOXET U3MEHUTL NONb30BaTeNb; CHKEHNE adpdekTa 06beMHON
L0V SPUTPOLIMTOB B KPOBM.

C.3 OcHOBBbI ynyUlleHHbIX Tpe6oBaHUIt TOYHOCTH

[aHHoe u3faHue HacTosLlero crtaHjapra cogepXuT 6onee yakue KpuTepuum AnA TOYHOCTU. PasnuuHble ycunusa
uneHoB NCO/TK 212 6binn o6begnHeHBl AN AOCTUXKEHNUA HOBLIX KPUTEPUEB.

OcHoBbl 6onee y3kux TpeboBaHuiA BKItoYaloT B ceba criefytolme Heocnopumble dakTbl:

- CaMOTEeCTVpPOBaHMWE [THOKO3bl B KPOBU UrpaeT BaXKHYIO porb B NiaHe JieYeHUss MHOMMX NaLUeHToB, cTpaaatoLLmnx
AnabeToM. Mcnonbaytolme MHCYNUH NalMeHTLl MOTYT perynupoBartb 403y UHCYNMHA Ha OCHOBE CaMOTEeCTUPOBaHUA Mto-
Ko3bl B KpoBW. BorbLias runornukeMusi (To ecTb runormukeMusi, Tpebytoljan yyacTusi TpeTbUX NnL) pa3suBaeTca Gonee
YacTo Y UHTEHCUBHO NEYUMbIX NaLueHToB;

- Y MHOMUX NauneHTOB ¢ AMabeToM OTCYTCTBYET CUrHanbHasi iHopMaLuus o runornmkemMun. CamoTecTupoBaHue ¢
Ucnonb3oBaHWeM unm 6e3 NOCTOSHHOrO MOHUTOPMHIA FOKO3bl (MPUMEHSIEMOrO Y MEHBLUMHCTBA NaLUMeHToB ¢ AuabeTom
1 TUNa n gaxe y MeHbLUEro npoLeHTa naumeHToB ¢ AuabeTom 2 Tuna npy 4aHHOM NEpPeCcMOTpe) ABNAETCA €4NHCTBEHHLIM
NpaKTU4eCKUM cnoco6om obHapyKEHWST aCUMITOMAaTUYECKOA MMMOrMMKEMUN.

MeguUMHCKMe SKCnepThl JOCTAaTOMHO aBHO nobyxaaloT K 6onee TOYHLIM U3MEPEHUAM MOHUTOPUHIa FMIOKO3bl B
KpoBu [14]. Ewe B 1987 I. B 3asiBreHUM O KOHCceHcyce AMepuKaHCKoW AunabeTuyeckoi accoupaunmn peKoMeH[0Banoch:
«Llenbto Bcex BygyLLmMx CUCTEM CamMOTECTUPOBaHUSA ITIHOKO3bI B KpOBM ByAeT AoCcTxKeHUe BapuabenbHOCTH (cucTema nioc
none3oBaTtesb) < 10 % npu koHUeHTpaumsax rmioko3bl 30—400 mr/an 100 % spemenun» [15]. Bonee nosgHue nsy4eHns KoM-
MbOTEPHON UMUTaLMK NO3BOMUMM MNOKa3aTb, YTO FIOKOMETPHI, KOTOPLIE COOTBETCTBYIOT COBPEMEHHbBIM cneundukaLmsamM
KayecTBa, NO3BOSSHOT GOMbLUMIA NPOLEHT 403 BBEAEHHOTO UHCYNUHA OTIIMYUTD OT NpeaHasHavYeHHbIX o3 [16], [17].

