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Mpepncnosue

1MOATOTOBJ/IEH Na6opaTtopueli npobaemM KANHUKO-nabopaTopHoi guarHoctukm HUW obuyecTBeHHO-
ro 340pPOBbS M ynpaB/ieHUs 34paBooxpaHeHnem FocyfapCcTBEHHOro 06pa3oBaTesibHON0 yUpexaeHns Bbiclle-
ro npotpeccmoHanbHoro obpasosaHna «Mepsblii MOCKOBCKWI rOCyAapCTBEHHbIN MeAULNHCKNI yHUBEpCUTeT
um. U.M. CeuyeHoBa» MuH3gpasa PoccMnm Ha OCHOBE ayTEHTUYHOTO NepeBofa Ha PYyCCKUIl A3blK MeXAyHaposa-
HOro cTaHAapTa, yKa3aHHOro B NMyHkTe 4

2 BHECEH TexHnuyeckum komuTeToM no craHgaptusaumm TK 380 «KnuHuyeckne nabopatopHblie uc-
cnefoBaHua U MmefuunHCKUe n3genusa Ans AUarHoCTuky in vitro»

3 YTBEP)X/[EH U BBEJEH B JENCTBUE Mpukaszom ®efepanbHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHuio n metponoruu ot 27 anpensa 2015 r. No 299-ct

4 HacToAwwniA cTtaHfapT MAEHTUYEH MeXAyHapoAHOMY cTaHgapTy MCO 15197:2013 «TecT-cuctemsbl
ANS 4UarHoCcTUKM in vitro. TpeboBaHWs K CUCTEMaM MOHUTOPUHTIA [/1I0KO3bl B KPOBU A1 CAMOKOHTPONA NMpu
neyeHun caxapHoro gnabeta» (ISO 15197:2013 «/n vitro diagnostic test systems — Requirements for blood
glucose monitoring systems for self-testing in managing diabetes mellitus»).

Mpn NpyMeHeHUN HacToAWero cTaHjapTa PekoOMeHAyeTCa WUCMNoJb30BaTb BMECTO CCbI/IOYHbIX MeXAyHa-
poAHbIX (perMoHanbHbIX) CTaHAAPTOB COOTBETCTBYIOLME UM HauMOHaNbHble cTaHAapTel Poccuiickoit depepa-
LUK 1 MexrocyfapcTBeHHble CTaHAapThl, CBEAEeHUSA 0 KOTOPbIX NPUBEAEHbI B 4ONONHUTENBHOM NpuaoxeHun A

5 BBEJEH BIMEPBbIE

MpaBuna npMMeHeHUs HacToOsWero craHjapTa ycTaHoBneHbl B TOCT P 1.0—2012 (pasgen 8).
MNHpopmaumna 06 nasmeHeHUAX K HaCTosWeMy cTaHgapTy Ny6/MKyeTCs B eXerofgHomM (Mo COCTOAHUIO Ha
1 aHBaps TekyLwero roga) MHPoOpMaLMOHHOM yKasaTene «HaunoHanbHble cTaHfapThi». @ opuLnanbHbli
TeKCT W3MEHEHUI N NONPaBOK — B €XeMeCAYHOM MH(OPMaLMOHHOM yKkaszaTene «HauuoHanbllbiB CTaH-
fapTbi». B cnyyae nepecmoTpa (3amMeHbl) WK OTMeEHbl HACTOALWEro craHjapTa CoOTBeTCTBYyLWee
yBegoMneHne 6ygeT ony6/MKoBaHO B 6auXKaliliemM BbiNyCKe eXeMeCcayHoro MHopMaLMoHHOro ykasaTens
«HauunoHanbHble cTaHgapTbi» CooTBeTCTBYLWAaa nHhopmaumsa, ysegoMneHne n TeKCTbl pasMmeLlarnT-
€A Takxke B MH(POPMALMOHHOI cucTeme 06LEero NonbL30BaHNs — Ha odhuumanbHoM caliTe ®egepanbHOro
areHTCTBa N0 TEeXHNYECKOMY pery/iMpoBaHuio U MmeTponoruu B ceTun MHTepHeT (www.gost.ru)

© CraHgapTuHgopm. 2015

HacTosiwuit cTaHAapT He MOXeT 6bITb NOSIHOCTLIO UM YAaCTUYHO BOCMNPOU3BEAEH, TUPAXMPOBAH U pac-
NpoCTpaHeH B kKaYecTBe ohuuManbHOro nsganna 6e3 paspelleHns defepasbHOTO areHTCTBa Mo TEXHUYECKO-
MYy perynupoBaHuio 1 MeTposioruu
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BeepeHne

CucTeMbl MOHUTOPUHIA KOHL,EHTPauuuW r1iKo3bl B KPOBW ABASIOTCA MEeAUUMHCKAMU U34envamu ans
AnarHocTukm in vitro (IVD-n3genus), npumeHseMbiMy NperMyLLeCcTBEHHO NauneHTamMmu, cTtpajarowmmm caxap-
HbIM gnabeTtom. CaxapHblii guabeTt Bbi3biBaeTCA Ae@ULUTOM CeKpeuun WHCYNMHA WAW Pe3UCTEHTHOCTbI0 K
WHCY/IMHY, YTO BeAEeT K aHOMasIbHOI BbICOKO KOHLEHTpaLuMu r10Ko3bl B KPOBM, KOTOpas MOXEeT NMPMBECTH K
OCTPbIM U XPOHUYECKUM OCAOXHEHUSIM AN 340P0OBbSA. [pn NpaBUAbHOM WCMO/b30BaHUN CUCTEMA MOHUTO-
pUHra KOHUEeHTpauuu r1Ko3bl B KPOBU NO3BOMSET NOMb30BaTe/N0 CNefuThb 3a KOHUEeHTpauuen rnkosbl B
KPOBMW W MPUHUMATb Mepbl 411 €e KOHTPONS.

HacToawwmii ctaHgapT npefHasHayeH 418 CUCTEM MOHWTOPUHIa F/0KO3bl B KPOBW, WCMO/b3yeMbIX He-
npoceccnoHanamu. NepeooyepesHol 3ajayeil ABNseTCca ycTaHoBAeHWe TpeboBaHuWii ANa nonyyvyeHusa npu-
eMieMblX (DYHKLMOHANbHbIX XapaKkTepucTuk U cneyndukauns MeToank AN 4eMOHCTpaLum cooTBETCTBUSA
Tpe6oBaHMAM HACTOALLEr0 cTaHgapTa.

MUHUManbHble KpUTEPUN 3PP EKTUBHOCTY (PYHKLMOHUPOBAHUSA CUCTEM MOHUTOPUHIA F1H0KO3bl B KPOBMU
6bININ YCTAHOB/IEHbI, UCXOAS M3 aHAUTUYECKMX Tpe6GOoBaHMI TOYHOCTU (NPELU3NOHHOCTU U NPaBWUIbHOCTH),
Tpebyemoil 4NA MHAMBUAYAbHbIX pPe3yNbTaToB U3MEPEeHUs /1l0KO3bl B KPOBU. TEPMUH «TOYHOCTb CUCTEMbI»
ncnonb3yeTcs B HACTOALLEM cTaHAapTe A1 TOro, YTo6bl COO6LWMNTL 06 aHaNUTUYECKO CNOCOBHOCTN CUCTEMBI
MOHUTOPUWHTA T/II0KO3bl B KPOBW MpejHa3HayeHHbIM Nofb3oBaTensiM (To ecTb HenpodyeccmoHanam), KoTopble
He 6yAyT 3HAKOMbl C METPOJIOTMYECKUMMN TEPMUHAMM, O6bIYHO MPUMEHSIEMbIMU B nabopaTopHOli MeguLumuHe.
TOYHOCTb CUCTEMbI ONUCbLIBAET CMNOCOBHOCTbL CUCTEMbI MOHUTOPUHIA F1IIOKO3bl B KPOBW MOMyYaTh pe3ynbTathbl
N3MEepeHNs, KOTOpble COrNacylTCss C UCTUHHBIMW 3HAYEHUAMM TOKO3bl MPU UCMNOMb30BAHUW CUCTEMbI MO
npefHasHayeHnto. MOHATME «TOYHOCTb CUCTEMbI» BK/lOYaeT B Ce6S CMelleHne N3MepeHUss U NpeLu3nNoH-
HOCTb M3MepeHus.

Tpe6oBaHUsi K TOYHOCTU CUCTEMbI OCHOBAaHbI Ha TPEX CYXAEHMUAX:

- 3(p(PeKTMBHOCTb COBPEMEHHOW TEXHOIOTMN A1 MOHUTOPUHIA NaLMeHTOB, CTpajalLnx caxapHbiM
anabeTom:

- pekoMeHfauuu nccnegoBateneili anabeta, a Takke CywecTByllWMe cTaHAaPTbl HA NPOAYKLUUIO W py-
KOBOACTBA TEXHUYECKOTO perympoBaHus;

- COBpPEMEHHbI ypoBeHb stato-of-the-art TeXHONOrMU MOHUTOPUHIA FOKO3bl B KPOBWU, JOCTUTHYTbI B
nyywunx nabopatopusix.

Mpu focTmXKeHUN TpeboBaHN K PYHKLMOHANbHBIM XapakTepucTukam, KoTopblie cneynduumpoBaHbl BO
BTOPOM M34aHWN HACTOALLEro cTaHhapTa, Xenaemble Lenun A0MKHbl ObiTb B3BELEHbl OTHOCUTEIbHO CNoco6-
HOCTel CyL,ecTBYOLWMNX TEXHONOINA MOHUTOPUHTA T/110KO3bl B KPOBU. [TepecMOTPeHHble KpUTEPUU PYHKLMO-
HafIbHbIX XapaKTepUCTUK B 4aHHOM WU3[aHWUW ABASAIOTCA pe3y/bTaToM YCOBEPLIEHCTBOBAHUSA TEeXHOMOornii no
CpaBHEHMIO CO BpeMeHeM nepBoro usgaHusa. CoobpaxeHus, KoTopble 06pa3yloT OCHOBY ANA MUHUMAabHO
npuemMaemMbiX aHaIUTUYEeCKUX (PYHKLUMOHANbHbIX XapakTepucTUK YyCTPONCTB U3MEPEHUS T/10KO3bl B KPOBM,
npefHa3HaYeHHbIX 418 CaMOTeCTUPOBAHWA, ONucaHbl B npuaoxeHun C.

HacTosawuii ctaHgapT ycTaHaBnnBaeT Tpeb6oBaHUA, KOTOPble YHUKabHbI 4NS YCTPOUWCTB CAMOTECTUPO-
BaHUSA IN10KO3bl B KPOBU. Tpe6GoBaHMs, KOTOpble NPeAbABAAIOTCA BOO6LLe KO BCEM yCTpoiicTBaM ANs AnarHo-
CTUKM in Vitro, BK/AOYEHbI B CCbIJIKN Ha ApYyrve cTaH4apTbl, COOTBETCTBYOLWME 3TUM BONpOCaM.

XO0Ts HacToAWMIA cTaHAapT HENPUMEHUM K CUCTEMaM MOHUTOPUHIA rN0KO3bl, KOTOPbIE Aal0T U3MEpPEeH-
Hble 3HaYeHus1 B NOPSIAKOBOW Wkane (Hanpumep, BU3yasbHas, NOAyKONMYECTBEHHAA METOAMKA) UaW K Meau-
LUHCKAM YyCTpOIiCTBaM, KOTOpPble N3MepSIoT F/II0KO3Y B KPOBU MOCTOSIHHO A1 CAMOMOHUTOPUHTA, OH MOXeT
oKaszaTbCs MOME3HbIM Kak PyKOBOACTBO N0 pa3paboTke MeToAMK AN OLEHKM (DYHKLMOHaNbHbLIX XapakTepu-
CTUK TaKUX CUCTEM.
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HALULWOHA/NbHBI A CTAHOAPT POCCUMNCKOMN PELEPALMUMN

TECT-CUCTEMbI AnA ANATHOCTUKW IN VITRO

Tpe6oBaHua K cucTeMamM MOHUTOPUHTA T1I0KO3bl B KPOBY AJIS CAMOKOHTPOSA
npu neyeHnn caxapHoro gnabeta

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

Jata BBegeHus — 2016—06—01

1 0O6nactb NpUMeEHeHUA

HacToswwuii cTaHfapT ycTaHaBiMBaeT TpeboBaHMsA A1 CUCTEM MOHUTOPUMHIA in Vitro r1toKo3bl B KPOBU,
KOTOpble U3MEPSIOT KOHLEHTpaLMKM FoKo3bl B KANWANSPHOW KPOBM, ANS Cneuudyeckoro ansaiHa Metoamk
Bepuurkauum n 4Ns BanMaaunm XxapakTepucTuk ncciefoBaHna nosb3oBaTenieM, A8 KOTOPOro 3TW CUCTEMbI
npeAHasHayeHbl. [laHHble CUCTEMBI NPeHa3HauYeHbl A5 CAMOCTOATE/IbHOTO U3MepEeHUS HenpodeccmoHana-
MW Npu Habn4eHUN 3a TeYEHNeM caxapHoro guaéera.

HacToswuii cTaHfapT npefHasHaueH AN M3roTOBUTeNel Takux CUCTEM W AN opraHusauuii (Hanpu-
Mep, PeryimpyroLLme opradbl BNacTu U OpraHbl OLEHKN COOTBETCTBUS), HECYLLUX OTBETCTBEHHOCTb 3@ OLEHKY
(PYHKLMOHANBHBIX XapakTepUCTUK Taknx CUCTEM.

HacToswuii cTaHfapT He ocyLecTBAsAET:

- npeAocTaBneHne BCEO6GBLEMIIIOWEN OLEHKM BCeX (DaKTOPOB, KOTOPbIE MOTYT NMOBAUSITbL Ha (PYHKLMO-
HaNbHbIE XapakTepPUCTUKN TakNX CUCTEM;

- paccmMoTpeHue 3MepeHns KOHLEeHTpaL MK I0Ko3bl ANS Leneil AUarHoCTUKKM caxapHoro anabeTa;

- paccMoOTpeHne MefWLMHCKMX acnekToB JIeYeHNs caxapHoro anabera;

- paccMoTpeHne MeToAUK U3MEPEHUS C U3MEPEHHbIMU 3HAYEHUSMW Ha NOPSAKOBON Wkane (Hanpumep,
Bu3yasibHble, 10/1YKO/IMYECTBEHHbIE METOAUKN U3MEPEHUS) U/IN CUCTEM MOCTOSIHHOTO MOHUTOPUHTA T/1H0KO3bI;

- paccMoTpeHne TI0KOMeTPOB, NpeAHa3HaUYeHHbIX A1 MeAULUHCKOTO MPUMEHEHUS, OTINYatLLerocs ot
camMoTecTMPOBaHMsA, Npu HaGALEeHNN 3a TeUeHNeM caxapHoro guaéeTa.

2 HopmaTnBHbIE CCbINIKK

[na npumeHeHns AaHHOrO JOKYMeHTa HeobXxoAuMbl CCbIJIKM Ha cneAyloline 4oKyMeHTbl. [Jna gatmpo-
BaHHbIX CCbINIOK — TO/IbKO LUTUPOBAHHbI AOKYMEHT. A HefaTUPOBaHHbIX CCbIIOK — NPUMeEHAeTCs nocnes-
Hee n3faHune CCblIJIOYHOTO AOKYMEHTa (BK/OYas ero nonpasku).

NCO 13485 V3penus meguuuHckme. CucTeMbl MeHeaXMeHTa KadyecTBa. TpeboBaHusa Ans uenen pe-
rynupoBaHusa (ISO 13485, Medical devices — Quality management systems — Requirements for regulatory
purposes)

NCO 14971 W3penusa meauuuHckue. NMpuMeHeHne MeHeXMeHTa pucka K MegULUHCKUM u3genuam
(1ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 17511 N3pgenua mefuuUUHCKME ONA AWATHOCTUKM in vitro.MI3mepeHne BennuuH B 6MON0TMYECKUX
npo6ax. MeTponornyeckas NnpocnexnBaemMocTb 3HAYEHUN, NPUNUCAHHBLIX KannépaTopam 1 KOHTPO/IbHbIM Ma-
Tepunanam (ISO 17511. in vitro diagnostic medical devices — Measurement of quantities in biological sam-
ples — Metrological traceability of values asstgned to calibrators and control materials)

WN3paHue ouymansHoe
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MCO 18113-1 M3penus mefuLMHCKME ANA AMATHOCTUKM in vitro. HdopMauusa, npegoctasnsemas us-
rotoButenem (MapkupoBka). Hactb 1. TepMuHbl, onpegeneHunsa n obwme tpebosaHusa (ISO 18113-1, In vitro
diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 1. Terms, definitions
and general requirements)

MCO 18113-4 N3penusa MmeanuMHCKMe AN AMArHOCTUKK in vitro. MIHdpopmaumsa, npegocrtasnsemas nsro-
ToBUTENEemM (MapknpoBka). HacTb 4. PeareHTbl ANs AMarHOCTMKM in vitro 4ns camoTectupoBaHus (ISO 18113-
4, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In vitro
diagnostic reagents for self-testing)

MCO 18113-5 N3genua meguuuHckue ANS AUATHOCTUKM in vitro. VIHopmauusa, npegoctasBnsemas
nsrotosutenem (Mapkuposka). Yactb 5. WHCTpyMeHTbl A4NS AMATOCTUKMK in Vitro Ans camoTecTupoBaHus
(1ISO 18113-5, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) —
Part 5: In vitro diagnostic instruments for self-testing)

NCO 23640 N3genns meanUMHCKME ANA AUATHOCTMKM in vitro. OueHka cTabuibHOCTU peareHToB AN
anarHocTuku in vitro (1ISO 23640, In vitro diagnostic medical devices — Evaluation of stability in vitro diagnostic
reagents)

M3K 60068-2-64 WNccnepoBaHune okpyxawluel cpeabl. Yactb 2-64. TecT Fh: Bubpauwus, cnydaliHble
OTK/IOHEHUSI B cpefjax C WWMPOKOM monocoi nponyckaHus u pykosoacteo (IEC 60068-2-64. Environmental
testing — Part 2-64 — Test Fh: Vibration, broadband random and guidance)

M3K 61010 -1 Tpe6oBaHusA no 6€30NacHOCTU 4151 I/IEKTPUYECKOro 060pyf0BaHNS 41 U3MEPEHUS, KOH-
Tponsa n nabopatopHoro npumeHeHus. Yacto 1. O6uwme TpeboBaHua (IEC 61010-1. Safety requirements for
electrical equipment for measurement, control, and laboratory use — Part 1: General requirements)

M3K 61010-2-101 TpeboBaHusa no 6e3onacHOCTU ANA IN1eKTPUYECKOro o60pyaoBaHus ANs M3MepeHus,
KOHTPO/A 1 NabopaTopHOro npumeHeHus. Yactb 2-101. YacTHble TpeboBaHUA ANa MeguLUHCKOro obopyaoBa-
HUA ans guarHocTtukm 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)

M3K 61326-1 Tpeb6oBaHMS no 6e30MaCHOCTU ANA 3/1eKTpUYeckoro obopyaoBaHusa ANS U3MEpeHus,
KOHTPONA 1 Na6opaTopHOro NpuMeHeHus. Tpe6oBaHWA 3/1EKTPOMarHUTHOW coBmectumocT (EMC). YacTtb 1.
O6wue TpeboBaHma (IEC 61326-1. Safety requirements for electrical equipment for measurement, control,
and laboratory use — EMC requirements — Part 1: General requirements)

M3K 61326-2-6 Tpe6oBaHnsA no 6e30NacHOCTU AN 3/1I€KTPUYECKOro 060pya0BaHNA AN U3MEPEeHUs,
KOHTpONA U nabopaToOpHOro npumMmeHeHns. TpeboBaHNs aneKTpoMarHuTHo coBmecTumocTtu (EMC). YacTb 2-6.
YacTHble Tpeb6oBaHuMA. MeguunHckoe ob6opypoBaHue Ansa amarHoctukn in vitro (IEC 61326-2-6, Safety
requirements for electrical equipment for measurement, control, and laboratory use — EMC requirements —
Part 2-6: Particular requirements — In vitro diagnostic medical (IVD) equipment)

M3K 62366 N3genusa megnumHckune. O6uime TpeboBaHMs K 6€30NacHOCTU U CYLW,eCTBEHHbIM paboyunm
xapaktepuctnkam — TPUMEHUMOCTb K MeAWUUHCKUM WU3AeNnaM NpoeKTupoBaHus ypobcTeBa NpPUMeEHeHus
(IEC 62366, Medical devices — Application of usability engineering to medical devices)

EH 13612 OueHka (hyHKLUMOHabHbIX XapakTepucTuk MeanunHCKnX n3gennin aons AnarHocTuky in vitro
(EN 13612. Performance evaluation of in vitro diagnostic medical devices)

3 TepMuHbI 1 onpeneneHns

B HacToswem cTaHfapTe npumeHeHbl TepMuHbl no MCO 18113. a Takxe cneaylouwue TEPMUHBLI C COOT-
BETCTBYOLUMY ONpeaeeHnAMu:

3.1 cuctema MOHUTOpUHra rAko3bl B KpoBu (blood-glucose monitoring system): N3meputenbHas
cucTema, coctosuan u3 NopTaTMBHOIO UHCTPYMEHTA U peareHToB, NpUMeHseMas A/ MOHUTOPUHrA in Vvitro
KOHLeHTpaLuu rMoKo3bl B KPOBU.