C Apyroi cTtopoHel, GbINo AoKasaHo, YTO FMIOKOMETPLI, oTBevawme TpeboBaHUAM NEPBOro U3faHUA HacTosLle-
ro cTaHgapTa, codeTanuch C Yry4ylleHHBIM KOHTPOIEM FUKEMUA U NOSUTUBHBIMU KITMHUYECKUMU UCXOAaMU B LLIMPOKUX
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paH4OMU3NPOBaHHBIX KOHTPOMMPYEMBIX KITUHUYECKUX UCCNEAOoBaHUSAX, Taknx Kak uccrnefosaHua KoHtponsa guabeta u
OCMNOXHEHUA [18]. XOTA HET KIMMHUYEeCKMX [oKas3aTenbCTs, YTO Gonee ToYHbIE MTOKOMETPhI NPUBOASAT k 6Gonee Gnaronpu-
ATHBIM UCXOAaM, MeAULIMHCKWE 3KCNepThl, y4acTBOBaBLUME B paspaboTke AaHHOMO U3faHus, nonaratoT, YTo forndecku
LOMNycTUMO, YTOo Nyylue paboTatoline rMoKkoMeTpbl ByayT NpUBOAMTE K Boree TOMHON AO3NPOBKE WHCYIMHA U MOSTOMY K
6onee GnaronpusATHLEIM A5 NaLUEeHTOB UCXO4aM.

MHorvne n3roToBUTENN CHUTAIOT, YTO COBPEMEHHbIE TEXHOMOMMK TMIOKOMETPOB AOCTUINM Npeferna cnocobHOCTM UX
aHanuTUYecKknx YHKLMOHANbHLIX XapakTepucTUK U BbipaxatoT onaceHue, 4To TpeboBaHusa padpaboTkun Bonee TOYHbIX
TMOKOMETPOB NPUBEAYT K MEHbLUMM yA06CTBaM WX MCNoMb30BaHUA nofb3oBaTensamMn. OHWM OTMeYaroT, YTo BoMbLUMHCTBO
3Ha4YMMBbIX PaKTOpPOB, BIUAIOLMX Ha YacTOTY MOHUTOPUHIA ITHOKO3kl U corrache ¢ PyTUHHBIM MOHUTOPUHIOM, 4acTo fO-
poru, HempaKTU4HbLI U NPUBOASAT K BONKU NPW camMoTECTUPOBaHWM.

Perynupytowme Brnactu CLUA LuTupytoT npeapbiHOYHbIe 0630pbl CUCTEM TTIOKOMETPOB, KOTOpbIe AEMOHCTPUPYHOT
floKa3aTenbCcTBa COOTBETCTBUS Y3KUM CTaHAapTaM TOMHOCTU. OHU TakKe OTMEYaloT, YTO IMIOKOMETPLI, NpejHa3HaYeHHble
IANs HenpodeccHoHalnbHOro NMpUMEHEHNs, YacTo UCMOoNb3ykTCA B GonbHULEX ANA MeAMLMHCKOro NPUMEHEHNS, KOTOpoe
TpebyeT 6onee TOMHLIX U3MEPEHWIA TTHOKO3bI B KPUTUHECKUX COCTORHUSAX, ANSA Bonee XecTKoro KOHTPOns ruKemMun u T. .
XoTH ynomMuHaHWe o TakoM MPUMEHEHWN PE3OHHOE, KOHTPOSb MTIFOKOMETPOB CaMOTECTUPOBAHUS [IHOKO3bl B KPOBW, WC-
nonk3yeMblX B 6oMbHULaX, HaXOAUTCA BHE 0BnacTu NpUMEHeHUs HacToALLEro cTanjapTa U He MOXEeT UMETb OTHOLLEHUS
kK UCO/TK 212.

C.4 HoBble KpuTepumn TOYHOCTU

[aHHoe u3faHWe HacTosero cTaHjapTa afanTUpyeT HoBble TpeboBaHUS K aHaNUTUYECKUM (YHKLMOHANLHEIM
XapakTepucTukaMm Ans rroKOMEeTPoB, NpedHasHadYeHHbIX AnA HernpodeccuoHanoB. Tenepb KPUTEPUU NMPUMEHAOTCS K
oLieHKe DyHKLUMOHaNbHbIX XapaKTepuUCTUK Nonb3oBaTeneM B pasgene 8, npefHasHadeHHON OCYLEeCcTBUTL Banuaaumio
LelcTBWiA, KoTopble BKIto4atoT B cebs fo6aBneHHyto BapnabenbHOCTb, BbI3BaHHYIO TEXHUKOW nornb3oBartens. PaHee kpu-
Tepun TOYHOCTU CUCTEMbI MPUMEHSAMUCH TOMBKO K OLEHKE PYHKLMOHAmMbHBLIX XapakTepUCTUK, NMpU KOTOPOI oLieHWBanach
aHanuTu4eckas crnocobHOCTb MMIOKOMETPa U CUCTEMbI B KOHTPOINUPYEMBIX YCIOBUSIX.