NMpumeyaHune — CrucTeMa MOHUTOPUHIA [/1I0KO3bl B KPOBU U3MEPSAET [/110K03Y B MPo6ax kanuinasapHoi KpoBu, HO

MOXET BblpaXaTb U3MEPEHHbIE 3HAYEHWS KaK KOHLEHTPaLMM B KanuispHO KPOBY, Tak N 9KBUBA/IEHTHbIE KOHLEHTpaLumm
B KanunaspHoi nnasme. KOHLEHTpaLMmM B HACTOSLLLEM CTaHAapTe OTHOCATCA K TUMY 3HAYeHW, Coo6LLaeMbIX CUCTEMONA.

3.2 rniokomeTp (glucose-meter): KOMNOHEHT cUCTEMbI MOHUTOPUHIA [/110KO3bl B KPOBU, KOTOPbLI nepe-
BOAUT MPOAYKT XMMNYECKOW peakuymn B KOHLEeHTpaL Mo r10KO3bl B KPOBU.
3.3 npob6a kanunnapHoi kposu (capillary blood-sample): Mpo6a kpoBu, B3ATaA NYTEM NYHKLWUN KOXW.

MpumeyaHune — MyHKUMIO NasbLa NaHLLETOM 06bIYHO HasbiBatoT «fmgerstick».
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3.4 KOMMYyTaTMBHOCTb pedhepeHTHOro matepuana (commutability of a reference material): CsoiicTBo
pecthepeHTHOro Matepuana AeMOHCTPUpPOoBaTh NyTeM 6/1M30CTU COOTBETCTBUS OTHOLWEHUSA MexXy pe3ynbraTa-
MU M3MEPEHUS 419 YCTAHOB/IEHHOW BE/INYMHbI B JAHHOM Martepuase, nosly4YeHHbIMU B COOTBETCTBUM C ABYMS
JaHHbIMW MeToAUKaAMUN U3MEPEHUs, C OTHOLWEHNEM, NOMTYHYEHHbIM MeXAy pe3ynbTataMv u3MepeHuii ana apy-
rMx cneunnLuMpoBaHHbIX MaTepuanos.

MpumevaHunsn

1 gLLeHMBaeMbIﬁ pedhepeHTHbIi MaTepuan 06bIYHO SBAETCSH KaMbpaTtopoM, a ApYruMy cneunmduuypoBaHHbIMM
marepranamm 06bI4HO CAYXaT PYTUHHbIE NPOObI.

2 MeToavKn N3MEPEHNs, yKkasaHHbIE B ONpeLeNneHnm, ABNSIOTCS OAHa NPeALLecTBYOWAn 1 ogHa nocneayoLlas 3a
oLEeHMBaeMbIM pediepeHTHbIM MaTepuasiom (KasmbpaTtopom) B nepapxumn kaanbposku. Ana fanbHeliwei nHdopmaumm
cMm. MICO 17511.

3 CTabu/IbHOCTb KOMMYTATUBHOTO pethepeHTHOro MaTepuasna Ao/mkHa PeryisapHoO NpoBepsATLCS.

[MCO/M3K PykoBoacTBo 99:2007. onpegenexue 5.15]

4 XoTs KpoBb 6blna 6bl MAeaNbHON MaTpULEeli pethepeHTHbIX MaTeprasnos 415 YCTPONCTB MOHUTOPUHTA [/10KO3bl B
KpOBW, Takve maTepuasibl B HAaCTOSALLEe BPEMSA HELOCTYMHbI.

3.5 nocnepoBaTenbHbI MeTod oT6opa (consecutive selection method): Metos B3sTMA npo6 ans
U3y4YeHUs, NPy KOTOPOM BCe CYOBEKTbI, KOTOPbIE COOTBETCTBYIOT BCEM KPUTEPUSAM, MOTYT GbiTb MPUHATLI BO-
JNIOHTEpamMun ana y4yactnsa B UsyyeHuu.

MpumeyaHunsa

1 3TOT MeTog, NO3BO/MSET NOJyYaTb HECMeLLeHHble NPo6bl A0 TeX Nop, Nnoka He nNpousoluna nyTaHuua B nepuos
ncnbiTaHuii. Hanpumep, ecnu UccnefoBaHnsi NPOAO/HKAITCA B TEYEHUE OLHOT0 yTpa, CYOBLEKTbI N3YyUYEeHUsI MOTYT ObITb
Henpe3eHTaTVBHbIMW 41 Lenesoli Nonysaummn, NocKobKy CyObeKTbl, NnoceLlatoLime KMHUKY YTPOM, MOTyT GbITb Herpe-
3EHTaTUBHLIMW B OTHOLLEHWN BCEX CYOBEKTOB, MOCELLAILWMNX KMHMKY B pa3HOe BpeMs HS.

2 ApanTtupoBaHo 13 [5].

3.6 gesnHdekynsa (disinfection): Mpouecc paspylweHnss NnaTOreHHbIX OPraHn3MoB UAKN NpespaLyeHnsa nx
B MHEpPTHbIE.

MpumevaHne — AganTuposaHo u3 [6].

3.7 Bnnsawwas senunyumHa (influence quantity). BennunHa, kotopas npy NnpAMOM N3MepeHUn He BUSET Ha
n3MepsemMyto Be/IMYMHY, HO BAINSIET HA OTHOLLEHMEe MeXAy nokasaHneM U3MepeHus u pesynbTaToM U3MepeHUs.

Mpumepsl

1YacTOoTa npAaMOro usmMepeHnss OMMETPOM C NOCT OAHHOW aMNANT YO0l aNnbT epHaTNBHOIO TOHA.

2 KoHueHTpauua KonnyecTBa BelwecTBa 6UNNpy6MHa Npu NPAMOM U3MEPEHUN KOHUEHT paunmn Konuye-
cTBa BewecTBa reMorno6uHa B nasme 4es0BEYECKOI KPOBW.

3 TemnepaTypa MUKpoOMeTpa, UCNONb3YeEMOro AN USMEPEHUA A/INHbI CTepXHei, HO He TemnepaTypa
caMunX CTepXHell, KOTOpble MOTYT BONTMW B onpefefneHne n3aMepaemMoin BEIMUYNHDI.

4 OcHOBHOE JaB/ieHWe B UCTOYHUKE MOHOB Macc-cnekTpomMeTpa Npu M3MepeHun hpakymm KonmyecTBa
BeljecTBa.

MpumevaHnsn

1 Henpsamoe n3MepeHne BOB/EKAET KOMOMHALMIO NPSAMbIX U3MEPEHU, Kaxaoe 13 KOTOPbIX [IOXeT nofgsepraTbcs
BO3/EeCTBMIO BIUSIOLLNX BENYVH.

2 ApanTuposaHo 13 MICO/M3K PykosoacTeo 99:2007. onpegeneHue 2.52.

3.8 npomexyToyHas Npeyn3noHHOCTb namepeHusa (intermediate measurement precision, intermedi-
ate precision). Mpeun3noOHHOCTb N3MEPEHUSA NPK psife YC/I0BUIA n3MepeHns, KOTopble BKIOYalOT B cebs Te xe
MeTOAMKN N3MEepPEHNS, B TOM e MecTe 1 B napasifiesibHbiX U3MEPEHUAX Y TeX Xe U NoA06HbIX CYy6bEKTOB B
TeyeHne paclMpeHHOro nepuoja BpeMeHn U MOryT BKOYaTh ApYyrne yC0Bus, BAekyLl e n3MeHeHus.

MpumevaHnsn

1 VHTepnpeTaumsi NPOMEeXyTOUHOV MPEeLU3VOHHOCTN n3MepeHnst TpebyeT, YTO6bl N3MEHEHHbIE U HEN3MEHEHHbIe
yCnoBusa 6611 3afiaHbl, 0COGEHHO TakMe NepeMeHHbIe, Kak KauIbpoBKY, NapTuM pPeareHToB, U3MepPUTESIbHbIE CUCTEMB,
onepaTopbl 1 YC/I0BUS OKPY>XatoLLeit cpefpl.

2 MNpwn oueHKe MeAULMHCKNX U3AEeNWA ANsS ANArHOCTVKM in Vitro yC/I0BMA NPOMEXYTOYHON NPeLm3nOoHHOCTH 06bIY-
HO U36UpaloTCsa TakuM 06pa3oM, 4Tobbl NPeACcTaBUTb AelCTBUTE IbHbIE YCMI0BUSA UCMOMb30BaHNA MeANLMHCKUX N3aennii
in vitro B Te4eHne NPoAo/MKMTENILHOTO Nepuoaa BpeMeHN.

3 OTHOCALWMECA KAaHHOMY BOMNPOCY NOHATMA npusefeHsbl B ICO 5725-3.

4 MNpomexyTouHas NPeLM3NOHHOCTb MOXET ObITb BblpaKeHa KO/IMYECTBEHHO B TEPMUHAX AMCTIEPCUN XapaKTePUCTUK
M3MepeHHbIX 3HAUEHWI, TaKnX Kak CTaHJapTHoe (CpeAHeKBaapaTUYHOE) OTKIOHEHME, BapyaHca v KoadhthuLyeHT Bapraumm.

5 AgantupoBaHo 13 ICO/M3K PykosoacTeo 99:2007, onpeaenenuns 2.22 n 2.23.
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3.9 HenpodeccuoHan (lay person): Nnyo 6e3 hopmanbHOro o6y4yeHs B COOTBETCTBYHOL e obnacTu
UNn AUCLUUNIIUHE.

MpumeyaHud

1/na ueneii HacToALLero cTaHAapTa kak HempodheccnoHan paccMaTpyBaeTCsl Nob3oBaTeslb YCTPOCTBa A1t MO-
HUTOPUWHra /10KO3bl B KPOBW, KOTOPbIA He obnafaeT cneunduyeckumm MeauLMHCKUMK, HayYHbIMU UAW TEXHUYECKUMU
3HaHVIAAIMKW, OTHOCALLMMUCS K MOHUTOPUHIY [/IHOKO3bl B KDOBMW.

2 ApantuposaHo 13 NCO 18113-1. onpepenexune 3.34.

3.10 n3bpaHHble M3rOTOBUTENEM MeToAuKN n3MepeHus (manufacturer's selected measurement pro-
cedures): MeTOAMKN U3MEPEHUs, KOTOPble KaInGPOBaHbl O4HUM WU HECKONbKMMU KanuépatopaMu v Basiu-
AVpPOBaHbI ANs NpefHa3HAYEHHOTo NPUMEHEHMS.

MpumevaHusn

1B WNCO 17511 Ha pucyHke 1 npeacTaBneHa u3bpaHHas W3rOTOBUTENIeM METOAMKA W3MEpPEHWs B Lenu
NPOCNEXNBAEMOCTU.

2 Cm. CO 17511. nepeuncnenue 4.2.2.1).

3.11 ycTaHOB/IEHHble U3rOTOBUTENEM MeToAuKW M3MepeHusa (manufacturer's standing measure-
ment procedures): MeTOANUKM U3MEpPEHUsl, KOTOPble KaNn6poBaHbl OLHUM WU HECKONIbKMMMW pabounmiu Ka-
nnépatopamyu W3roTOBUTENss WK BbICLIMM TUNOM Kanuépatopa v BanugMpoBaHbl ANs NpeAHasHauyeHHOro
npUMeHeHus.

MpumevaHusn

1 NCO 15711. pucyHok 1 npeactaBnsieT NosIOXeHVe YyCTaHOB/IEHHOW N3roTOBUTENEM METOAUKN U3MEPEHMS B Lienun
NpOoCNeXmBaemMmocTu.

2 Cm. ICO 17511. nepeuuncneruve 4.2.2.h).

3.12 To4HOCTb U3MepeHus (measurement accuracy, accuracy): B/130CTb COr/lacoBaHUs Mexay 3Haue-
HUEM U3MEPEHHOMN BEINUYMHBI U UCTUHHLIM 3HAYEHMEM BE/IMUUHBI U3MEPEHHON BENINYNHBI.

MpumevaHus

1 MoHSATME «TOYHOCTb M3MEPEHNSAK He IBNAETCS BENNYMHON N He MMEET YUC/IEHHOTO 3HAYEHUST BENIMUWHLI. V3mepe-
HWe Ha3bIBaloT 60/1ee TOUHbIM, KOra OHO AaeT MEHbLUYHO OLUNGKY U3MEPEHUS.

2 TEPMWH «TOYHOCTb MU3MEPEHNUS» HE WCMOSb3YeTCs A5 NPaBUIbHOCTV N3MEPEHUS U TEPMUH «MPELM3NOHHOCTb
U3MEPEHWSI» He NCMOMb3yeTcs 4151 TOYHOCTU U3MEPEHNS, OAHAKO OH CBA3aH C 060MMM 3TUMMN MOHATUSIMM.

3 «TOYHOCTb M3MEPEHUS» NHOTAA NOHMMAETCS Kak 6/IM30CTb COrnacoBaHns Mexay 3Ha4eHUAMY U3MEPEHHOV BeNu-
UMHBI. KOTOPble NPUNKCBLIBAIOT U3MEPSIEMOI BeNnUMHE (Me3topaHay).

[MCO/M3K PykoBogacTBo 99:2007, onpefenexus 2.13]

3.13 cmel eHne nsamepeHus (measurement bias, bias): OueHka cuctemaTnyeckoin oWNBGKN N3MEPEHNS.

MpumeyaHunsa

1 CwmelleHne 06paTHO CBA3AHO C NMPaBU/IbHOCTbLIO.

2 OueHKa CMeLLLeHNs ABNAETCA CPefHUM 3HAYeHNEeM Cepun N3MepeHnii MMHYC ped)epeHTHOe 3HaYeHNe BENNYMNHBI.
3 ApgantuposaHo n3 ICO/M3K PykosogcTtso 99:2007. onpefenexune 2.18.

3.14 npeun3noHHOCTb U3mMepeHusa (measurement precision, precision): Ban3ocTs coOTBETCTBMA NO-
Kaszatenein N3MepeHus Uam 3HavyeHnin N3MEePEHHON BENMUYUHbI, NOMYYEHHbIX NapannefibHbIMU N3MEepPEeHNAMN
OHOTO ¥ TOTO Xe WK CXOAHOTo 06bekTa B 3afaHHbIX YC/TOBUSIX.

MpumevaHusn

1 MpeunsnoHHOCTb U3MEPEHNS 06bIYHO BbIPaXXaeTCst YNC/IEHHO TakMW Mepamy HenpeLm3voHHOCTU. Kak CTaH-
JapTHoe (CpeAHeKBagpaTN4HOE) OTK/IOHEHUe, BapuaHca unn koaduumeHT Bapmaumm B 3a4aHHbIX yC/IOBUSIX M3MEPEHNS.

2 TepMUH «3afilaHHble YC/I0BUS» MOXET, HanpuMep, o3HauyaTb YC/I0BUA NMOBTOPAEMOCTU U3MEPEHVS, YC/I0BUS Npo-
MEXyTOUHOW NPeLM3NOHHOCTI U3MEPEHWS NN YCI0BKS BOCMPOU3BOAVMOCTY N3MEPEHNS.

3 TMpeumn3MoHHOCTb U3MEPEHNSI UCMOMb3YeTCs AN ONpefesieHnst NOBTOPSAEMOCTN M3MepPEeHUs, NMPOMEXYTOUHOI
NPeLU3NOHHOCTU U3MEPEHNSI UM BOCMPOU3BOAMMOCTU M3MEPEHNS.

4 MapannesibHble M3MEPEHNS 03HAYa0T U3MEPEHMS, KOTOPbIe MOJTyYeHbl CMOCO60M, He UCTbITbIBAIOLMM BAUSHUIA
npeLUecTBYOLLMX N3MEPEHNI TOW Xe AN CXOLHON NPobb.

5 AganTtuposaHo n3 ICO/M3K PykosogcTteo 99:2007. onpegenexune 2.15.

3.15 noBTOopssemMocTb n3mepeHuns (measurement repeatability, repeatability): MpeunsmoHHoOCTb M3Me-
peHus B psge YCNoBUIA N3MepeHNsi, KOTOpble BKIOYAKOT B CEOS OAHU U Te e MeTOAUKM U3MEepPEeHUs], TeX Xe
onepaTopoB, Ty Xe U3MepUTESIbHY CUCTEMY, T X€e YC/IOBUSA BbINOSIHEHUSA W TO Xe MecTo paboTbl U napan-
nenbHble U3MepeHUst Tex Xe Uan nofo6HbIX 06LEKTOB 3a KOPOTKWIA Nepuoj BpeMeHMU.

4
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MpumevaHnsa

1 B KIMHWYeCKOl XUMUM ANA 0603HAYEHWSI 3TOTO MOHATUA MHOTAA WCMOMb3yeTCcs TEPMUH «BHYTpUCEpWiiHas
NPeLn3NOHHOCTb».

2 Ipw oLEeHNBaHNN MEAULMHCKOTO U3AENWA ANA AUArHOCTUKM in Vitro 06bIYHO 136MpatoTcs yC10B1sl NOBTOPSEMOCTMN
[ANA TOro, 4To6bl NPeACTaBUTb HE U3MEHEHHbIE CYLLECTBEHHBIM 06Pa30oM yCN0BUS (HasblBaeMble YC/I0BUSIMU NOBTOpPSe-
MOCTM), NPMBOAALLME K MUHUMa/IbHOV BapuabesibHOCTU M3MEPEHHbIX 3HaYeHUIA. VIHchopMaLus O NOBTOPSEMOCTU MOXET
6bITb MOME3HOW A4S Lenei noncka HemcnpaBHOCTEN.

3 MoBTOPAEMOCTb MOXET OblTb BbIpaXXeHa KOMMYECTBEHHO B TEPMUHAX XapakTepUCTUK AUCNEPCUN N3MEPEHHbIX
3HAYEHWI, TakuxX Kak CTaHAapTHOe (CpefHeKBaApaTUYHOE) OTKIOHEHVE NOBTOPSIEMOCTI, BapuaHca NOBTOPSIEMOCTU U KO-
aphuLmeHT Bapmauum nosTopsieMocTn. CoOTBETCTBYIOLLME CTATUCTUYECKNE TEPMUHBI NpuBeaeHsbl B ICO 5725-2.

4 ApantupoBaHo 13 MCO/M3K PykosogcTteo 99:2007. onpeaenenus 2.20 n 2.21.

3.16 Bocnpou3BoaMMOCTb M3MepeHua (measurement reproducibility, reproducibility): MpeunsnoH-
HOCTb M3MEPEHUS B YC/IOBUSAX U3MEPEHNSA, KOTOpble BK/OYAOT B Ce651 pa3fnyHble MecTa BbIMO/IHEHNS, One-
paTtopoB. N3MepuUTe/bHbIe CUCTEMbI 1 MapasnsiefibHble N3MEePEHNS OQHUX U TeX Xe UM CXOAHbIX 06BEKTOB.

MpumeyvaHnsa

1 B KAMHMYECKOl XMUK 4151 0603HAYEHVS JaHHOrO NOHATUA MHOrda ynoTpebseTca TepMUH «MexnabopaTopHas
NPeLM3MOHHOCTb».

2 MNpu oueHMBaHNN MEeAMLIMHCKOrO MU3Aenus ANs AMarHoCTUKK in Vitro 06bIYHO M36MPaOTCSA YCI0BUA BOCMPOU3-
BOAMMOCTW A1 TOrO, YTO6bl NMPeACTaBUTb MakCUMasIbHO M3MEHEHHbIe YC/I0BUS (HasblBaeMble YC/TOBUSIMU BOCMPOU3-
BOJMMOCTM). NPUBOAALLME K BapuabenbHOCT U3MEPEHHbIX 3HaYeHWI, KOTopble creayeT yuuTbiBaTb MPU CPaBHEHUU
pesynbTaTtoB U3MEPEHWI Mexy He3aB/CHMbIMW 1abopaTopuamMn B MPOrpamMmMax MexiabopaTtopHbIX CANYeHUi (Hanpu-
Mep. UCMbITaHWiA NPoheccroHasbHO KOMNETEHTHOCTH, BHELLIHEN OLleHKe KayecTsa Wan uccnefoBaHunii cTaHgapTu3auum
na6opatopwuii).

3 BOCNpon3BOAUMOCTL MOXET ObITb BbIpaXKeHa KOSIMYECTBEHHO B TEPMUHAX XapaKTepUCTUK AMCNEepCUn U3MepeH-
HbIX 3HaYeHWN, Taknx Kak cTaHAapTHoe(cpeAHeKBaApaTUYHOE) OTK/IOHEHVE BOCMPOM3BOANMOCTY, BapuaHca BOCNpon3Bo-
AMMOCTU 1 KO3(hDMLMEHT Bapualyy BOCnponssoaumMocT. COOTBETCTBYHOLLME CTAaTUCTUYECKNE TePMUHbI NPUBEAEHBI B
NCO 5725-2.

4 PasnunyHble N3MepuTesibHble CUCTEMbI MOTYT MCMO/b30BaTh Pa3/INyHbIe METOANKV U3MEPEHUSI.

5 Cneuudmkaumy fOMKHbI 334aTb YC0BUS U3MEHEHHbIE 1 HEM3MeHEHHbIE, YTOGbI OLLeHUTb CTeneHb N3MEHeHWi
npaxkTuyecku.

6 AganTupoBaHo n3 MCO/M3K PykoBogcTteo 99:2007. onpeaenenus 2.24 n 2.25.

3.17 npaBU/IbHOCTb U3MeEpPEeHuns (measurement trueness, trueness): Bnn3ocTb COOTBETCTBUSA MeXAay
cpegHuM HeonpegeneHHoro Yucsia noBTOPHbIX 3HayeHui N3MEpPEHHbIX BENIMUYUH N peddePEeHTHbIM 3Ha4YeHnem
BEe/MNYUNHBbI.

MpumeyvaHunsa

1 MpaBWNbHOCTL M3MEPEHNS He IBMISETCSA BENIMUMHON U HE MOXET BbITb BblpaKeHa YNC/IEHHO, OHAKO Mepbl 6/1u-
30CTV COOTBETCTBUA npusefeHsl B MICO 5725-1.

2 MNpaBWbHOCTb N3MEPEHNS MeeT 06PaTHYI0 CBA3b C CUCTEMATUYECKON OLLMOKOW M3MEPEHUS, HO He CBSA3aHa co
CNy4aiiHO OLWNBKOV U3MepeHus.

3 TOUHOCTb U3MEPEHNS He [0/HKHA NPUMEHATLCSA /11 0603HAYEHUSA «NPaBUIbHOCTU U3MEPEHS» 1 Ha06opPOT.

(MCO/M3IK PykoBoacTso 99:2007. onpegenenue 2.14].

3.18 uHTepBan u3sMepeHusa (measuring interval): Psig 3HaueHWii BE/IMYMH OAHOTO U TOTO Xe poAa, Ko-
TOpble MOTYT GbiTb M3MEPEHbl fAaHHLIM U3MEPUTENIbHbIM WHCTPYMEHTOM WU W3MEPUTENbHON CUCTEMON CO
cneunuLMpPoOBaHHO HEONPeAeNeHHOCTLI0 U3MEPEHUA B ONpeeeHHbIX YC/TOBUSIX.

MpumevaHunsa

1 VHTepBan M3MepeHus, B npegenax KoToporo (PyHKUMOHa/IbHbIE XapaKTePUCTUKU MeAULMHCKOro u3genus Ans
[MarHoCTVKM /1 vitro 66111 NOATBEPXAEHDI, Ha3bIBatOT «'reportable range».

2 HwkHWiA npegen wHTepBasia U3MepeHuss He 06s3aTenlbHO coBnafjaeT C npefdesioM o6HapyxeHus. Cw.
MCO 18113-1:2009, A.2.B aAnsA AONOAHUTENbHOW MHhopMaLum.

3 Ana obcyxaeHns pasHuLbl Mexay nHTepsasioM u psgom (range) cm. MCO 18113-1:2009. A.2.11.

4 ApantmpoBaHo 13 MCO/M3K PykoBogcTteo 99:2007, onpeaeneruve 4.7. MNpumeyaHue.

3.19 meTponoruyeckaa npocnexveaemocTb (metrological traceability): CBoiicTBO pe3ynbTata usme-
peHMUA. KOTOPbLIM pe3yNnbTaT MOXeT GbiTb CBSI3aH CO CTAHAAPTOM M3MepeHust Yepes LOKYMEHTUPOBAHHYO Lenb
KannbpoBOK, KaXA0N N3 KOTOPbIX NpUNMcaHa HeonpeaeneHHOCTb N3MepPEeHMS.

MpumeyaHunsa

1 ins paHHoro onpeaeneHns CTaHAapToOM MOXET ObiTb onpedeneHne efnHULbl U3MEPEHNS Yepes3 ee npakTuye-
CKYt0 peasim3aumio M MeTofuka n3MepeHus, BKvatoLwas B cebs efuHULLY N3MePeHns HeopAMHaNbHOW BENNYNHBI UK
CTaHAapT U3MepeHus.
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2 MeTponoruyeckas npocnexveaemoerb TpebyeT ycTaHOBEHUS epapxumn kasinbposok. MNocneaoBarebHOCTb CTaH-
[apTOB U3MEPEHNs 1 KasIMBPOBOK, KOTOPbIE MCNOJb3YHOTCS, YTOObI CBA3ATb Pe3y/bTaTl U3MEpPeHUs Co CTaHAapToOM n3mepe-
HWSA. Ha3bIBAKOT Lie/Iblo NpocnexmBaemMocTi. Lienb MeTponornieckoii NpocexnBaemMocTy NPUMEHSETCA 4151 YCTaHOBIEHUS
METPOIOTMYECKO NPOC/IEXNBAEMOCTI pe3y/ibTaTta U3MEPEHNS, BKIKOUasi B cebsa 3HaueHus kanmbpaTtopa. Cv. NCO 15711
[ONA NPUMEPOB Lieneil NPoCcNeX1BaemMoCTH, OTHOCALLIMXCSA K MEAULMHCKAM U3AENMAM 4118 ANarHOCTUKK in vitro.

3 Cneundukaumy ycTaHOB/IEHHbIX CTaHAAPTOB M3MEPEHUA MOTYT BKIOYaTb B Cebs BpeMsi, Korga 3ToT cTaHaapT
n3mMepeHns 6bIn1 UCNONBb30BaH A1 YCTaHOBNEHNS NepapXun KaiMbpoBoK, BMecTe C /1060 ApYroil OTHOCALLEeRCS K feny
MeTPO/I0TMYECKO NHChOpMaLIMell OTHOCUTENbHO CTaHJapTa M3MEpPEeHNsl, Takol, Kak Bpems BbINOIHEHUS MEepBON Kasn-
6pOBKM B Mepapxuv KasImbpoBoK.

4 [inA n3vepeHuii 6onee 0AHON BENNUMHBI HA BXOAE B MOAENN U3MEPEHUS Kax0e W3 3HaUYeHUlA BeNIMYMHbI MOXET
camo 6bITb METPOIOTMYECKU MPOC/IEXEHHLIM Y COOTBETCTBYIOLLLASA MepapXusa KasIMGPOBKN MOXET obpa3oBaTb BETBUCTYIO
CTPYKTYPY WM CETb. YCUNWS, MPUNOXEHHbIE AN1A YCTAHOBNEHUS METPO/IOrMYECKO NPOCNeXNBaEMOCTY ANS KaXKA0M Benu-
YMHbI Ha BXOAE AO0/DKHbI ObITb COPa3MepPHbIMU C X OTHOCUTE/IbHBIM BK/1aA0M B pe3y/ibTaT U3MepeHus.

5 CpaBHeHve mexay cTaHfapTaMmu U3MEpPEHWs MOXET paccmaTpvBaTbCA Kak kanvbpoBka, ecrin ANns npoBepku
NCMOMb3yeTCs CPaBHEHNE W. eCNN HEOOXOAMMO, KOPPEKTHOE 3HAYEHNEe BENUYVHBI U HEONpPeaeneHHOCTb U3MEPeHUs npu-
NUCbIBAIOTCS OAHOMY U3 CTAHAAPTOB U3MEPEHUS.

6 CokpalleHHbIl TEPMUH «MPOCNEXNBAEMOCTb» MHOTAA UCMOb3yeTca A1 0603HAUYEHNA MeTPOIorMYeckoii npo-
CNeX1BaeMOCTU. a Takke 1 APYrvX NMOHATUMA, TakuxX Kak NPOCNeXMBAEMOCTb NPOGbI UK NPOCNIEXMBAEMOCTb JOKYMEHTA,
UM NPOCNeXMBAEMOCTb MHCTPYMEHTA, WM NPOCNeXMBaemMoCcTb Matepuana, korga uctopus (cnep) ob6bekra umeeT 3Ha-
yeHne. Mo3TOMy MOMHLIA TEPMUH «METPOJIorMyeckasi MPOC/IEXNBAEMOCTb» ABMISETCA NPeANoUTUTENbHbIM, €CN CyLle-
CTBYeT BEPOSITHOCTb HENPaBW/IbHOTO NMOHUMaHUSA.

7 ApantuposaHo n3 ICO/M3K PykosogcTtso 99:2007. onpepenexune 2.41.

3.20 uenb MeTponornyeckoin npocnexnsaemocTtu (metrological traceability chain, traceability chain):
MocnepoBaTeNnbHOCTb CTAHAAPTOB M3MEPEHUS U KaTIMGPOBOK, KOTOpas NCMOMb3yeTCsl, YUTOObI CBA3aTb pPe3y/b-
TaTt U3MepeHns co CTaHgapToM.

MpumevaHusn

1 Llenb MeTpoI0rMyeckoii NpocnexnBaemMocTi onpeaenseTcs Yepes nepapxuio KaimopoBoK.

2 Llenb MeTpOo/IOrMyeckoii NpocexmsaemMocTyi UCNONb3YeTCs /15 yCTaHOB/IEHUS METPO/IOTMYECKOI NpocnexvBae-
MOCTU pe3yribTara U3MepeHust.

3 CpasHeHue Mexzy AByMS CTaHAapTamm U3MepeHnst MOXEeT pacCMaTpuBaTbCa Kak KanimbpoBska, ec/im cpaBHeHVe
UCMONb3yeTcs /151 NPOBEPKA U. eCin HEOOXOAMMO, KOPPEKLMM 3HAUYEHNA BEINHMHBLI U HEOMPeAe/IEHHOCTN U3MEPEHNS,
npUNMcaHHbIX OAHOMY U3 CTaHAAPTOB U3MEPeHUs.

(MCO/M3K PykosoacTBo 99:2007. onpegeneHve 2.42).

3.21 o6bemHas gons aputpountoB B KpoBu (packed cell volume): O6bemMHas fons 3puTpoLnUTOB B
KPOBU.

MpumeyaHunna

1 BoipaxaeTcs kak fecAtnyHas gonsa (CU) nnm kak npoLeHT 06LLenpuHATON nprmeHsiemoii eannuiel CU (n/n).

2 VHorga npuMeHsieTca TePMUH «reMaToKpUT» MO HAMMEHOBAHWI0 MHCTPYMEHTa, NepBOHAYa/1bHO NPUMEHEHHOrO
[N51 OLeHKV 06beMHOM 015 3PUTPOLIUTOB B KPOBM.

3.22 cuctema peareHToB (reagent system): MeauunHckoe nsgenve Ans GUarHOCTWKY in vitro, koTopoe
NPOU3BOAUT CUTHAM B OTBET Ha U3MEPUMYI0 BEUYMHY.

Mpumep — NS ycTpoiicTBa MOHUTOPUHIA FNIOKO3bl CUTHAIOM MOXeT 6blTh XMMUYECKAA MU 3NeEK-
TpPOXMMMYecKas peakuna ¢ rNoKo3oii Bnpobe Kposu.

3.23 pehbepeHTHble MeTOAUKN BbiNONHeHUS namepeHus (reference measurement procedures): Me-
TOAUKN BbINO/THEHNA U3MEPEHUSs, NPUHATbIE KaK Aallune pesdynbTaTbl U3MEpeHus, oTBevallime Ux npeg-
Ha3HaYeHHOMY MNPMMEHEHUIO NPU OLEeHKe NPaBWU/IbHOCTU W3MEpPEeHUs 3HAYeHUI W3MEpPEHHOW BENUYUHBI,
Nosly4YeHHbIX OT APYroii MeToAuKN N3MepeHnsa NS BEIMYUH TOTO Xe poAa, Npu Kannbposke unu Ans xapakre-
PUCTUKM pedhepeHTHbIX MaTepunanos.

(MCO/M3K PykoBoacTeo 99:2007. onpegeneHue 2.7]

3.24 pedhepeHTHOe 3HayeHne BenmyunHbl (reference quantity value, reference value): 3HauyeHue Benu-
YMHbI. UCNONb3yeMOe Kak OCHOBa A1 CPaBHEHUSA CO 3HAYEHUAMMW BEIMYMH TOTO Xe poja.

MpumevaHusn

1 PedhepeHTHOE 3HaYEHNE BEMNUUHBI MOXET ObITb UCTUHHBLIM 3HAYEHWEM BE/TMUUHBI Me3topaHaa (M3mepsiemoli Be-
NINYYHBI). B 3TOM C/ly4aB OHO HEN3BECTHO, W/ COr1acoBaHHbIM 3HAYEHVEeM Be/IMYMHbI, B 3TOM C/ly4yaB OHO U3BECTHO.

2 PethepeHTHOe 3HaYeHNE BENNUMHBI C COMETAOLENCA C HUM HEONPEAENIEHHOCTLIO N3MepPeHUst 06bIYHO Npeso-
CTaB/SIETCA CO CCbIIKOM Ha:

- MaTepuas, Hanpumep cepTUULMPOBaHHbLIN pedepeHTHbI MaTepua:

- YCTPOWCTBO, HanpuMep, CTabunm3npoBaHHbIi nasep;
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- pedepeHTHY0 MEeTOAVKY BbINO/IHEHNS U3MEPEHUS;
- CpaBHEeHVe CO CTaH4apTOM U3MepeHNs.
[MCO/M3K PykoBoacTBo 99:2007. onpegeneHue 5.18]

3.25 TOYUHOCTb cuUCTEMBbI (System accuracy): BM30CTb COOTBETCTBUS MeXAY PALOM NPesCcTaBeHHbIX
pe3ynbTaToB OT U3MEPUTE/IbHON CUCTEMBI U UX OXUAAEMbIMU PePEPEHTHLIMU 3HAUEHUSIMU.

MpumeuvaHus

1TepMnH «TOYHOCTb» NPY €ro NPUMEHEHWUN K PAAY N3MEPEHHbIX 3HAYEeHWI oxBaTbiBaeT KOMOMHALIMIO KOMMOHEHTOB
CNy4aiiHbIX OLIMGOK 1 0BbIYHYI0 CUCTEMATUYECKYIO OLLNGKY UM KOMMOHEHT CMeLLeHe.

2 PethepeHTHble 3HaYeHUs1, NPUNUCcaHHbIE METOANKON BbINO/IHEHUS U3MEPEHUS, NPOCTEXMBAEMbI A0 pediepeHTHON
METOAVKM BbICLUETO YPOBHS.

3 B HacToslLLeM CTaHapTe TOYHOCTb M3MEePEHUs BbipaXaeTcsi Kak MHTEpPBas1, KOTOPbI OXBaTbIBaeT pe3y/bTaTbl 13-
MepeHuit 0T 95% npob, nognexatyx nccnefoBaHuio.