Bonee y3kue KpUTEPUM TOMHOCTU CUCTEMBI BbINM @4anTUPOBaHLI A8 3HAa4EHWUIA MTHoKO3bl 6oNbLUKNX, YeM 4,2 MMOnb/A
(75 wr/gn). Mpu KoHUeHTpauusx rmokosbl < 5,55 mMonk/n (< 100 mr/an) 95 % pesyneratoB TecTupoBaHus Tpebyercs
UMeTb B npegenax + 0,83 mmonk/n + 15mr/gn). Mpu Bonee BbICOKMX KOHLEHTpaLMAX rMokosbl 95 % peaynsratoB TecToB
AOMmKHbl ObITh B Npegenax +15%.

Hanee, B gu3saiiHe nayyeHus Bepudpukauumm B pasgene 6, 99 % Bcex pesynsratoB TpebyeTca umeTb B 30Hax A u B
CornacoBaHHoii ceTkun owmbok (Consensus Error Grid). MNepBoe U3gaHue HacTosLero craHaapta Tpebosarno, 4tobbl 95 %
pe3ynesraToB TECTOB COOTBETCTBOBAM CneLydULMPOBaHHBIM KPUTEPUSAM TOYHOCTU cUCTeMbl. PaHee He cyulecTBoBano
npepena B 5 % pesynsraToB, KOTOPLIE HE OTBEYAIOT CneLmdULUPOBaHHBIM KPUTEPUAM.

YTo6kI LOCTMHL HOBLIX KPUTEPUEB, KOHLIEHTPALWSA ITIIOKO3bl, A€ KpUTEPUIA 3MEeHSAETCA OT abCoNIOTHON KOHLUEeHTpa-
LUK TT1H0KO3bI Ha NPOLEHTEI, AOMKHa BbITh NoBLIleHa oT 4,2 MMonb/n (75 Mr/an) Ao 5,55 mmone/n (100 Mr/an). 3To morno
Gbl ObITb HENPaBWUITEHO WHTEPMNPETUPOBAHO Kak ocriabneHue kputepueB Mexay 4,2 mmons/n (75 mr/an) u 5,55 mmone/n
(100 Mr/gn), ofHako 310 He Tak. MaTeMaTUieckn UsMeHeHUe okasbiBaeT apeKkT coxpaHeHUs cyliecTsylowmx Tpebosa-
HWIA K TOMHOCTM cUCTEMbI HUXKe 4,2 MMonb/n (75 mr/an) u TpebyeT Gonblueit TOUHOCTH BhiLe 4,2 mmonb/n (75 mr/an). Ecnn
4,2 MMonb/n (75 Mr/an) ocTaeTca NepexofHO TOUKOA, cosfacTc aHoMmaribHas cUTyauus, koraa Tpebyemasn cTeneHb Tou-
HOCTW ANS KOHLIEHTpaLWiA rMioko3sbl Mexay 4,2 MMonb/n (75 mr/an) u 5,55 mMons/n (100 Mr/gn) okaxeTca 6onblue, Yem
cTeneHb TOMHOCTH, TpebyeMolt ANA KOHUEHTPaLMiA ImioKo3bl Hke 4,2 MMonb/n (75 mrign).

[JaHHoe u3aaHWe HacTosALWero cTaHaapTa afanTMpyeT OCHOBaHHbIA Ha pucke noaxof K TpeGoBaHUAM K TOYHOCTU
pesyneTaToB ITIIOKOMETPOB, Ucnonb3ys CornacoBaHHyto ceTky olmbok (Consensus Error Grid), paspabotaHHyto Ansa ana-
6eta 1 TNna [10].

CornacoBaHHas ceTka ownbok npeacTaBnaeT coboii pesynsrarsl onpoca 100 3HAOKPMHOINOroB, y4acTBOBaBLUWX B
exerogHoM cobpaHun AmepukaHckon guabetudeckoit accoumauum B 1994 r. KoHceHcyc aTux Bpadei npueen K koopaun-
HaTam ceTkn owunbok, npefcTaeneHHbiM B Tabnuue 1. CeTka ounbok NpefcTaBneHa Takke rpadgpuyeckn Ha pucyHkax C.1
nca
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Tabnunya C.1— KoopauHatel CornacoBaHHo ceTkun owmbok (Consensus Error Grid)

Peizg::;:oe Bbliwe 30HbI B Huxe 30HLI B Bhbiwe 30HbI C Huxe 30HbI C Bbiwe 30HbI D Huxe 30HbI D Bblwe 30HbI E Yy =X
0 2,8 MMonb/n
(50 mr/gn)
1,7 Mmone/n 2,8 MMonb/n
(30 mr/n) (50 mr/gn)
7,7 mMmonb/n 9,4 mmone/n

(149 mr/gn)

(170 mr/an)

15,5 mmone/n
(280 mr/gn)

21,1 Mmmone/n
(380 mr/an)

23,9 Mmone/n
(430 mr/gn)

30,5 mmonb/n
(550 mr/gn)

6,66 Mmonb/n 0

(120 mr/gn)

6,66 Mmonb/n 1,7 MMmonbe/n
(120 mr/gn) (30 mr/an)
14 4 mmone/n 7,2 MMonb/n

(260 mr/gn)

(130 mr/gn)

30,5 mmonw/n
(550 mr/gn)

13,9 Mmmonb/n
(250 mr/gn)

2,8 MMonb/n 0

(50 mr/gn)

2,8 MMonb/n 1,7 Mmonbe/n
(50 mr/gn) (30 mr/gn)
9,4 mmone/n 8,0 mmone/n

(170 mr/gn)

(145 mr/an)

21,4 mmone/n
(385 mr/gn)

16,65 mmone/n
(300 mr/an)

30,5 mmonw/n
(550 mr/gn)

25,0 mmone/n
(450 mr/an)

0 3,3 mmone/n
(60 mr/gn)

1,7 Mmone/n 3,3 mmone/n

(30 mr/gn) (60 mr/gn)

161G} OO d 1001
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OkoHyYaHue mabnuupi C.1

PecpepenTHoe Bbliwe 30HbI B Huxe 30HLI B Bhbiwe 30HbI C Bbiwe 30HbI D Huxe 30HbI D Bblwe 30HbI E Yy =X
3HayeHue
2,8 MMonb/n 4 .44 mmonb/n
(50 mr/gn) (80 mr/gn)
3,9 mmone/n 6,1 MMonb/n
(70 mr/gn) (110 mr/gn)

14 4 mmone/n
(260 mr/gn)

30,5 mmonb/n
(550 mr/an)

13,9 Mmone/n 0

(250 mr/gn)

13,9 Mmone/n 2.2 MMonb/n
(250 mr/gn) (40 mr/an)
30,5 mmonw/n 8,3 mmone/n

(550 mr/gn)

(150 mr/gn)

0

5,55 mmone/n
(100 mr/gn)

1,4 Mmone/n 5,55 mmone/n
(25 mr/gn) (100 mr/gn)
2,8 MMonb/n 6,9 mMmonb/n
(50 mr/gn) (125 mr/gn)
4 .44 mmonb/n 11,9 Mmone/n
(80 mr/gn) (215 mr/gn)
6,9 MMmonb/n 30,5 mmone/n

(125 mr/gn)

(550 mr/gn)

0 8,3 mmonb/n
(150 mr/gn)
1,9 Mmone/n 8,6 mMmonb/n
(35 mr/gn) (155 mr/gn)
2,8 MMonb/n 30,5 mmone/n
(50 mr/gn) (550 mr/gn)
0 0

30,5 mmonw/n
(550 mr/gn)

30,5 mmonb/n
(550 mr/an)

161Gl OO d 1001

1 A 114
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CornacoBaHHas ceTka oMBoK pasfaeneHa Ha NATb 30H, KOTOPbIE ONpeAeneHbl NyTeM OLEHKW pUcKa ANs nauueHTa,
B Cny4yae ecnu pesynsraT nonagaeT B JaHHYHO 30HY. YPOBHU puUcKa, onpeaeneHHele 3oHamu CornacoBaHHON CeTKW oLLm-
60k, knaccugmumposaHsl B Tabnuue C.2.