4 Cm. NCO 18113-1, A.2.4 pnsi fjanibHelwero 06eyXaAeHNst «TOYHOCTU CUCTEMbI».

3.26 TecTupoBaHue Tuna (type testing): CornacoBaHHOCTb TECTUPOBAHMS HA OCHOBE OAHOrO MW He-
CKO/IbKMX 06pasLoB NpoayKTa, NPeAcTaBAsOWEro NnpoayKLuio.

MpumeuyaHune — OAHOKPATHOE UCTbITaHME, NpefHa3HaYeHHoe /15 BEpUMKALMN COOTBETCTBUA Au3aiiHa
npoAayKTa cTaHaapTy 6e30nacHoCcTy.

3.27 perynmpoBKka cCMCTeMbl MOHUTOPWHIa FNI0KO3bl B KPOBU Nonb3oBaTenem (user adjustment of a
blood-glucose monitoring system): MeToguka, onMcaHHas B UHCTPYKLUN MO NPUMEHEHUIO, COr/TaCHO KOTOPOIA
nonb3oBaTesib BBOAUT YKUC/IO, UCMNOJMb3YeT KOAOBYIO MOMOCKY WA 4Yun, W.T.M., Tak, 4TOOblI cucTema fgocturna
npvemnemMbix MYHKLUMOHANbHbIX XapaKTepuUcTuk.

MpumeyaHne — OCHOBaHa Ha NOHATUM «PEryMpoBKa N3MepUTEsIbHON CUCTEMbI», NpuBeaeHHOM B MICO/M3K
PykosopacTteo 99:2007. onpegenexve 3.11.

3.28 Bepudukaumsa cucteMbl MOHUTOPUHIA FNIOKO3bl B KPOBM Nonb3oBatenem (user verification of a
blood-glucose monitoring system): Cnoco6, No3BoNAWWMNIA NONb30BATE/N NOATBEPAUTL KOPPEKTHOCTb (PYHK-
LMOHMPOBAHUSA CUCTEMbI MOHUTOPUHIA TN1I0KO3bl B KPOBU U KOPPEKTHOCTb BbIMOIHEHUA METOAUKN N3MEPEHUS.

4 KoHCTpyKuMa u paspaboTka

4.1 O6wue TpeboBaHua

TpeboBaHua cneuynduuympoBaHbl B MCO 13485 npuMeHUTENIbHO K MPUMEHAEMbIM KOHCTPYKLUN U pas-
paboTke.

4.2 MeTponormyeckaa npocaexnsaoMmocTb

MpumeHsatoTca TpeboBaHua, cneunduympoBaHHbie B MCO 15711. oTHocAWMeCs K KaambpoBke 1 MeTpo-
NIOTNYECKOW MPOCNexmBaeMocTy.

N3bpaHHas naum yctaHoBNEHHAA U3roTOBUTENEM MeTOAMKA BbINOMHEHNA U3MEPEHUA B Mepapxun kanum-
6POBKM MOXET n3MepsATb [/10KO3y B Mpobax KanuansapHoi KPOBU UM KanWaAsSpPHOW naa3msbl.

B npo6ax kanunnapHoi nnasmbl MCNONb3yeTCs U3bpaHHas U3roToBUTENEM MeTOANKA BbINOMHEHNS U3-
MepeHus. 3aTeM cucTeMa MOHUTOPUHIA FI0KO3bl B KPOBM MOXET COOOWUTb pe3ynbTaTbl U3MEPEHUs Kak kK-
BMBANEHTHI [/IIOKO3bl B NaasmMe, gaxe XO0Ts Npo6bl, 13MEPEHHbIE CUCTEMO MOHUTOPUHTA T/1H0KO3bl B KPOBMU,
6bIN KanUAASPHON KPOBbIO.

MpumeyaHne — Pe3ynbTarsl 3KBYBASIEHTA MN1a3Mbl MPEANOYTUTESbHBI.

B cnyuyae ecniy cucTemMa MOHUTOPUMHIA [/1II0KO3bl B KDOBM COO6LLAET U3MEPEHHbIE 3HAYEHUSI B eguHuMLax
npo6 ¢ pas3nnMuHoit MaTpuueit (Hanpumep, Naasma BMECTO KpOBU), U3TOTOBUTESb JO/HKEH NPeA0CTaBUTL AeTa-
/M NepeBofa U NoAfepxvBaloline Banugaunto JaHHble no 3anpocy nosb3oBatens.

Lienb npocnexuBaeMocTy JO/KHA BK/OUATb HEMHOTO CTaauil, 4To6bl NPaKTUYECKN MUHUMU3NPOBATHL
KOMGVHUPOBAHHYI0 HEONpPeeeHHOCTb U3MEePEHUS.

MpumeuaHue — Lienb NPOCNEXMBAEMOCTM A1t TUMMYHON KaIMGpPOBaHHOM Ha NPOU3BOACTBE CUCTEMbI MOHW-
TOPVHra F/110KO3bl B KPOBU NpUBEAEHa B NPUIOKEHUN A. JaHHbI NpUMep He npefHa3HauyeH NpeAcTaBNATb 4UHCTBEHHYIO
BO3MOXHOCTb MOAXOASILLEN nepapXun KalIMGpoBKY.
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4.3 be3onacHOCTb U MEHEeAXMEHT pucka

4.3.1 O6wue TpeboBaHua
MpumeHsATCA OTHOCALWMeCA K 6e3onacHocTn TpebosaHns MOK 61010-1 n 61010-2-101.
MpruMeHATCA OTHOCALLMECH K OLLleHKe pucKa U KOHTPoNsa pucka Tpeb6osaHua MCO 14971.

Mpumevanne — B UWCO 14971. npunoxeHne H. coaepXutcs pykoBoACTBO MO MEHEKMEHTY puUcka MeauLmH-
CKUX U3[eNnit ANa AUarHoCTUKK OT Vitro.

4.3.2 OueHKa pucka u KOHTpPOb

Pucku MOTyT 6bITb OLEHEHbI, KAK MUHUMYM, UCXOASA U3 CNeAYI0LLNX BO3MOXHbLIX MPUUYNH OMAaCHbIX CUTYyaunii:

a) nHTepdepeHLMa IHAOTEHHBIX W 3K30TE€HHbIX KOMMNOHEHTOB KPOBW, OT/IMYAKOLWMUXCA OT u3mepsieMoli
BEe/INYMHbI, BKOYaA Te, KOTOpble NepeyncnieHbl B NPUIOXeHUN A,

b) BIMSIHNE TEMATOKPMTA HA U3MEPEHHbIe 3HAYeHUS;

C) HejocTaTo4yHasi OCTMPOBKA CBONCTB U3MEPUTENs, HaNnpuMep KoANPOBaHUS;

d) ncnonb3oBaHne NPOCPOYEHHbIX PeareHToB;

B) HEMpaBW/IbHOe BBeJeHNe TeCTOBOM NONOCKH;

f) HegocTaTOuUHbIA 06bEM NPO6HI;

[) pe3ynbTat BHe NpefCcTaB/NeHHOro nHTepsana usMepeHus,

h) ctune wpudta n pasmep gucnnes 4na NoAb30BaTENSA C HAPYLWEHHbIM 3PEHNEM;

i) HenpaBW/IbHOE MPOYTEHNE N3MEPEHHOTO 3HAUYEHUS, eC/nN Y AUCN/Ies OTCYTCTBYeT CErMeHT;

j) Bo3pelicTBMe yganeHns 6atapeikn Ha coxpaHeHne faHHbIX UKW 3HaAYeHUA;

k) BiusiHne nepemelyeHus ycTpoiicTBa UanM NPUKOCHOBEHMWSA NPU U3MEPEHUN;

I) omacHocTuK, coyeTawlMecs ¢ nepegadyeil aHHbIX, HaNpMMep Mo NpoBoAamM, No 6ecnpoBOAHON CBA3M;

T) Mepbl KOHTPONA pUcKa AO/MKHbI 6bITb NPUMEHEHbI B C/lyvyae, eCciu HE06X0ANMO YMEHbLUNTb UMM KOH-
TPONMpPOBAaTb PUCKM 40 NPUEMIEMOTO YPOBHS.

4.3.3 Kputepuun npueMnemMmocT pucka

Kputepun npremnemocT pucka AO/DKHbl NPUHMMATh B pacyeT, Kak MUHUMYM, crepylune gakropsbl,
oLeHuBalLIME PUCK AN1A NoNb3oBaTens:

a) npegHa3HayeHHOe NMPUMeHeHUe CUCTEMbl MOHUTOPUHTA T/1I0KO3bl B KPOBY;

b) yCTAHOB/IEHHbIE KPUTEPUUN (DYHKLNOHANBbHbLIX XapakTepuCcTUK BbINONHEHNS;

C) npegnonaraemas nonynauunsa nonb3oBatenen, Hanpumep, skills n orpaHnyeHuna nonb3oBartenei;

d) cnoco6HOCTb cucTeMbl 0GHaAPYXUTb AedekT:

e) nocnefCcTBMA HeObHapyXeHHbIX fedeKToB;

f) [OCTUTHYTLIN ypoBeHb (state of the art) MOHUTOPUHra rNOKO3bI B KPOBY;

[) 3arpsisHeHune cofepxalMMucs B KpOBM napasutamu.

MpumMmedyaHue — HacTosAwmil CTaHAAPT HE YCTaHaBIMBAET KPUTEPUM NPUEMIEMOTO PUCKa.

4.4 SproHomuKa U yenoBeyeckuii axkTop

MpuUMeHATCA OTHOCALWMECA K 4YenoBeyecKUM dpaktopam TpeboBaHusA, crneunduumpoBaHHblie B
M3K 62366.

KOHCTPYKUMS CUCTEMbl MOHUTOPUHTIA TN1I0KO3bl B KPOBU A0/KHA YUMTbiBaTh Tpeb60OBaHUA K Cefyowmm
3ProHOMUYECKAM U YeNloBeYeCKUM hakTopam:

a) npocToTa onepupoBaHus.

b) NerkocTb 06CNYXNBaAHUS;

C) NpocToTa OUYUCTKN U fe3nHpeKLnn;

d) sawuTa oT nsHoca («wear and tear»), KOTOpPbIi MOXeT TUMUYHO Y4YNTbIBATLCSA MPU MCNOMb30BaHNM
oKpyxatlieil cpefbl, BkIovas B cebs BANAHNE OUNCTKNA U Ae3nHdekyum o6opyaoBaHus:

€) UNTaeMOCTb U3MEPEHHbIX 3HAYEHWIA;

0 HepByCMbICNIEeHHOE cOoObLLeHne A4Ns NoMb30BaTeNsA, HaNpuMep, «HW3kaa b6aTapes» AN «HU3KUIA pe-
3ynbTaT», a He NPOCTO «HU3KNI».

MpumeyaHunAa

1 CucTemMbl MOHUTOPUHIA [TI0KO3bl B KPOBU, NpefHa3HayYeHHble 418 caMOTeCTUPOBaHUSA, UCNONb3YIOTCA Henpodec-
CMOHaNamu ¢ pas/iMyHbIMKU YPOBHAMYU (hU3NYECKMX 1 YMCTBEHHbIX BO3MOXHOCTEN.

2 faHHble cMCTEeMbI YacTo TPAHCMOPTUPYHOTCA MOMb30BaTENIIMU, KOTOPbIE MPOBOAAT U3MEPEHNA B pA3HOOBPa3HbIX
YCNOBUAX.
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4.5 TpeboBaHusa K Bepudukaumm nonb3osarenem

KOHCTPYKLMA cUCTEeMbl MOHUTOPWHTA F/10KO3bl B KPOBU A0/KHA MO3BO/SATL MOMb30BATE/N0 NPOBEPATH:

a) NPaBUIbHOCTb (PYHKLMOHNPOBAHNA CUCTEMbI MOHUTOPUWHTA F/TIOKO3bl B KPOBU (TO €CTh KOHTPO/Ib CU-
CTEMBbI). 1

b) NpaBUAbHOCTb BbINO/IHEHNA TecTa, BK/IOYas NocnefoBaTe/IbHOCTb 3TaN0B METOANKN.

Bepudukauns gomkHa 6biTb NpoBefeHa nosb3oBaTesieM BO BPEMS NMPUMEHEHUS U3Aenus.

MpumeyvaHne — «Bo BpeMsa NPpUMEHEHUA» O3HAYaeT nepes, B TEYEHUE UM HEMEL/IEHHO MOoc/e NpoBefeHus
TecTa.

Bepudukauns nonb3oBatenemM fos/HkHa 6bITb MHTErpMpoBaHa B caM TecT, eC/in 3TO NpakTU4Yecku ocy-
LWecTBUMO.

Bepudunkauus nonb3osaTenieM AO/KHA AaTb HEABYCMbIC/IEHHYIO UHOPMALMIO.

5 Bbe3onacHoOCTb M HALEXHOCTb TECTMPOBAHUA

5.1 O6bwure TpeboBaHus

5.1.1 in3aiiH TocTa, MeToAmnKa aHannsa aHHblX U KPUTEPUU NPUEMNEMOCTU JOKHBI 6biTh
onucaHbl B NpoTOKO/IE.

MpumevaHunsn

1 TecTbl B pasgene 5 hopmyvpyoT BepuUdMKaLMOHHbIE AECTBUSA, KOTOPbIE NpeAHasHauveHbl Ansi obecneyeHns
TOro, YTO MPOAYKT CNOCO6GEH NOCTOSIHHO COOTBETCTBOBATbL Creuudnkaumsam 6e30nacHOCTU U HALEXHOCTU, YCTaHOB/IEH-
HbIM A/191 HEro.

2 Hactosiwmin ctaHgapT He npegHasHayeH cneunduumMpoBaTh Bce AEACTBUSA N0 Bepudmkaumm KOHCHYKLMM. KO-
Topble MOryT NoTpeboBaTbCA ANA AEMOHCTPALMN COOTBETCTBMSA KOHCTPYKLUMN Ha Bbixofe dB60BaHMAM 6€30nacHOCTU 1
HaAeXHOCTN KOHCTPYKLMKN Ha BXOAe.

3 TecTbl, onucaHHble B 5.2—5.8. aBNa0TCA TUNamn TECTOB.

4 TecTbl, onucaHHble B 5.10—5.12. ABNAOTCA TeCTaMy BbINONIHEHUS UCC/Ief0BaHNSA.

B npoTokonax fosxHbl 6bITb CneunduLMpoBaHbl YNCIO [IIOKOMETPOB, eMHNLbl peareHToB 1 naparn-
NeNbHbIE N3MEPEHUA HA TIIOKOMETP.

[nsa TecToB (PYyHKLUMOHANbHbLIX XapakTepUCTUK BbINOSTHEHMUA NPOTOKO/ A0/IXEH cofepxaTb cTatuctuye-
CKMe OCHOBaHuA.

CneynduumpoBaHHble Tpe60BaHUA K TECTUPOBAHUIO ABMSAIOTCA MUHUMAIbHBIMW TPE60BAHUAMM.

5.1.2 TNoOKOMEeTpPbl N CUCTEMbI peareHTos

[NOKOMETpbl U CUCTEMbI peareHToB A0/DKHbI NPeAcTaBAaATb e4UHNLbI PYTUHHOW NPOoayKLUK.

[na TMNnoB TeCcTOB A0/KHO GbITb MCNOJIB30BAHO B KaXXAOM TecTe, Mo KpaiiHeil Mepe, Tpu raKoMeTpa.

[na TecTtoB hYHKLMOHANbHbIX XapakTepUCTUK BbIMOTHEHUSA B KQXA0M TecTe A0/IKHO 6bITb MCNONb30Ba-
HO. N0 MeHbleli mepe. 10 rNIOKOMETPOB.

5.1.3 Kputepuu npuemnemocTu

Kputepun ycnexa/ownbkn gns tuna Tectos B 5.2—5.8 cneuundnympoBaHbl B NPYMEHAEMbIX CTaHAapTax.

KpuTepun ycnexa/owmnbkn TeCToB MYHKLNOHAbHbIX XapakTepPUCTUK BbINO/HEHUS B 5.9 A0/MKHbI 6bITb OC-
HOBaHbl Ha nMpuemaeMocTn adhdekTa oWnbKN Ha CMeLLeHre N NOBTOPAEMOCTb N3MePeHW Toko3bl. Kputepun
[OMKHbI 6bITb CBA3AHbI C KPUTEPUAMU (DYHKLMOHANTBbHBIX XapakTepUCTMK BbINMOTHEHNSA TOYHOCTM CUCTEMBI B 6.3.3.

OcHoBaHUA AN KpUTEPUEB NPUEMNIEMOCTUN JO/IKHbI 6biTb JOKYMEHTUPOBAHbLI B NPOTOKOeE.

CuctemMa MOHUTOPUHTIA /1I0KO3bl B KPOBWU A0/KHA OTBEYaTb KPUTEPUAM ycrnexa B KaxAoM NpoTokosne
TecTa. B npoTuBHOM cnyvae cuctema Ao/mKHA 6bITb NpU3HaHa HeYHKLNOHANbHOWM 1 He A0NXHa faBaTb YnC-
NeHHble pe3ynbTaTtbl MN0KO3bI.

MpUYMHLI HECNOCOBHOCTN COOTBETCTBOBATHL KPUTEPUAM NPUEMIEMOCTU LOJIKHbI BbITh N3YyYeHbI.

5.2 3awmTa NpOTMB 3/IEKTPUYECKOTO LIOKa

MpumeHsatoTca cneyndurunpoBaHHble B M3K 61010-1 Tpe6oBaHuMS, OTHOCALLMECS K 3aUiMTe OT 3/1eKTPU-
4YeCcKoro Loka.

5.3 3awunTa NpoOTMB MEXaHNYECKUX ONacHoOCTeW

MpumeHsatoTca cneunduumpoBaHible B M3K 61010-1 TpeboBaHUA, OTHOCALWMECS K 3alLUTe OT MeXaHu-
Yeckux onacHocTel.
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5.4 DnekTpomMarHmTHas COBMEeCTUMOCTb

MpumeHsatoTca cneunduumpoBaHHble B M3K 61326-1 1 MOK 61236-2-6 TpeboBaHuMs, OTHOCALWMECSA K
3/1eKTPOMarHuTHoi coemectumoctnt (AMC).

B cnyyaB ecnu rniokomeTp MOXeT 6biTb CBA3aH C APYrMM 060pyA0BaHMEM, TakKUM Kak KOMNbOTep Wau
MOGUNbHBIN TenedoH, TecTupoBaHne IMC JOMXKHO Takxke 6biTb MPOBEEHO Ha MIOKOMeTpe, noka Takum 06-
pa3om CBSI3aHHbIl IMIOKOMETP HECNOCOBEH BbINOMHATL TECTUPOBAHME T/1I0KO3bl, 6yAy4n cBA3aH C 4pyrum 060-
pyfoBaHuem.