Tabnwuuya C.2— OnpepeneHne 30H ceTkn oMboK

YpoBeHb pucka (3oHa CornacoBaHHOM

Puck ana 6onbHoro gnabetom
ceTkun ownboK) A A

A He Bnuaet Ha knuHWYecKkne aeincTeus

B M3MeHsIeT KMHUYeckne aeicTBrus — HebonbLLOe BMUAHWE Ha KNUHUYECKUIA UC-
XOZ}, MU OTCYTCTBUE BNUSHUSA

C M3MeHSsIeT KnuHUYeckne AeicTBUS — BO3MOXHOE BITUSHUE Ha KIMUHUYEeCKue nc-
xozbl

D M3MeHSsIeT KNMHUYeCcKne AeiNCTBUS — MOXKET Bbi3BaTb 3HAaYUTENbHLIA MeaNLUH-
CKMiA pUCK

E M3MeHSsIeT KNUHUYeckne 4eiNCTBUA — MOXET BbI3BaTh OnacHLIe NOCNeACTBUA

OcHOBLIBaACh Ha COrMacoBaHHOM MHEHWM YHaCTHUKOB ONPOCa, MOXHO CYUTaTb, YTO pe3yrbraThl [T1H0KO3bl B 30HaX A
u B nmetot Hebonbluoe BNUAHWE Ha KIUHUYECKME UCXOALI UM HE UMEIOT TaKoro BMMSHWUSA, TOTAa Kak pesyrnbraThl B 30HaX
oT C o E BeayT K NOBLILLIEHHOMY pUCKY HeGnaronpuaTHOro uexoaa.

MCO /TK 212 npusHaeT, YTo CornacoBaHHas ceTka ownbok He ocHoBaHa Ha JoKasaTrenbCTBax U MOSTOMY MOXET
He NPUMEHATLCA KO BCEM NONYNALMAM NaLMUEHTOB, a TakKe YTO KOHCEHCYC NPaKTUKYOLMX 9HAOKPUHOMOIOB CErofHs Mo-
KET OTnMYaTbea OT onpoca, npoeeaeHHoro B 1994 . Tem He MeHee CornacoBaHHas ceTKa onbok nensieTca Haubonee
OnpefeneHHoN OLEeHKoN pucka, AOCTYNHON A5 NPUMEHEHUS B HacTosiee BpeMs. Pesynsrarel ByayLux nccnegqosaHui,
OCHOBaHHbIX Ha AoKasaTenbcTeax, U akTyanu3auus CornacoBaHHOM ceTku oMBoK ByAyT yuTeHbl B CrieqytoweM usgaHum
HacTosALLero cTaHhapTa.

HoBble kpuTepun Tpebytot, YTobbl 99 % pesynsratoB Haxo4MNUch B 30Hax A u B CornacoBaHHOW ceTkU oWNGOK
ans guabeta 1 Tuna [10]. 3To fgonyweHune Toro dakra, YTo pyyHble N3MEpPEHUS IMIOKO3bl C UCMONb30BAaHUEM COBPEMEH-
Hblx state-of-the art nopTaTUBHBIX MMIOKOMETPOB MO-NMPEXHEMY YYBCTBUTESbHBLI AT TEXHUKUA nonb3oBartens. [1ocKonbky
cootBeTcTBME B 100 % cnydyaeB 6birio Obl OXMAATb HeonpaBAaHHO, AaHHOe BTOpOEe U3faHue NpusHaeT Hanudue 1 %
BbiNajatowWwux pesynsraTos. [1epBoe usfaHue MOHanuBo cornawanocs, YTo 5 % pe3ynesraTtos He TpebytoT cOOTBETCTBUA
npeaenam TOYHOCTH.