B cnyyae ecnv oueHka pucka ykasbiBaeT, UTO BO3JeCTBME BbICLUMX YPOBHEN paguaunv uau anektTpu-
Yyeckoro paspsga npefcraBfisieT HenpueMeMblli OCTATOUHbIA pUCK ANs HenpodeccuoHana, To Torga ycTpoi-
CTBO O/HKHO 6blITb TECTUPOBAHO Ha BbICLLUNX YPOBHSAX.

5.5 Pe3ncTteHTHOCTb K Tenny

MpumeHsaTca cneyndurynpoBaHHblie B MOK 61010-1 Tpe60oBaHUsA, OTHOCALMECS K Pe3UCTEHTHOCTH OT
neperpesa.

5.6 Pe3MCTEHTHOCTb K 3arpsA3HEeHNI0 N XULKOCTAM

MpumeHsatoTca cneunduumpoBaHHble B MOK 61010-1 TpeboBaHMA, OTHOCALWMECSA K PE3UCTEHTHOCTMU K
3arpsA3HeHNsAM U XXUAKOCTAM.

5.7 3awunTta NnpoTMB OCBOGOXAAKLWMXCA ra3os, B3pbiBa N UMNA03UN

MpumeHsatoTca cneynduymnpoBaHHbie B MOK 61010-1 TpeboBaHUsA, OTHOCALLMECSA K 3alMTe NPOTMB OC-
BOGOXaoLWnNXca ra3os, B3pbiBa n UMMNI03UN.

5.8 KOMNOHEHTHI rAkomeTpa

MpumeHsTcsa cneyndurunpoBaHHble B MOK 61010-1 TpeboBaHUsA, OTHOCALWLMECS K KOMMNOHEHTaM [i0-
KomeTpa.

5.9 TecT DYyHKUMOHANbHbBIX XapakTepUCcTUK BbINOSTHEHUS

TecT byHKLMOHANbHbIX XapakTepUCTUK BbIMOMIHEHMSA creayeT NPOU3BOAMTbL A0 M MOC/Ae KaxXAoro onpe-
LeNeHNss MexaHU4yecKol pe3ncTeHTHOCTY K Bubpauum n kanenbHoro tecta (cm. 5.10) n 3aWwmTbl NPOTUB BO3-
neicTBUA ypoBHEW TemnepaTypbl 1 BnaxHoctTn (cm. 5.11 n 5.12).

Mepep KaxAblM TEeCTOM (PYHKLMOHANbHbIX XapakTePUCTUK BbIMO/THEHUS TIIOKOMETP A0/KEH ObiTb ypaB-
HoBelleH o (23 £ 2) "C.

Lna TecToB DYHKLMOHANbHbLIX XapakTepucTuK J0/DKEH 6biTb UCNOMb30BaH NOAXOAAW NI KOHTPONbHbI
mMaTtepuan. MoxeT UCMNOb30BaTbCA KOHTPO/IbHLI MaTepuasn, peKOMeHA0BaHHbI N3roToBuTeNnem. AHannTu-
yeckyl BapumabenbHOCTb, Bbi3BaHHYIO NMPOGON, KOMNOHEHTAMW CUCTEMbl PeareHTOB U KOMNOHEHTaMU [HKO-
mMeTpa. cnegyeT yunTbiBaTb NpU NPOBEAEHUMN TecTa u pa3paboTke KpUTepMeB NPUEMIEMOCTH.

MpoBepoyHas nosiocka, koTopas UMUTUPYET peareHTHYI0 MOJIOCKY Nocne peakuun ¢ rAKo30M, nan no-
[o6Has anbTepHaTUBa aHanusa, PeKOMeHA0BaHHOIO U3rOTOBUTENIeM KOHTPO/IbLHOTO MaTepuana, MoXeT 6biTb
npMMeHeHa ANA AEMOHCTPALUN BANSHUSA HA XapakTepuCTUKN M3MEPUTESTbHOW cucTeMbl. TecTbl NPO6 AOMKHbI
6bITb U3MEpPEHbI B Nopsagke, cneunduumpoBaHHoM B NpoTokone. CpeaHAa KOHUEHTpaumnsa rKo3bl U NMOBTO-
PAEMOCTb JO/IKHbI 6bITb paccunMTaHbl 40 WU NOCMe Kax/oro Bo34eincTBus, 1 pasHuua AomxHa 6biTb conocTas-
fieHa ¢ KpuTepuamMu NpMemMsaeMocTy.

TecT npuemnemMocTn AN CMeLleHus: pasHuua Mexpay cpefHel KOHLeHTpaLuuei raloko3bl Noeno BO3-
[eicTBMA 1 cpefjHell KOHLeHTpauueli rnoKo3bl nepej BO3AeicTBMEM A0/MKHA ObliTb paccuMTaHa U cpaBHeHa
C KpUTEPUSMYU MPUEMIEMOCTU ANA CMELLEHUS.

TecT NnpuemnemMocTn ANS NOBTOPAEMOCTU: KOPEHb KBaApPaTHbI pasHuLbl MeXay BapuaHCoil noBTopse-
MOCTW Moc/ie BO3JEeNCTBUS M BapUMaHCO NOBTOPSAEMOCTU [0 BO3A4elCTBUS AO/MKEH ObiTb paccuuTaH U cpaBs-
HEH C KPUTEpUAMU NMPUEMIEMOCTU ANS NOBTOPAEMOCTU. B kayecTBe asibTepPHATWBbI MOXET OblTb BbINMOSIHEH
F-TecT Ha 3KBMBaNEHTHOCTb BapuaHc.

5.10 MexaHn4yeckas pe3nCTEHTHOCTb K BUbpaumm u ygapam

5.10.1 BubpaunOHHbIN TecT
a) Ans peMoHcTpaumn pe3ncTeHTHOCTU K BubpaLuum fomkHbl 6biTh BbIMOSHEHbI NOC/NEf0BATENbHO Clle-
Aytouine atansbl.
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b) BbINOAHNUTE TECT PYHKLUNOHANMBbHbIX XapaKkTepUCTUK, ONNCaHHbI B MyHKTe 5.9.

C) BbINONMHUTL BUGPALMOHHbIN TecT, KoTopblli cneynduymposaH B MK 60068-2-64.

d) Mocne 3aBepleHna BM6paLMOHHOTO TECTUPOBAHUA NOBTOPUTL TECT PYHKLUNOHA/bHbBIX XapakTePUCTUK.

e) MpumeHnTb TpeboBaHus, cepTuduLnpoBaHHble B MOK 60068-2-64. oTHOCALMECS K BUOPALNOHHOMY TECTY.

5.10.2 KanenbHblil TecT

a) YTobbl NpoAeMOHCTPMpPOBaTb NPOLO/IKUTENIbHOCTb Kanau, JO/MKHbI 6blTb Noc/iefoBaTesibHO BbIMNOJI-
HeHbl cneayloline atanbl.

b) BbINONHUTL TECT (PYHKLMOHANbHbIX XapakTepPUCTUK, ONUCAHHbIA B NyHKTe 5.9.

C) BbINOAHNTL KanesnbHbI TECT, yCTaHOBAEHHbIN B MOK 61010-1.

d) Mocne 3aBepllIeHNs KanenbHOro TecTa NOBTOPUTL TECT (DYHKLMOHANbHbIX XapakTepucTuK.

5.11 Mpoaonbl BO34eNCTBUS TeMnepaTypbl Ha 060pya0BaHNe NPU XpPaHEHUN

5.11.1 BbicokoTemnepaTypHblii TecT

a) Ana pemoHcTpauun npuemnaeMblX PYHKLMOHANbHBIX XapakTepUCTUK NOCNEe XPaHEHNA MpPU BbICOKOWA
Temnepartype [O/KHbl 6bITb NOC/Ne0BaTENIbHO OCYLECTB/IEHbI CeayoLne 3Tanbl.

b) BbINONHUTL TECT (DYHKLUMOHANBbHbLIX XapakTepuCcTUK Tak. kak onucaHo B 5.9.

c) MomecTuTb KaxAblil TNIOKOMETP B Kamepy, B KOTOPOl MOHUTOPMPOBATb BHYTPEHHIOIO Temnepatypy.

d) MosbicnTb TemnepaTtypy 40 (50 + 2 ) X n noggepxunsaTb 3Ty TemnepaTypy B kKaMepe B TeyeHue 8 u.

e) OcTyauTb rNoKoMeTp A0 TemnepaTypbl (23 + 2) °C 1 NOBTOPUTL TECT PYHKLNOHANbHbIX XapakTepucTyK.

0 Ana cucTtem, B KOTOPbIX CUCTEMA pPeareHToB SABNAETCA UHTerpasibHbiIM KOMMNOHEHTOM F/Il0KOMeTpa 1 He
MOXeT 6bITb OTAEe/IeHa OT yCTPOIiCTBa, BO3eliCTBME BbiCOKOTEMNEpPaTypPHbIX YCIOBUI JO/HKHO 6biTb OrpaHu-
YEeHO UCNONb30BaHWEM YCNOBUIA, CNeLndULUPOBAHHbIX U3TOTOBUTENEM.

5.11.2 Hu3koTeMmnepaTypHbIii TECT

a) lna gemMoHcTpauun npuemaemMblx PYHKLUOHANbHbIX XapakTepUCTUK NOCNe XpaHeHUs Npu BbliCOKOIA
Temnepatype AO/XHbl 6bITb NOCNeA0BaTENbHO OCYLLEeCTBEHbI cCneayoumne atanbl.

b) BbINOMHUTL TECT (PYHKLMOHAbHbLIX XapakTepUCcTUK Tak, Kak onucaHo B 5.9.

c) MomecTuTb Kax/blii [IOKOMETpP B Kamepy, B KOTOPOl MOHUTOPMPOBATL BHYTPEHHIOIO TeMnepaTypy.

d) MoHn3nTb Temnepatypy 4o (-20 + 2) “C n noagaepxumBaTb 3Ty TemnepaTypy B kamepe B TedeHune 8 u.

e) [laTb rfloKomeTpy corpetbes A0 TemnepaTtypbl (23 + 2) °C 1 NOBTOPUTb TeCT (PYHKLUMOHANbHbIX Xa-
pakTepucTuK.

0 Ana cucTem, B KOTOPbIX CUCTEMA pPeareHToB SABNAETCA UHTerpasibHbiM KOMMNOHEHTOM F/Il0OKOMeTpa 1 He
MOXeT 6bITb OTAENeHa OT YCTPOCTBA, BO3AelicTBME HU3KOTeMNepaTypHbIX YC0BUIA AO/MKHO 6bITh OrpaHnye-
HO MCMNONb30BAHWEM YCNOBUIA, YCTAHOBMEHHbIX N3TOTOBUTENEM.

5.12 Mpepenbl BO34eNCTBUA BNAXHOCTU HAa 06opyAoOBaHMe Npu XpaHeHuu

a) lna gemoHcTpauun npuemsaemMblix PYHKLUOHANbHbIX XapakTePUCTUK NOCNe XpaHeHUs Npu BbliCOKONA
BNAXHOCTWN AO/MKHbI 6bITb NOCNEA0BATENLHO OCYLWECTBNEHbI CriefyoLme atansbl.

b) BbINOMHUTL TECT (PYHKLMOHAbHbLIX XapakTepucTuK Tak, kak onmcaHo B 5.9.

c) MomecTuTb Kax/blil [IOKOMETP BO BAAXHYIO KaMmepy.

d) CtabnnmsnpoBaTb HEKOHAEHCUPYEMYLIO BaXHOCTb A0 93 % + 3 % n Temnepatypy (32 = 2) °C, nog-
JepxusaTtb 3Ty TemMnepaTypy B kKamepe B TeyeHue 8 u.

e) OcTaBUTb FIOKOMETP BO B/I@XHON kamepe B TeyeHue 8 u.

0 YpanuTb rnloKomMeTp M3 Kamepbl, ypaBHOBECUTb €ro A0 AO0CTUXeHUSA Temnepatypbl (23 + 2) eC n oT-
HOCUTesNbHOW BA@XHOCTM < 60 % Ha 15 MUH 1 NOBTOPUTb TECT PYHKLMOHATbHbIX XapakTepucTuk.

6 OueHKa aHaNUTUYEeCKUX PYHKLUOHAMbHbIX XapaKTepucTuk

6.1 O6wue TpeboBaHusA

6.1.1 NPOTOKON OLLEHKMN

OueHKka aHaINTUYecKnX PYHKLMOHANbHbIX XapakTepucTuk 4o/HKHA NPON3BOAUTLCA U3rOTOBUTENEM Kak
yacTb npouecca KOHCTpyupoBaHusa n paspaboTku. MpumeHstoTca TpeboBaHma NCO 13485 ons Bepudumkaumm
KOHCTPYKLUN.

MpumeyaHunsa

1 OueHku B pasfene 6 npeAcTasnsAlT coboii AeCTBMA NO BepuUKaLM KOHCTPYKLUMKM, NpegHasHadYeHHble Ans
obecneyeHns cnoco6HOCTM YCTPOICTBa COOTBETCTBOBATL CyLLECTBEHHbBIM (PYHKLMOHA/IbHBIM XapakTepucTukam, ycTaHoB-
NeHHbIM 4151 Hero.
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2 Hacrtoawwii ctaHAapT He npeAHasHadveH cneunduumpoBaTtb Bce AeiicTBUS No BepuchmKaLmMm KOHCTPYKLMK, KOTO-
pble MOryT noTpe6oBathCs, YTOObI NPOAEMOHCTPMPOBATL TO. YTO KOHCTPYKLUMSA Ha BbIXOAE COOTBETCTBYET TPE6GOBAHMAM K
aHaIMTUYECKVM (PYHKLIMOHA/TbHBIM XapaKTepUCTKaM KOHCTPYKLMM Ha BXOAe.

NccnepoBanna Bepudnkaumm yHKLMOHANbHbBIX XapakTepucTuK crefyeT NpoBOAWNTbL B COOTBETCTBUMN C
HanMcaHHbIM MPOTOKO/OM. B NnpoToKosie f0/MXHbl 6bITh CleLtLMpoBaHbl KPpUTEPUN NPUEMAEMOCTH, CTaTuH-
cTuyeckuii aAn3aiiH, Bkaoyasa B ce6a 4ncao v TUN Npo6, YACO FIOKOMETPOB, eAUHUL, peareHToB 1 napannienb-
HbIX U3MEPEHNIA, 3KCNepuMeHTalbHble YCNOBUS U Apyrue fgetanu, oTHOCAWMeca K ey, U MeToAUKN aHanm3a
[aHHbIX, BK/IloYas 06paboTky Bbinagaownx pesynbTarTos.

B cnyvyae ecnu cneynuumMpoBaHHble 3KCNepuMeHTanbHble Tpe6oBaHUsi NPakTUYEeCKN He OCyLLecTBU-
Mbl. B MPOTOKO/1€ AO/DKHbI ObITb ONUCAHbI U 06 BSACHEHbI aNbTEePHATUBHbIE CTATUCTUYECKME CNOCO6bI N3YYeHUs
BaSIMAHOCTN KOHCTPYKLUNN.

Kputepumn yHKLUMOHANbHbIX XapakTepUCcTUK A5 TOYHOCTU cucTeMbl B 6.3.3 He [O/DKHbI Henocpes-
CTBEHHO NMPUMEHATHLCA MpU Bepudukaymm gpyrnx yHKLMOHANbHbIX XapakTepucTuK, Takux Kak npeLn3noH-
HOCTb. CMellleHne, BAMsoWMe BeNMYNHbl. Kputepum npuemnemMoctu Ans 3TUX KOMMOHEHTOB TOYHOCTU CU-
CTeMbl [0/MKHbI GblTb ONpefefieHbl U3roTOBUTENEM, NPUHUMAsA BO BHUMaHWe WX BKNag B PyHKUMOHANbHbIE
XapaKTepPUCTUKN TOYHOCTU CUCTEMBI.

Bce KOMNOHEHTbI CUCTEMbI MOHUTOPUHIA F/IIOKO3bl B KPOBW, BKIOUYasi B cebs rAokomeTp, cuctemy pea-
FEHTOB U Apyrue NpuHaANeXHOCTU, AO/KHbI NPeACTaBNATL eMHULY PYTUHHOTO NpoM3BoAcTBa. Bce oTanumsa
[OJDKHBI 6bITb ONMCaHbl N 06 bACHEHDI.

CuctemMa MOHUTOPUHIa [/10KO3bl B KPOBM A0/DKHA ObiTb BbiBEPEHa B COOTBETCTBUWM C MHCTPYKLMAMMU
M3roTOoBUTENSI MO NPUMEHEHUI0 (HanpuMep, Yepes KOAMPOBaHME, YNMbl), B c/lyyae ecnu TpebyeTcsi perynam-
poBaHue. He J0O/HKHO NPOBOAUTLCA PeryMpoBaHvie Mexay napaanenbHbIMU N3MEPEHUAMMN 3a UCKIIOYEHNEM
cnydasi, ecni UHCTPYKLMW U3rOTOBUTENs crneuuduumpyloT perynnposaHve, tpebyemoe nepej KaxuibiM u3-
MepeHnEeM.

CneuynduumpoBaHHble N3rOTOBMUTENEM MPOLEeAYypYy HACTPOWKM N MeTOAMKY KOHTPONS crefyeT ocylecT-
BNAATb Nepes KaXAblM N3MepeHneM.

6.1.2 Mpo6bl

Mpo6bl [O/KHBI YA0BIETBOPATL TPE6OBAHNAM, U3/TOXKEHHbIM B MHCTPYKLMAX U3TOTOBUTENA, U COOTBET-
cTBOBaTb (PYHKLMOHANbHbIM XapaKkTepucTukam, KoTopblie AO/KHbl OblTh OLeHeHbl. [lonofHNTe NbHbIEe Tpebo-
BaHWA K Nnpo6am MoryT 6bITb cepTuduympoBaHsl B 6.2—6.5.

B cnyuyae ecnu Heob6xoAauma 60nee BbICOKasA KOHLEHTpaLus r1oko3bl, NPo6bl KPOBM MOTYT 6bITb cOGpa-
Hbl C COOTBETCTBYIOLLMM aHTUKOArynsHTOM W 3aTeM [0NOJ/IHEeHbl PacTBOPOM CO/IM C KOHLUeHTpauuei macchbl
0.9%, copepxalium BbICOKYI0 KOHLEHTpPaLMio TN10Ko3bl. Pa3BeseHne [AOMKHO 6bliTb HACTO/IbKO MWHUMASb-
HbIM. HACKO/TbKO 3TO BO3MOXHO, ¥ HE J0/HKHO MPUBOAUTL K 3HAYNTE/TbHOMY M3MEHEHUI0 MaTpuLibl Npo6sbl. Mo-
NoJ/IHEHHbIe NPO6bI A0MKHLI NOCTOATL, NO KpaiHei mepe, 15 MWH nepes UCNONb30BaHMEM, YTOGbI MO3BOUTb
[o06aBNeHHO r1oKo3e ypaBHOBECUTLCA MeXAY N1a3Moil U KneTKkaMu KpOBU.

B cnyyae ecnu Heob6xoauma 60nee HU3Kasa KOHLEeHTpaL s r1Ko3bl, NPOo6bl KPOBU MOTYT 6bITb COGpaHbI €
COOTBETCTBYIOLLMM aHTUKOAryISHTOM U MHKYBMpPOBaHbI 415 TOr0, YTO6bI MOT NPOU30ITU rANKONN3. Mpobkl Kpo-
BW C aHTUKOArynsaHTOM MOTyT 6bITb OCTaB/IeHbl O MOMEHTA, KOra rnoKo3a CHU3UTCS 4,0 XenaTtesbHOro ypoB-
HA. YcnoBua nHky6auuu (Hanpumep, TemnepaTypa, CMellMBaHuWe), Npy KOTOPbIX NPO6bl CTAHOBATCS COBMe-
CTUMbI C CUCTEMOI MOHUTOPUWHIA [M0KO3bl B KPOBM, NoAdexallei oueHke (Hanpumep, 6e3 remonunsa), 4O/MKHbI
6bITb ONpefeneHsbl N3rotoBuTeNeM. MakcumansHas TemnepaTtypa npu UcnbiTaHUM AomkHa 6biTb 37 CC.

KoMMyTaTMBHOCTb MOAMMNLMPOBaHHbIX NPO6 A0/KHA 6bITb BepuuLnpoBaHa CUCTEMOI MOHUTOPUHTA
NII0KO3bl B KPOBM, MoJ/iexalleil oLeHke.

MpumeyaHue — B ccbinke [20] npuBeAeHO PYKOBOACTBO M0 EMOHCTPALMN KOMMYTATUBHOCTU pepepeHTHOro
matepuana.

HeoxungaHHble pesynbTatbl NPU UCNOIb30BAHUN MOAUMDULUPOBAHHBIX NPO6 AOMXHbLI 6bITb U3YUYEHbI NYy-
TEM CpaBHEHMWSA CO CBEXWUMU, HEM3MEHEHHbIMU Npo6aMun KPoBMK.

6.1.3 Kputepuu UCKIYEHNA OdaHHbIX

B cnydyae ecnu pesynbtat u3aMepeHus 6bis1 NOyYeH Npu oueHKe PYHKLMOHANbHbIX XapakTepucTuK, OH
MOXeT OblTb UCKNOUYEH U3 faHHbIX TO/IbKO NPU CreaylLwmx o6cToaTeNnbCTBax:

- NoNb30BaTe/lb CUCTEMbI MOHUTOPUHIA F1I0OKO3bl B KPOBU NPU3HAET, YTO Npou3oLia owmnbka v JOKyMeH-
TUpyeT getanu:

- owwnbka rnrkomeTpa unu ged ekt TpebyeT, 4To6bl NONb30BaTENb NOBTOPUA UCMbITAHME: NPOSABUBLUASA-
cs owmnbka rnokomeTpa (Hanpumep, oWKN60YHOE YMCI0 NN gedekT Tuna) 4o/DKHA ObiTh 4OKYMEeHTUpoBaHa.
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- pesynbTaTbl KOHTPO/S KayecTBa MOKOMeTpa BHe A0NYCTUMbIX NPeAenoB UAN He GblIN NOMYYEHbI:

-npo6a 6bina UcnbiTaHa B Nepuoj, Koraa pesynbTatbl KOHTPO/IS KAYUECTBA, MOJIyYeHHble pedepeHTHO
METOAUKOW BbIMO/THEHUS U3MEPEHUS, ObI/IN BHE AONYCTUMbIX NMPELENOB WU HE BbINN MOMYYEHbI:

-npo6a kpoBu 6bifla BHE cneundukalmii, onpeseneHHblX N3roToBUTENEM A5 BAUSIOWEN BEMNUNHBI —
TaKoii, Kak reMaToKpuT;

- U3MEHEHMNE MexXAy MepBbiM U NocnefHUM ped)epPeHTHbIM 3HAYEHNEM YKa3biBaeT Ha HECTAGUBHOCTb
roKo3bl B Npo6e, OCHOBAHHYI0 Ha paHee onpeAeneHHbIX KpUTepusx.

NMpumep — PedepeHCHble 3HaYeHUAa oT AnYyawTCca Ha 4% npu rnwkose > 5,55 mmons/n (> 100 mr/an) unmn >
0.22 mmonb/n (> 4 mr/an) npu rnwokose < 5,55 mmons/n (< 100 mr/gn).

NHdopmauusa, Heobxogumas 415 TOro, 4To6bLI oNpeAennTb, 4To Npoba oTBeyaeT TpeboBaHNAM BK/OYE-
HUA. OTCYTCTBYeT (Hanpumep, HeT 3HaYeHUs AN remaTokpuTa).

6.1.4 AHanus gaHHbIX U NpeacTaB/ieHne pe3ynbTaTtoB

AHaNn3 flaHHbIX AO0/KEH ObITb OCHOBaH Ha CTaTUCTUYECKUX METOoAax, CneLnpuLMpoBaHHbIX B MPOTOKONE.

B cnyuae ecnu gaHHble UCK/AOYEHbl, B 0T4eTe 06 M3yvyeHUn AOMKHbI OblTh JOKYMEHTUPOBaHbl OCHOBA-
HUA ANA TAKOTO UCK/IOYEHUS.

B gononHeHve K cneyndunyeckum Tpe6oBaHnAM, NpUBEAEHHbIM B 6.2—6.5. B OTYET 06 N3yUYeHUN [0NXK-
Ha 6bITb BKOUYEHA cneylollas nHopmayms:

a) peslome U3yyeHuss KOHCTPYKLUKN U CTaHAApTbl U3MEPEHUS A8 NPOTOKOA OLEHKN;

b) No/IHOE onMcaHne UCMOob30BaHHbLIX NPO6, BKAOYAA AeTann MeTOAUKM N060ro N3SMeHeHus, KoTopoe
6b1/10 NPUMEHEHO, U NAEHTUUKALNSA NPOo6, KOTOPbIEe GbIIN U3MEHEHDI:

C) AeTanbHoe onucaHne pedepeHTHOW MeTOANKN BbINONHEHNA U3MepeHUs, BKOYas B cebs OTHOCALLK-
ecsa KAaeny pyHKUMOHa/IbHbIe XapaKTepuUCcTUKN, NPOCAEXUBaeMoCTb KaZIMbpoBKN v Basw3aumsa uan sepudu-
Kauuns CMeLleHNs 1 HenpeLn3noHHOCTHY;

d) pe3ynbTaThbl 1 3aK/Il04EHUS MO OLLEHKE, BK/OYaloLme B cebs paccunTaHHble cTaTucTuyeckne napame-
TPbI C 4OBEPUTE/IbHBIM UHTEPBA/IOM, €eC/in TpebyeTcs;

B) pe3loMe AaHHbIX aHann3a MeTOAUK U CTaHAapTbl M3MepeHUs ANsa cTaTUCTUYECKUX MeTOof0B;

0 pe3toMe Mo UAEeHTUMULUPOBAHHBIM U UCKTIOYEHHBIM U3 CTATUCTUMYECKOrO aHannsa BbinajatwWwmm pe-
3ynbTatam, BKlOYas MeToAbl naeHTudukauumn n pesynbTaTbl UCCAE[0BaHUIA.

MpunmeuvuaHune — NCO 5725-2 n ccobinka [7] cogepxat pyKOBOACTBO MO MAEHTUMKALUW BbiNagatoLumx
pesynLTarTos;

[) rpadouyeckoe npeacTaBieHne pesynbLTaToB, ecau NPUMEHUMO.

6.2 Tpeuns3roHHOCTb U3MepeHuns

6.2.1 O6bwure TpeboBaHus
MoBTOPSAEMOCTb U3MEPEHUSI N NPOMEXYTOYHASA MPEeLM3NOHHOCTb U3MEPEHUS AO/KHbI GblTb OLLEHEeHbl B
MMUTUPOBAHHBIX YC/IOBUAX NpefHa3Ha4YeHHOro NpUMMeEHEHNS.

MpumevaHnsa

1 NCO 5725-2 un ccbinka [7] onucbiBaloT 06LME MPUHUMNBLI, OTHOCALLMECA K OLeHKe MPeLM3MOHHOCTM MeToga
N3MepeHus.

2 [lonxHbl 6bITb paspabdoTaHbl IKCNEPUMEHTbI 418 OLeHKV adbdhekTa Takmnx akTopoBs, Kak pasHble napTun, pasHble
mMartepuasbl Npo6, pasHblie Nob3oBaTENMN UK ApYyTrne nepemMeHHble (Hanpumep, BIMSIHWE TemnepaTypbl, BaXHOCTH).

Mpu oueHke MHOTUX (DAKTOPOB NMPeANOYTUTENIbHLIM CTATUCTUYECKUM METOOM ABMAETCA aHan3 sapu-
aHc (ANOVA).

6.2.2 Kputepuun npnemsiemocTu

Kputepun npnemnemMocTn JO/IXKHbI BblTb YCTAHOBJIEHBI B MPOTOKO/IE U3YUYEHUS.

Kputepun ana noBTOPSAEMOCTVN M3MEPEHUS U MPOMEXYTOYHOW NPEeLU3NOHHOCTU U3MEPEHUS AOJSKHbI
6bITb CBA3a@HbI C KPUTEPUAMU (PYHKLMOHABbHbBIX XapakTepUCTUK TOYHOCTU CUCTEMbI, NPpUBEAEHHbIMY B 6.3.3.

MpumevyaHns

1 T1oBTOPAEMOCTb M3MEPEHUA U MPOMEXYTOUHAA NPELMU3NOHHOCTL U3MEPEHUS, KaK U CMEeLLEHIE U3MEPEeHUs, ABNA-
10TCSA KOMMOHEHTaMN TOYHOCTU CUCTEMB.

2 OTfenbHble KPUTEPUN A1 MAHUMA/IBHO MPUEM/IEMOi MPELIM3VIOHHOCTY U CMELLEHUS He cneLnduLMpOoBaHb! B Ha-
cTosiLeM ctaHgapTe. OLeHKa TOYHOCTU CUCTEeMbI B MyHKTe 6.3 npegHa3HaveHa, 4Tobbl BepuduLmpoBaTh NpuemMnemMocTb
KOMOGVHMPOBaHHbIX BINSHWIA CNyYaiiHOW OLWNGKM (HENPELM3NOHHOCTB) 1 CUCTEMHOI OLINGKK (CMELLLeHMe) oLeHBaeMoi
CUCTEMbI MOHUTOPUHIA [/IH0KO3bl B KPOBU.
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6.2.3 [oBTOPAEMOCTb U3MEPEHUSA

6.2.3.1 AnsaliH n3yvyeHus

MoBTOPsSieMOCTb U3MEPEHNA A0/MKHA ObiTb OLEHEeHa B CEpuUM M3MEPEHU B TeYeHne KOPOTKOro MHTep-
Basia BPEMEeHU OAHUM U TEeM Xe /IMLOM C UCNO/Ib30BAHNEM OAHUX M Tex Xe rioKoMeTpa u cepumn peareHToB.

MpumeuvyaHune — UNCO 5725-2 n ccbinika [7] cogepxaT pyKoBOACTBO MO ONpeAesieHnio NOBTOPSeMOCT MeToaa
n3mepeHus.

OueHKka NOBTOPSEMOCTUN M3MEpeHUs fo/KHa OblTb NpoBeAeHa, Kak MWHMMYM, Ha 10 raokomeTpax.
3 cepusx peareHToB M 5 npobax, NpeAcTaBNALWMX KOHLEHTPaLMK 1I0KO3bl NPYU YCNOBUAX TMNEPIINKEMUN,
eyrnmKemmm n runornukeMun. Ona kaxgon kom6uHauum rarokomeTpa, napTum peareHToB U Npobbl AOSKHO
6bITb NPOBEAEHO MO MeHblUeh Mepe 10 nsmepeHuit.

[laHHble 0 NOBTOPAEMOCTU U3MEpPEHUS A0/MKHbI ObiTb COBpaHbl 3a Nepuoj BpeMeHu, He NpesblwatoLLmnii
OfVH AieHb Ha KOMOUHaLMIO TNIOKOMEeTp— cepua peareHToB. OueHKa AomKHa 6biTh NpefHasHavYeHa MUHUMUN-
31poBaTb 3 PeKT HeCTabnILHOCTM /10KO3bl B Npobe.

OueHka MOoXeT 6bITb BbINO/IHEHA OA4HMM MONb30BaTenem. B cnyyae ecnu B oueHke y4acTBYKOT MHOrue
nonb3oBaTenu, An3aiH M3yyeHUsa LO/KEH NO3BONATbL NPOBOAUTHL OLEHKY NOBTOPSAEMOCTU U3MEPEHUSA C UC-
nosib30BaHMEM NOAXOASLLET0 CTaTUCTUYECKOTO MEeToAa.

AnbTepHaTUBHO 06LasA OLEeHKa NPeLn3noHHOCTMN N3MepPeHNa MoXeT OblTb NpefHa3HavyeHa ANS OLEHKN
NOBTOPSAEMOCTN U3MEPEeHNa BMecTe C APYrMMu BapnaHcaMu KOMMNOHEHTOB, KOTOPble OXBATbIBAKT MNPOMEXY-
TOYHYI NPEUU3NOHHOCTb M3MEPEHUA BMECTO BbINMOSIHEHUA METOAUKW, ONMCAHHON B NyHKTe 6.2.3.3. MoryTt
6bITb MCNONb30BaHbl aHann3 BapuaHc (ANOVA) nnu gpyrue BanugHble ctaTucTuyeckne MeToabl.

6.2.3.2 Mpobbl

OueHKa NOBTOPSEMOCTU M3MEPEHUS AO/KHA ObiTb BbINOSIHEHA Ha Npobax KpoBWM Yenoeka. Mpepano-
YTUTENbHOW sABNsSeTcs nNpo6a BEHO3HOI KpPoBW, cobpaHHas B NPOGUPKY, cofepXallyl aHTUMKoarynsHT, cne-
LM NLMPOBAHHbIA N3roTOBUTENEM.

Moka3aTenb rematokpuTa Ao/XeH 6bITb B npegenax ot 0,35 n/n go 0.50 n/n (ot 35 % o 50 %).

[0/KHbI 6bITb UCNONb30BaHbI NPO6LI N3 KAXA0N KOHLEHTPaLuun rnoKo3bl U3 HTepBana KoHUeHTpauuii,
cneundguumposaHHoro B Tabnuue 1. 3HaYeHUA KOHLEHTpaL MM rioKo3bl B Npo6ax MoryT 6biTb onpegeneHsl ¢
NOMOLLbH CUCTEMbI MOHUTOPUHIA T/THOKO3bl B KPOBMU.

B cooTBeTCTBMM C pekoMeHAaunamm n3roToButens, ANS MMHUMU3aLuM rankonusa B npobbl MOXeT f,0-
6aBNeHO AOCTaTOYHOE KO/IMYECTBO KOHCEpBaHTa, He MHTepepupyowero ¢ M3MepeHMeM r110Ko3bl (Maneun-
mMuz, hayopus. moHouogauerar).

MpumeyaHne — CoobLiANOCH O FMKOMU3E, MpoU3oLWeAWEM 40 4 Y (8J. HECMOTPS Ha NpUCYTCTBUE dhlyopraa.
Ta6nuuya! — VHTEpBabl KOHLEHTPALMN T1H0KO3bI /15 OLEHKM NOBTOPSEMOCTY U3MEPEHUS

VHTepBan KoHLeHTpawwst ritokosbl Mviosbln (Mr/am)

OT 1.7 go 2.8 (o1 30 o 50)
OT1 2.9 go 6.1 (o7 51 go 110)
Ot 6.2 10 8.3 (o7 111 go 150)
Ot 8.4 po 13,9 (ot 151 go 250)
Ot 14.080 22.2 (0T 251 p0 400)

a b~ w0 N

6.2.3.3 MeToauka oueHku

Mpo6bl AOMXKHBI ObITb YpaBHOBeLWeHbl A0 Temnepatypbl (23 +5) °C n ocTtaBneHbl B npegenax = 2 °C
CTapTOBOI TemMnepaTypbl BO BPEMSI OLEHKN.

Mpo6bl cnepyeT TwaTeNbHO, HO OCTOPOXHO, CMeLaTh NyTEM NepeBepTbiBaHUA NPOGMPKN Nepes B3ATU-
eM KaxAaol nopuuu Ana namepeHus.

EAMHWLbI cMCTeM peareHTOB 415 KaX40ro r/loKomeTpa A0/MKHbI ObiTh B35iTbl U3 TOr0 Xe dhiakomalynakoBku.

OueHkKa [0/1XHa NPoM3BOAMTLCA B Cnefylolleil nocnesoBaTebHOCTH.

a) Mpunucatb hNakoH/ynakoBKy efUNHULbl CUCTEMbI PeareHToB K KaX4O0MY [/TI0KOMeTpY.

b) B3aTb 04HY eAWHULY CUCTEMbI peareHToB M3 piakoHalynakoBku v BHeECTW B Npoby. 3aperncrtpupo-
BaTb pe3ynbTar.

c) MoBTopuTb 3Tan b) 6onee AeBATU pas. UICNONb3YA OAUH U TOT Xe NIOKOMETP.
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d) Vicnonb3ysa Ty xe nNpoby, NOBTOPWUTL 3Tanbl b) 1 €) ¢ KaXblM U3 AEBATU OCTaBLUINXCA TIIOKOMETPOB U
hnakoHamum unu ynakoskamu. 9Tu pe3ynbTaTbl COCTABAT B LLlesIOM No 10 n3MepeHHbIX 3HavYeHuli Ha Npoby Ha
rNoKomeTp.

e) B3aTb cnegytowyto npoby 1 NOBTOPUTL 3Tanbl OT a) Ao d).

[ANnsa noATBepXAEHUSA TOro, YTO KOHLEHTpaunsa rnokosbl B Kaxo npobe ctabunbHa, NOpLMn AOMKHbBI
6bITb yAaneHbl HEMEA/eHHO nepefj NepBbiM U HeMef/IeHHO Moc/ie Noc/efHero N3MepeHuss cucTemMon Mmo-
HUTOPUHra rA0KO3bl B KPOBM M N3MEpPeHbl napasfieflbHO C NOMOLWbI0 pedpepeHTHON MeTOANKN BbINOSTHEHUS
M3MepeHnsa N3roToBuTens.

B cnyvae, ecnu aTu pesynbTaTthl NPeBbIWAT NpefBapuUTesibHO onpeAesieHHble KpUTepum ctabunbHoOCTH
(cM. 6.1.3), TO U3MEpPeHHble 3HaYeHNs 415 9TOM NPO6bl He AO/MKHbI UCNOb30BaTLCA U C/iefyeT NOBTOPUTL BCe
N3MepeHus Ha apyroli npobe.

6.2.3.4 AHanun3 faHHbIX U NpeacTaB/eHne pe3ynbTartos

[na kaxaon KoMbUHaUUM KOHLEeHTpaL MM [10KO3bl U CepUM peareHToB J0/DKHbI ObiTb paccunTaHbl cpes-
Hee. cTaHAapTHoe (cpeAHekBagpaTUyHOE) OTKNIOHEeHME 1 KO3 UUMEHT Bapuaymm.