BTopoe usgaHue BBOLWUT MpeAenbl ANA CTENEHU, ¢ KOTOpOoi adhdekTsl 06beMHON 40NN SPUTPOLUUTOB B KPOBU M
WHTepdepeHLUa pasnuyHbIX BELLEeCTB, MOTEHUMANBHO NPUCYTCTBYIOWNX B KPOBU NALMEHTa, MOTYT NOBAUATL HA CUCTEMY
(6.4), n TpebyeT cooTBeTCTBMA MCO 23640 — HOBOMY CTaHAapTy NO OLEHKEe COOTBETCTBUA CTaBUNBHOCTU peareHToB Ans
AunarHocTukm in vitro (6.5).

OueHKa yHKUMOHAIbHBIX XapaKkTepUCTMK NaumeHToM (pasgen 8) sBoaut Bonee cTporne Kputepuu otbopa ans
CyOBeKToB, y4acCTBYIOLUX B U3YYEHUN. YUYACTHUKM OOIDKHBI BbITb BonbHEIMK Anabetom 6e3 dopmanbHoro obydeHus B
MEANLMHCKON cdhepe U He UMEIOLLMMI OMbITa UCMOMb30BaHUsS OLEHNBAEMOro YCTPOWCTBA, U KBannduunpoBaHHble cybb-
€KTbl TakKe AOMKHbI ObITb NOcnefoBaTelbHO BHECEHLI B NOPSAiKe BONOHTEPOB.

C.5 PekomeHayeMblil nepexoaAHbli nepuop,

Bonee cTporne TpeboBaHMA K pyHKLUMOHANBHEIM XapakTepucTUKam BbINOMHEHUA BO BTOPOM U3faHWM HacTosLero
cTaHfapTa cTanu BO3MOXHLIMU bBriarofapsi 3Ha4YUTENbHOMY YITyHLEHUIO TEXHOMOMUMW MMIOKOMETPOB CO BPEMEHW NepBOro
usganus. MNpusHaercs, ofgHaKO, YTO MHOIMME IMIOKOMETpPhI, pa3MelLieHHbIE Ha pbiHKe B HacTosWwee Bpemsi, bbinu paspabo-
TaHbl B COOTBETCTBUU C NEPBLIM U3JaHUEM HACTOALLEro CTaHfapTa U MOTYT He COOTBETCTBOBaTL HOBLIM TpeboBaHUAM.
MocKonbKy MUNNTMOHBLI NALUEHTOB €XErofHO BbINOMHAT MUMNUapAbLI TECTOB C MOMOLLIBIO 3TUX MTTHOKOMETPOB, PEKOMEHAY-
eTca 36-MecaqHbIN NepexofHbIi Nepuog A0 BBeAeHU 0653aTeNbHOr0 COOTBETCTBUA BTOPOMY U3LaHMUIO.
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Mpunoxenune A
(cnpaBouHoe)

CBefeHusi 0 COOTBETCTBUM CChISIOYHbIX MEXAYHAPOAHBLIX U €BPONENCKOro CTaHgapToB
HaUuMOHarnbHbIM cTaHgapTam Poccuiickon Pegepauum u AeNCTBYIOWUM B 3TOM KavyecTee
MeXrocyaapCcTBeHHbIM CTaHAapTam

TabnuyadA1

OB603Ha4eHWe cCblrToMHOro

M CreneHb O6o3Ha4yeHne N HaVMeHoBaHWe COOTBETCTBYOLLEero
MeXAyHapogHoro, €Bponeickoro
COoOTBEeTCTBMA HaUMOHanbHOro, MexrocyaapCcTtBeHHOro cCtaHjapTa
cTaHhapTa

MNCO 13485:2003 IDT MOCT ISO 13485—2011 «W3genusa MeguuuHckue. CucTembl
MeHeXMeHTa kadecTBa. CucTeMHble TpeboBaHWsA AnsA uenen
perynupoBaHusi»

MCO 14971:2007 IDT [OCT ISO 14971—2011 «M3genus meguumHckue. NpumeHexmne
MeHeIKMeHTa pucka K MeAULUHCKUM N3AENUsM»