Bonblwoe cpefHee, BapuaHca nyna, cTaHgapTHoe (CpegHekBagpaTuyHoe) oTkNoHeHue nyna (c 95 %-Hbim
[OBepUTesiIbHbIM NHTEepPBaNoM) 1 KO PULNEHT BapuaLmmn nyna s Kaxao KOHLeHTpaLum roKo3bl JO/KHbI
6bITb paccyMTaHbl C MCNONb30BaHWEM pe3yNbTaToB U3MeEpPeHUli U3 BCexX Tpex Cepuii peareHTos.

B gononHeHne kK Tpe6oBaHnAM 6.1.4 f0/KHbI 6bITb COO6LLEHbI CNeayLne CBefeHuns:

a) cpegHee N3MepeHHbIX 3HaYeHW 4Na Kaxaol npo6bl:

b) cTaHgapTHoe (cpeAHekBagpaTUyHOE) OTK/IOHEHUEe MNOBTOPAEMOCTU uamepeHus (¢ 95%-HbiM foBe-
pUTENbHBIM MHTEPBANOM) U KO3 (PULMEHT Bapmauun Ana KaxAoh KOHLeHTpauuu rawkossl r 5,55 Mmonab/n
(r 100 mr/gn) n ctaHgapTHoe (cpegHekBagpaTuyHoe) oTkNoHeHue (€ 95 %-HbIM [OBEPUTE/IbHBIM UHTEpPBA-
NOM) ANS KaXA0N KOHUeHTpauun rnkosbl < 5,55 monb/n (< 100 mr/an).

6.2.4 TlpomexyToyHas NPeun3noHHOCTb U3MepeHUs

6.2.4.1 in3aitH nsyyexums

MpomexyTouyHas NpeLu3noHHOCTb U3MEepPeHUs AO0/KHa OblTb OLeHeHa B HOPMasbHbIX YCNOBUAX UC-
NoNb30BaHMA JINLOM, UCMO/Mb3YIOWNM OANH U TOT Xe MTIOKOMETP U CUCTEMY peareHToB Ha NPOTSAXEHUN MHO-
rmx gHei. insaiiH n3yvyeHusa Ao/KeH BKAoYaTh B ce68 MHOro nosib3oBaTesnieii n cepuii peareHToB.

OueHka fo/mkHa 6bITb NpoBefeHa, kKak MUHUMYM, C O4HUM U3MEPEHNEM KaxA0N Npobbl B AeHb 1 J0X-
Ha 0xBaTuTb He MeHee 10 rNIOKOMETPOB, 3 cepun peareHToB 1 3 KOHUEHTpauun riKo3sbl, npeacrasnawLumne
runepravkemMuyeckue, eyramkeMmnyecxve v runorankeMmnyeckne cCoCToaHUsA B TeyeHne nocnefHux 10 gHeid.

MpumeyvaHune — WNCO 5725 u ccbinka [7] cogepxat pyKOBOACTBO AJ151 ONpeAeneHnst NpoMexXyTouHoli npe-
LI3MOHHOCTN MeToAa N3MePEHKS.

6.2.4.2 Mpo6bl

OueHKa NPOMeXyTOYHOW NPeLn3noOHHOCTN U3MepeHns A0/MKHA OblTb NPOBefeHa C KOHTPO/IbHbIMU Ma-
Tepuanamu. MpefnouTMTENbHLIMU NPO6aMUN ABNSAIOTCA KOHTPOJIbHbIE MaTepuassl, NpefocTaBeHHble U3r0To-
BUTENEM. AflbTEPHATUBHbIE KOHTPOJIbHbIE MaTepuasnbl MOryT ObiTb UCMOJIb30BaHbI B Clyyae, ec/ivi OHU Mpo-
BepeHbl N3roTOBUTENIEM CUCTEMbl MOHUTOPUHIA [/1H0KO3bl B KPOBMU.

Mpo6bl AOMKHLI 6bITb NOATOTOBJIEHBLI B COOTBETCTBUU C UHCTPYKLUAMMN U3rOTOBUTENA A1 KOHTPOJIbHBIX
maTtepuanos. CTabunbHOCTb NPO6 Ha NPOTSXEHUN Nepuoa OLEeHKN J0o/KHA ObiTb NOATBEPXAEHA.

Mpo6bl fO0MKHBI 6bITb NOATOTOBMEHbI C KOHLEHTPAUUAMK [I0KO3bl B MHTEPBanax, ykasaHHblX B Tabnu-
Le 2. 3HayeHna KOHLEHTpaLumnil roKo3bl MOryT BbiTb OnpefesieHbl C NOMOLLbIO CUCTEMbI MOHUTOPUHTA [/1t0-
KO3bl B KPOBW.

Ta6nunya 2— VHTepBasibl KOHLEHTPALWIA [/I0KO3bl B KPOBU /151 OLEHKM NPOMEXYTOUYHOM NPeLn3MoHHOCTY

VHTepBan KoHUeHTpaums Triokosbl Mosib/n (MT/a)
1 Ot 1,7 fo 2.8 (o1 30 o 50)
2 OT15.3008.0 (0T 96 oo 144)
3 Ot 15.5 10 23.3 (0T 280 A0 420)

6.2.4.3 MeToguka oueHKun
EpvHuua cnctembl peareHToB 4151 KaXXA0W Npobbl f4o/HKHA GbiTh B3ATA W3 OQHOTO M TOTro Xe dnakoHa/
ynakoBKU.
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OueHka fos/mkHa 6bITb NPOBeAeHa B crefylolleil nocnef0BaTeIbHOCTU.

a) MpunucaTb eANHNLY CUCTEMbI peareHToB U3 KaXaoro akoHal/ynakoekn Kaxgomy rniokoMeTpy.

b) B3ATb OAHY €AMHNLY CUCTEMbI peareHToB 13 KaxAoro dpiakoHaYynakoBku v BHeCTu B Npoby. 3aperu-
cTpupoBaTtb pesynbTar.

c) MoBTopuTb aTan b) ana kaxaoh npobbl.

d) MoBTOPATL 3Tanbl b) U C) 04MH pa3 KaXAblii AeHb 4718 KaXA0ro U3 AeBSATW OCTaBLUMXCS [/TIOKOMETPOB
1 hnakoHOB UM yNnakoBOK B 06LLEN CNOXHOCTK B TeyeHne 10 gHeil. Ha NpoTsHKeHUN BCEro nepuoga OLeHKn
MCNonb3yeTcs OAUH U TOT Xe dilakoHYynakoBka A1A Kax4oro raokoMmeTpa.

6.2.4.4 AHanu3 faHHbIX U NpeacTaBfeHne pesynbTartos

[Ons KaxAoWh KOHLEHTpauuun r1Ko3bl U CEPUN peareHToB AO0/DKHbI GblTb paccumMTaHbl cpejHee, CTaH-
papTHoe (cpefHekBajpaTuyHOe) OTKNOHeHNe 1 KO3 ULMEHT BapmaLlmm.

Bonbwoe cpefHee, cTaHfapTHoe (CpeAHekBaapaTuyHoe) oTKnoHeHne nyna (c 95 %-HbiM foBepuTeb-
HbIM MHTEpPBaNOM) 1 KO3 PUUNEHT BapmaLum nyna ANa Kaxnoh KOHLeHTpaLuy rkKo3bl 40/MKHbl 6biTb pac-
CYMTaHbl C UCMOb30BaAHNEM M3MEPEHHbIX 3HAYEeHUI U3 BCEX TPEX Cepuii peareHTos.

MpumevyaHune — CraHgapTHoe (CpegHeKBaApaTUHHOE) OTKIOHEHME Nyna 1 Ko3ththMUMEHT Bapuaumm nyna
cnyxart MmepamMu NPOMeXyTOUYHOM NPELM3NOHHOCTN N3MEPEHUSt OLHOW CUCTEMbI B TEYEHWE MHOTVX AHEVA.

AHanus BapuaHc fiBNseTcsA NpeAnoyYTUTeIbHbIM METOAO0M A1 pacyeTa NPOMEXyTOUYHON Npeun3noHHOo-
CTW N KOMIMOHEHTOB BapuaHc.

B gononHeHue k TpeboBaHnsaM nyHkTa 6.1.4 gosxHa 6bITb MpMBEAEHA AONONHUTENbHAA NHGOPMaLUs:

a) cpegHee N3MepeHHbIX 3Ha4YeHui ANa Kax Ao npobbl;

b) cTaHgapTHOe (CcpejHekBajpaTUYHOE) OTK/IOHEHME MPOMEXYTOUHbIX U3MepeHuii (C foBepuUTesbHbIM
95 %-HbIM MHTEpPBASOM) W KOIMPULNEHT BapuaLmn Ana KaxAoN KOHUeHTpauuu raokosbl 1 5.55 mmonab/n
(r 100 mr/pn) n ctaHpapTHoe (cpeAHekBaapaTU4Hoe) oTkNoHeHue (€ 95%-HbIM A0BEpPUTENbHbIM UHTEPBAIOM)
ONS KaXKA0WA KOHUEeHTpauum rakossl < 5.55 monb/n (< 100 mr/gn).

6.3 TOYHOCTbL cUCTEMBI

6.3.1 O6wune TpeboBaHnsa

CnocoBGHOCTY TOYHOCTU CUCTEMBbI [JOJIKHbI 6bITb OLEHEHbI C UCMO/Ib30BAHNEM CBEXWX NPO6 KPOBK Mny-
TeM CpaBHEHWA pe3y/ibTaToB U3MEPEHWIA T/1I0KO3bl CUCTEMOI MOHUTOPUHIA FI0KO3bl B KPOBW C pedhepeHTHbI-
MU 3HAYEHUSAMU [/1I0KO3bl.

OueHka fo/mKHa 6bITb NpoBeJeHa B akTyaslbHblX YC/I0BUAX UCMNO/Ib30BAHUA, NPEeNOYTUTENIbHO Y aM-
6yNaTopHbIX MauMeHTOB C caxapHbiM gnabeTtom unm y 60/bHbIX B cTauyMoHape. Temnepartypa okpyxatLiei
cpefbl foMXHA NoafepXuBaTbCsa Ha ypoBHe (23 + 5) °C.

MpumevyaHune — VHTepBan Temnepatypsl 10 “C Bk/IOYAET B ce6a TemMnepartypsbl, KOTOpble 06bIYHO NPUCYT-
CTBYIOT B MOMELLLEHUAX aMOyN1aTopuii 1 60/bHNLL.

6.3.2 PethbepeHTHble 3HAYEHUNSA TNHOKO3bI

[na npunucelBaHnA peepeHTHbIX 3HaYeHN TNI0KO3bl A0/KHA OblTb NCNONb30BaHa pedhepeHTHan Me-
ToAMKa BbIMOMHEHUA M3MeEpeHUs, cooTBeTCTBYOWasa TpeboBaHMsaM npocnexusaemoctn MCO 17511. Pedve-
peHTHble 3Ha4YeHns JOJ/DKHbI OblTb CPefHUMU, MO KpaiHel mepe, napanesnbHbiX U3MepeHunin. MeguumnHckme
n3genua ANna guarHocTuky in vitro (To ecTb B MeAMLUUHCKON nabopaTtopuu), NnposBnsoLLMe agekBaTHble PyHK-
LMOHaNIbHble XapaKTepUCTUKN, MOTYT GbITb UCNOMb30BaHbI A1 NPUNKUCLIBAHUS pedepeHTHbIX 3HaYeHuid. Ans
BbINO/THEHWNS TAKOro onpejeneHns MoxeT 6biTb MCNOMNb30BaHa UHOpPMaL s O NPOCEXNBAEMOCTU U DYHK-
LMOHaNbHbIX XapakrepucTukax, Nosy4yeHHas oT U3rotoBuTens.

B cnyuyae ecnun pethepeHTHas MeToAUKA BbINMOSIHEHUA U3MEPEHUA T/II0KO3bl HE NpefHa3HavyeHa 418 us-
MepeHns nNpob KpoBM U He cneuudULMpoBaHa MeToAnKa yaaneHus Knetok, Npobbl 4O/MKHbI 6biTb NOCAe B3S-
TUA HEMEAJIEHHO LEeHTpUdYrnposaHbl A1 NONYYEHUA NAa3Mbl.

MpaBWIbHOCTL U MPELU3NOHHOCTb pedepeHTHOro MeauLUHCKOTo U3Aenua AN AUAarHoCTUKKU in vitro
[OMXKHbI 6bITb BEpUMUUMPOBaHbI NPU OLeHKe PYHKLUOHANbHbLIX XapakTepucTuk. PedepeHTHble maTtepuansl,
ncnonb3yemble N8 sepudukauumn, oMKHbI 6bITb NOAXOAAWMMMN A4NA 3TON Uenn n 6biTb KBANUMULUPOBaHbI
B OTHOLEHWUN KOMMYTaTUBHOCTU N CTABUNBHOCTU.

MpumeyaHunsa

1 O6beaVHEHHBI KOMUTET MO NPOC/IEXMBAEMOCTY B Na6OPaTOPHOI MeanLMHE NMeET nepeyeHb pedpepeHTHbIX Ma-
Tepuasios. pediepeHTHbIX METOAUK BbINOSIHEHNA N3MEPEHUS 1 1aboPaTOPHbLIX METOAVK BbINOSTHEHUSI U3MEPEHUS, KOTOPble
noAxoAdAT ANSA NPUNUCLIBAHNA pedyepeHTHbIX 3Ha4YeHWUI roko3bl [9].
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2 HekoTopble M3roTOBUTENIN MEAMUUMHCKUX U3AENNIA 411 ANArHOCTUKM in Vitro NpefoCcTaBsoT KOHTPO/IbHbIE MaTe-
pvasnbl NpaBUIbHOCTY, NpeAHa3HauYeHHbIE 47151 Bepudmkaumy OyHKLMOHA/bHBIX XapakTepyUCTK.

NMpumepsbl

1 NpaBUNbHOCTb BEpUPUUUPYETCS NYTEM CPAaBHEHUS CMeLl eHus n3MepeHuin, Cnonb3ys noaxoasuime
pedepeHTHble MaTepuanbl FAOKO3bl, C NPeABapUT eNbHO ONPefeNneHHbIMU KPUTEPUAMU NpueMnemMmocTn Ans
cMeleHuns.

2 Mpeymn3noHHOCT b BepuduunpyeTca NyTeM cCpaBHeHUs cTaHgapTHOro (cpefgHekBaApaTWYHOTO) OT -
KNOHEHUS eXeAHEeBHbIX M3MepeHnii NOAXOASL, er0 KOHTPO/bHOT0 MaTepuasa kKayecTBa FOKO3bl C NpegBapu-
TEeNbHO onpefeneHHbIMU KPUTEepUAMMN NpUeMNeMocT ANA NPOMEXY T OYHOW NPELN3NOHHOCT K.

6.3.3 Kputepnn MuHUManbHbiX PYHKLUOHANbHbIX XapakTePUCTUK TOYHOCTU CUCTEMbI

CuctemMa MOHUTOPUHIa N0KO3bl B KPOBY A0/KHA COOTBETCTBOBATL 060UM CrleAyoWwnuM MUHUMAbHbIM
KpUTEpUAM NpUemMaemMoi TOYHOCTU cucTembl. Kputepumn pyHKLMOHATbHBIX XapaKTepUCTUK TOYHOCTU CUCTEMBI
NPUMEHAT NpU NCCNefoBaHUN TOYHOCTM CUCTEMbI, NPOBOAUMOM TPEHUPOBAHHLIM ONEpaTopoM C MCNOMb30-
BaHWeM YCTPOWNCTB MOHUTOPUHTa rNI0KO3bl B KPOBU, KOTOPbIE AO/MKHBIM 06pa3soM cogepxanncb, oTperynmpo-
BaHbl 1 MPOKOHTPO/INPOBaHbI B COOTBETCTBUM C MHCTPYKLMEN MO MCNOb30BaHUIO.

a) 95 % wu3MepeHHbIX 3HAYEHWI T[MKO3bl AO/KHbI HaxoAuTbCcA B npegenax unm + 0.83 mmonb/n
(15 mr/gn) cpegHero M3MepeHHbIX 3HaYeHuii pedpepeHTHOW MeTOAMKON BbIMOSTHEHUA U3MEPEHUS NMPU KOH-
ueHTpauumn rnwkosbl < 5,55 mmone/n (< 100 mr/gn) wnn B npegenax = 15 % npu KOHUEHTpauuu rKo3bl
r 5.55 mmons/n (r 100 mr/gn).

b) 99 % MHAMBMAYANbHbIX NU3MEPEHHbIX 3HAYEHWUI [1II0KO3bl A0/KHbI HAXO0A4UTLCA BHYTPU 30H A 1 B Co-
rnacoBaHHoOW ceTkn own6ok (Consensus Error Grid. CEG) gnabeta 1 tuna (10).

Kputepuit A NpuMeHSIT ANA KaXOW cepunm peareHTOB WHAUBMAYaANbHO. VI3MepeHHble 3HayeHus u3
KaXA0l cepun AOMKHbI 6bITb NPOAHANN3NPOBaHbI U COOBLLEHBI pa3fesnbHo.

KpuTepuii B npumMeHsI0T Kk peareHTaM Tpex Cepuii, B3ATbIX COBMECTHO. Bce n3mepeHHble 3HaYeHns u3
Tpex cepuit 4OMKHbI 6bITb KOMBUHMPOBAHbLI Nepej aHasn3oM 1 coobLieHnem pesynbTaToB.

MpumevyaHns

1 Kputepun oyHKUMOH&IbHBIX XapakTepUCTUK TOUHOCTU CUCTEeMbI A1 NPUNUCLIBaHNA BepudmKaLnumn ABASTCS
MUHUM&/TbHBIMU KPUTEPUAMU, KOTOPbIE HE YUUTLIBAIOT BAMAHUA TEXHUKW Nonb3oBatens. COOTBETCTBYIOLWIA AN3aiiH Kpu-
Tepues BeputhuKaLim TOUHOCTU CUCTEMBI OMNpeaesaeT U3roToBUTESb.

2 [inzaiin usyueHus sanupaumn (pasgen 8) BrkouaeT B ceba BapnabenbLHOCTb OT Nosib30BaTe s K Nob3oBarernto,
0oXunjaemyto oT HenpogeccroHaU10B.

6.3.4 ln3aiiH M3y4yoHuns

MuH1ManbHasa oueHKa Jo/mKHa 6bITb NnpoBefeHa 100 pasnMyHbiMKW CybbekTamu B mapasfiefibHbiX 13-
MepeHUsAX U3 KaxAoh 13 Tpex cepuil peareHToB. KOHLeHTpauuu r0KO3bl AO/DKHbI OXBaTbiBaTb MHTepBan
N3MepeHus.

MpumeyaHune — [n3aiiH MUIHUMA/ILHOIO U3YYEHUS A1 OLEHKU TOYHOCTM CUCTEMbI NMPEAYCMAaTPUBAET pesy b-
TaTbl 600 N3MEPEHHBIX 3HAYEHUIA TTHOKO3bI (M0 200 13 KaXKA0l Cepun peareHToB).