NCO 17511:2003 IDT MOCT ISO 17511—2011 «M3genus MeauUUHCKUe AN AnarHo-
CTUKK in vitro. 3amepeHne BennunH B Buonornyeckux npobax.
MeTponornyeckas MNpocrexvBaeMocTb 3HaYeHUA, npunucaH-
HbIX KanubpaTopam W KOHTPOSbHEIM MaTepuanam»

NCO 18113-1 — *

NCO 18113-4 — *

NCO 18113-5 — *

NCO 23640 — *

M3K 60068-2-64 — *

M3K 61010-1:2010 IDT FOCT IEC 61010-1—2014 «be3onacHOCTb 3NEKTPUYECKUX KOH-
TPONbHO-U3MepuUTENbHBIX NpuGopoB n nNabopaTtopHoro obopyao-
BaHuA. Yactb 1. ObLyue TpeboBaHna»

M3K 61010-2-101:2002 IDT MOCT IEC 61010-2-101—2013 «be3onacHoCcTb areKTpuy4eckux
KOHTPOJTEHO-U3MepUTENbHLIX NpuGopoB U nabopatopHoro 060-
pyaoBaHus. Yactb 2-101. YacTHble TpeboBaHNA K MefULMHCKO-
My o6opyaoBaHuto ans nabopatopHoi guarHoctuku (IVD)»

M3K 61326-1:2012 IDT MOCT P MOK 61326-1—2014 «O6opynoBaHUE SNeKTpU4ecKoe
ANst U3MepeHus, ynpaBneHus n nabopaTopHOro NpUMeHeHus.
TpeboBaHUsI aNeKTpOMarHUTHOM coBMecTumocTu. Yactb 1. O6-
wue TpeboBaHMA»

MG3K 61326-2-6:2012 IDT MOCT P M3K 61326-2-6—2014 «ObopyaoBaHue aneKkTpude-
CKOoe NS U3MepeHUs1, ynpasneHua u nabopaTopHOro npuMeHe-
HUs. TpeboBaHUS aNEeKTPOMarHUTHOM COBMECTUMOCTU. YacTb
2-6. YactHble TpeboBanua. MeauuyuHckoe obopyfosaHue AnA
ANarHocTuku B nabopaTopHbIX YCNOBUSIX»

MG3K 62366:2007 IDT FOCT P M3K 62366—2013 «M3pgenua meguumHckue. MNMpoekTn-
poBaHWe MeAULMHCKMX M3AEenUiA C Y4ETOM 3KCnsyaTalMoHHOW
NPUrogHOCTM»

EH 13612:2002 IDT MOCT P EH 13612—2010 «OueHKa pyHKLMOHaNbHbLIX XapakTe-

PUCTUK MEAMLMHCKMX U3fenuii ANA ANarHoCTUKK in vitro»

BETCTBUA CTaHQAPTOB!

- IDT — uaeHTUYHble cTaHAapTLI.

* COOTBETCTBYIOLMI HaLMOHamNbHLIA CTaHAapT OTCYTCTBYET. [10 €ro YTBEpXAEHNA PEKOMEHAYETCS UCTONbL30BaTb
NepeBOA Ha PYCCKU A3bIK JaHHOTO MeXAYHapoAHOro cTaHaapTa. [epeBo AaHHOMO MeXAyHapOAHOro cTaHAapTa Ha-
xoguTcs B GegepanbHoM UHGOPMaLMOHHOM (POHAE TEXHUUECKUX PEMaMEHTOB U CTaHAApTOB.

MpuMeyaHue—B HacTosiLel Tabnuue UCMoONb3oBaHO creaylollee ycnoBHoe 0603Ha4YeHne CTeneHn cooT-
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YK 64:003:054:006.354 OKC 11.100.10

KntoueBble cnosa: caxapHblil AMabeT, CUCTEMbI ANA ANArHOCTUKM in Vitro, MOHUTOPMHT FOKO3bl B KPOBM, Ca-
MOKOHTPOrb, OLIEHKa GE30MaCHOCTU NMPUMEHEHUSI U HAAEXHOCTU CUCTEM, TPeBGOBaHWUS K TOYHOCTU CUCTEM
MOHWTOPUHTA, OL|EHKA CUCTEMbI NOMb30BATENEM
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