N3yyeHne f0MKHO 6biTb CNAAHMPOBAHO TakuM 06pa3om, YTobbl 6GbIN BKAKOYEHbI BKNabl B cMcTeEMaTun-
yeckyl owmnbky (CMeleHne N3MepeHns) N B cay4vainHyo ownbKy (HeNnpeun3noHHOCTb N3MepeHuns), KoTopble
06bIYHO ByAYT foNycKaTbCs NpefHa3Ha4YeHHbIMY NO/Ib30BATENAMM.

[ONns ycTPOMNCTB MOHUTOPUHra [10KO3bl B KPOBMW, KOTOPble KOMOGUHMPYIOT NYHKLUMIO Nanbua u aTanbl 13-
MepeHNs. MOXeT 6blTb UCNOJIb30BAH anbTepPHATHBHbIM AW3aliH CTaTUCTUYECKOTO U3yvyeHne BasIuAHOCTL.

ONS MUHUMM3aLUN BpeMEeHU Mexay napannesbHbIMW N3MEePEHUAMU MOXHO MCNoNb3oBaTh 6onee of-
HOro rnKkomMeTpa Ha cybbekT. B cnyyae ecnu ncnonb3yetca 6onee AByX rIOKOMETPOB, B NPOTOKONE [40/KHO
6bITb CNeLUULMPOBAHO, YTO KaXAblM [/TIOKOMETPOM AO0/KHO 6biTb MU3MEPEHO paBHOE YKUC0 Npo6.

MpuMmeuaHune — MeToauKa OLEHKM B 6.3.6 NpeLycMaTpuBaeT, UTO Kaxzblii CybbekT 6yeT Ucnob3oBaTh Asa
Pas3NnYHbIX MMKKOMETPA.

JomkeH 6biTb fOCTYNEH BaNMAMPOBAHHbIN MeToA Ae3nHMeKLUn, B cnyvyae ecau r1iokoMeTp UCNob3y-
eTcA 6o/siee YeM OAHUM CyO6BLEKTOM. [IoKOMEeTp fOJ/DKEH ObiTb OUMLLEH W Ae3MH(UUMPOBaH NOC/e Kaxoro
nonb3oBaTens, 4Tob6bl n3bexaTb NepeHoca NaTtoreHoB C KPOBbIO.

6.3.5 Mpo6bl

OueHKa TOYHOCTU CUCTEMbI A0/KHA GbiTb MPOBeAeHa C MCMOMb30BaHNEM CBEXUX MPO6 KanwuanspHoii
KPOBW, Kaxas AOCTaTOYHOro o6bema 418 U3MepeHuii CUCTEMOI MOHUTOPUHTA F1I0KO3bl B KPOBU U peddepeHT-
HbIM M3MepeHneM, cneunduruMpoBaHHbIM B NPOTOKO/E U3YUYEHUS.
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Mpo6bl KANUNNSPHOWN KPOBU AO/KHbLI 6GbITb cO6paHbl, NOATOTOBMEHBI U 06pPabOTaHbl B COOTBETCTBUN C
WHCTPYKUMEl No NPUMEHEHUI0 AN CUCTEMbl MOHUTOPUHIA [1H0KO3bl, BKAOUasi npeaBapuTenbHo o6paboTaH-
Hble Npo6bl, B C/iy4yae ecnu 3ato TpebyeTtcs. [JoMXHbl 6biTb UCNOMb30BaHbl KOHTEHEPbI NP06, NpeAHa3Ha4YeH-
Hble Ana c6opa KanunnapHoli KpoBu. KOHTENHEPbI MOTYT coAepXaTb aHTUKOArynsaHT, PeKOMEHA0BaHHbIN ANns
MCNoNb30BaHUA C CUCTEMON. KOHLEeHTpaLmsa r110Ko3bl B KaX A0l npo6e foMxHa 6bITh onpejeneHa pedepeHT-
HOli METOAMKON BbINOMIHEHUSA U3MEPEeHUs TKo3bl. KOHLeHTpaLm rnoKo3bl fO/KHbI 6bITb pacnpeaeneHsl B
6uHax, cneunduunpoBaHHbiX B Tabnuue 3. B cnyyae ecnm KoHUueHTpauusa 6vHa 3anosHeHa npo6amu, B 3T0T
6UH HO J0/KHbI 406aBNATLCS AONONHUTENbHbIE NPO6bI.

Kputepuu ncknyeHns gns npob, Takme, kak 06bem ynakoBaHHbIX K1eTOK, AO/MKHbI 6bITb OCHOBaHbI Ha
WHCTPYKLUAX NO NPUMEHEHWIO CUCTEMbI MOHUTOPUHIA FH0KO3bI.

Ta6nunuya3 — KoHUeHTpauuu roKo3bl B KPOBY B Npo6ax A/t OLEHKM TOYHOCTU CUCTEMbI

Homep6mma MpoueHT Npo6,% KoHueHTpayuusa rniokosbl Mmonslin (Mr/gn)

5 $2,77 (S 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 >16,65 — 22.20 (>300—400)

7 5 >22.20 (>400)

B cnyvyae ecnu nsyvyaemas nonynauua He COAEPXWT JOCTATOYHOrO ynucnia nNpob ceexell kKanunnsapHoi
KPOBM C OYEHb HU3KWMW WM OYEeHb BbICOKMMMU KOHL,EHTPaLUUSMU F/TH0KO3bl, OHU MOTYT 6bITb 3aMeLLeHbl MOAN-
hrunpoBaHHbIMU NpobaMu KanuIAsipHON KPOBU, B KOTOPbIX KOHLEHTpaLMn [/10KO3bl Obl/IN NOBbILEHbI WN
CHUXEHbI, 4TO6bI O0CTUYL TPpebyemoro pacnpegeneHus. MNpu aToM JO/KHbI ObiTb YKa3aHHble HUXe orpaHuye-
HusA. (MeToabl 4NA perynmpoBaHus KOHLEHTPaLMN [10KO3bl 06CyXAeHbl B 6.1.2).

BuH No 2: no MeHbleil Mepe 8 Npo6 KanUAASPHON KPOBU AO/IKHbLI 6bITb HEM3MEHEHHBIMU.

BuHbl oT No 3 o No 5: Bco Npo6bl KanuANAPHOI KPOBW LO/KHbI 6bITb HEU3MEHEHHbLIMU.

BuH Ne 6: no MeHblleil Mepe 5 Npo6 KanMAASPHO KPOBU AO/KHbI 6bITb HEM3MEHEHHbLIMU.

6.3.6 MeToAunKa OLEHKKN

Bce efuHMLbI cUCTEMBbI peareHToB ANA NPO6bl JO/IXKHbI OblTb B3ATHI U3 OQHOT0 U TOro Xe rakoHa/
ynakoBKH.

OueHka go/mkHa 6bITb NpOBeJeHa B criefytollell Nocnef0BaTeIbHOCTU:

a) MpunucaTb HOMepa dhnakoHaM Uy ynakoeskam (Hanpumep, ¢ 1 no 10 4ns Kaxoil cepun peareHToBs).

b) Mony4nTb NPo6Y CBEXEW KanUAASPHON KPOBU MyTEM MYHKLMM KOXWU (Hanpumep, YKON nanbua).

c) OTaenuTb Nopumio Npobbl HEMeANeHHO nepes NepBbiM U3MEpPeHneM C NOMOLL b0 CUCTEMbI MOHUTO-
PVHTa r0KO3bl B KPOBU M NPON3BECTU U3MEPEHME [10KO3bl C MOMOLLbI0 petepeHTHON MeTOANKN BbINO/THEHUS
n3MepeHus.

d) B cnyvae ecnu pehepeHTHas MeToAuKa BbINOTHEHUSA U3MEPEHMNA NpeHa3HavyeHa 414 npo6 nnasmsl,
npou3BecTu npoueypy NOoAroTOBKA Nia3mbl.

e) OTaennTb iBe eUHULbI CUCTEMbI peareHToB 13 piakoHal/ynakoBkn U U3MepuUTb KOHLEeHTpaLuto rnio-
KO3bl B KPOBW, UCNOMb3YA ABa Pa3/IMUHbIX [N1I0KOMeTpa. 3aperncTpuposaTb M3MepeHHbIe 3HaYeHuUs.

0 MpoG6bl [OMKHLI ObITb HAHECEHbI Ha €AUHULY CUCTEMbl PEareHTOB TaK. Kak ONuMcaHo B MHCTPYKLUK
MO UCNOMb30BAHMIO A1 CUCTEMbl MOHUTOPUHIA [/1I0KO3bl B KPOBU (Hanpumep, HeMOCpeACTBEHHO M3 Npokona
KOXMW Cy6bekTa Uin ¢ NOMOLLbI0 afbTePHATUBHOW MeTOAUKW, NpefBapuTesibHO NokasasBllell 3KBUBaNeHTHbIe
pesynbTarthl).

) B cnyyae ecnu npo6bl 66111 MOANMULMPOBaHbI Tak. KAk ONMCAHO B NyHKTe 6.1.2. OHU AO/MKHbI 6bITh
HaHeceHbl CNOCO60M, KOTOPbIA UMUTUPYET MeTOAMKY, CneunduunpoBaHHy0 B UHCTPYKLMM NO UCMNO/b30BaA-
HUIO. yYnTbiBas BO3MOXHble B/IMSAAHUA, Takue Kak Temrnepartypa npoobsi.

h) 3ameHATb h1akoHbl MM yNakoBKM Yepe3 Kaxable 10 cy6bekToB n obecneunTb, YTO6bl 6bIIN UCNOb-
30BaHbl NPU OLEHKe eMHULIbI CUCTEMbI peareHToB U3 Kaxaoro iakoHa.

i) MoBTOpUTbL 3Tan d) 4NA APYrUX ABYX CEPUI peareHTos.
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j) OTaennTb nopuuio NPo6bl HEMeAIeHHO Noc/e NocAeAHero M3MepeHuns C NOMOLLbI0 CUCTEMbI MOHUTO-
pUHra rnKo3bl B KPOBM M MPOU3BECTU U3MEPEHUE I/1I0KO3bl C NOMOLLbIO pethepeHTHOR MeToANKN BbINOTHEHNS
n3MepeHus.

k) OueHnTb nepBoe u nocnegHee pedepeHTHbie 3Ha4YeHus, 4Tobbl BepuduuMpoBaTb CTabubHOCTb
npo6bl. B cnyyae, ecnv aTn pesynbTaTbl yKasblBalOT HA HEMPUEMIEMOE U3MEHEHNE KOHLLeHTpaLMmn roKo3bl,
OCHOBaHHOE Ha npejBapuUTe/IbHO YCTAHOB/IEHHbIX KpUTEepusax (cM. 6.1.3), To pesynbTaTbl JaHHOTO Cyb6bekTa
[OJ/DKHBI BbITb UCKAOYeHbl. OTOpoLweHHas npoba Ao/kHa 6biTb 3aMeHeHa Apyroi Npoboii 13 Toro xe 6uHa
KOHL,eHTpauun roKosbl.

1) MoBTOpPMTbL 3Tanbl OT b) 40 A4) ANA cnegylowero cyébekra.

6.3.7 AHanus gaHHbIX U NpejcTaBneHne pesynbTaToB

6.3.7.1 Obwue TpeboBaHNSA

MonHblii pAg AaHHbIX JO/MKEH 6blTb AOKYMEHTUMPOBAH M OMMCaH BbIGOP AaHHbLIX, NCMOMb30BaHHbIX ANS
pacuerta.

Boinagatoune pesynbtaTbl MOryT 6bITb HE UCK/IOUYEHBI U3 AAHHbIX, UCMOMb30BAHHbLIX NPY onpeAeneHnm
npuemaemMoii TOYHOCTU CUCTEMbBI, HO MOTYT 6bITb NCK/IOYEHBI U3 pacyeTa cTaTUCTUYECKMX NapamMeTpoB, YTOObI
n3bexartb HapyleHUs LeHTpanbHO TeHAEHUUN N UCNepcun.

MpumeyaHune — NCO 5725 un cebinka (11] cogepxaT pykoBOACTBO A/18 MAEHTUdMKaLUmM CTaTUCTUYECKNX Bbl-
najaroLLyx pesynbTaTos.

B fononHeHne k Tpe6oBaHMAMM NyHkTa 6.1.4 B 0TUeT 06 U3yyeHnmn fos/HkHa 6bITb BKIOYEHA CneayoLwas
nHhopmaums.

a) obliee YncnNo NnpoaHanN3NpPoOBaHHbIX NPO6;

b) MHTepBan N3MepPEeHHbIX 3HAYEHWUIA TNI0KO3bI;

C) guarpaMma paccesiHHbIX JaHHbIX.

6.3.7.2 M'padhnyecknin aHanms

CpefHee pedepeHTHbIX 3HAYeHN JO/MKHO BbITb pa3MelleHo Ha rpaduke kak HesaBuCcMMas NepemMeH-
Has. PasHuua mexay KaxablM UHAUBUAYAIbHbIM 3HAYEHWEM, U3MEPEHHbIM CUCTEMO MOHUTOPUHIA F/THKO3bI
B KPOBW, U CPeAHNM pediepeHTHbIX 3HAYEHU A0MKHA GbiTb pasMelleHa Kak 3aBucumas nepeMeHHas.

Bbinagatuime gaHHble AO/KHbI ObITb NpeacTaBNeHbl OT/IMYAKLWMUMCSA CUMBOJIOM.

MpumeyaHunsa

1 Mpadhmk pasnuuuii CAyXmMT pekoMeHA0BaHHbIM NOAXOAOM A5 onpefeieHns TOYHOCTU CUCTEMbI, MOCKO/bKY CTa-
TUCTUYECKOE MPUBAMKEHNE MUHUMAUIBHOE W MPOLIEHT TOYEK [AaHHbIX, COOTBETCTBYIOMUX KPUTEPUAM (DYHKLMOHA/TbHBIX
XapaKTepucTUK TOYHOCTU CUCTEMbI, KaK 1 OLleHEHHOe CMeLLeHre, Nerko paccuntbiBatotcs. Cebinku [11] un [12] cogepxar
PYKOBOACTBO NO rpadoviky pas/inymii.

2 TMpoueHT pasMelLeHHbIX Ha rpadmke pasnnymnii NPOTUB KOHLEHTPaLUWUM Npy HU3KOM KOHLEHTpauunm 06blYHO He
noaxoauT ANs rpachveckoin oLeHKN TOUHOCTU CUCTEMBI.

NMpumep — Fpad@unk NU3MEPEHHBIX BEIMYNH N3 OLLEHKU CUCT EMbl MOHWT OPUHIa rNIOKO3bl B KPOBU UAMIKO-

cTpupoBaH Ha pucyHKe 1 (MMonb,'n) v pucyHke 2 (Mr/an). Be NnpepbiBUCT bIX TUHUN NPeCcTaBNA0 T KpUTepun
DYHKLMOHANbHbBIX XapaKTepUCT UK TOYHOCT M CUCT EeMbl U3 NyHKTa 6.3.3.
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6.3.7.3 OnpepeneHne npuemanemMocT TOYHOCTU CUCTEMbI

MpremnemocTb (PYyHKLNOHANbHbIX XapakTePUCTUK TOYHOCTU CUCTEMbI AO/IXHA O6bITb ONpeaeneHa c uc-
nonb30BaHMeM BCeX NPo6, KOTOpble OTBEYAT KPUTEPUAM BKIHOYEHUS, HE3aBUCUMO OT KOHLEHTpaLuun rawkKo-
3bl B HUX. BCce n3mepeHHble 3HaYeHns OT KaXA ol cepumn peareHToB A0/KHbI GbiTb BK/OUEHbI B ONpejeneHune,
B TOM 4ucne nobble M3MepeHHbIe 3HAYEHUS, UAEHTUDNLUPOBAHHbIE KaK CTaTUCTMYECKME BbinagarLlime 3Ha-
YeHUsA B COOTBETCTBUMU C OAHUM U3 CNeundnyecknx KpuTepmeB UCKIIOYEHNS faHHbIX, cornacHo 6.1.3.
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Kputepum npuemnemocTu, yCTaHOBMEHHbIe B 6.3.3, LO/IXHbI ObITb MPUMEHEHbI CriefyLWnM 06pa3om.

Kputepuii A

Ons Kaxgoh nHaMBuAayanbHOW cepuy paccumutatbh obuiee YMC/I0 NPUEMSIEMbIX 3HaYeHwuid, pobaBnas
YMCMO NPUEeMIEMbIX 3HAYEHUI NMPU KOHLEeHTpaLmmn rakosbl < 5.55 mmonb/n (< 100 mr/gn) n umcno npuemne-
MbIX 3HAYEHUI NPU KOHUEHTpauun rawkosbl 1 5,55 mmonbs/n (r 100 mr/gn). PacyeT npoueHTa npuemsaembix
3HayeHuli OCHOBbIBAETCS Ha 06WEM YNC/ie MUBMEPEHHbIX 3HAUYEHNIA. Kaxaan cepua fo/KHa NPoiTy Kputepwuii
npuemnemMmoctu A.

Mpumepsl

1 Ana nepBOW CepuyMm YUCNO M3MEPEHHbIX 3HayYeHWi cocTaBnaeT 200. NS KOHUEHTpauuu raKo3bl
< 5,55 Mmmonb/n (< 100 mr/gn) 47 3HavyeHuii 6binn B npegenax + 0,83 monb/n U3 pedepeH T HbIX 3HAYEHWIA. AN
KOHLUEeHTpauun rnwokossl > 5,55 mons/n (> 100 mr/n) 146 3HauyeHuih 6binm B npegenax t 15 % pedepeHTHbIX
3HAYEHWI. O6wee uncno NPUEMIEMbIX 3HAYEHUI cocTaBnsaeT 47 + 146 = 193. CnegoBaTenbHo, 193 n3 200 3Ha-
YyeHW (96,5 %) HaxofATCA B NnpeAenax KpUTepuUs TOYHOCT U CUCTEMbI, ONpeAeseHHOro B NyHKTe 6.3.3.

MpumevyaHune — Yucno I'Ip06 B KaXXOM UHTepBasie KOHUEeHTpauun He aaet afilekBaTHOl CTaTUCTUYECKON [,0-
BEPUTENbHOCTU, YTOObI OLEHUTb TOYHOCTb CUCTEMbI OTAE/IBHO BHYTPU MHTEPBASIOB KOHLIEHTPaLuK.

Kputepuin B

Ansa kaxgoli cepum paccuntaTb 06liee YMC/I0 3HAYEHWIA, KOTOpble MonajatlT B 30HbI A 1 B. lo6aBuTh
pesynbTaTbl U3 KaxAoW M3 Tpex cepuili COBMeCTHO. PaccuuTaTb NPOLEHT 3Ha4yeHuii B 30Hax A 1 B, OCHOBbI-
BasiCb Ha 06l eM Yncne U3MepPEHHbIX 3HAYEHWT BO BCex Tpex cepusax. Pe3ynbTaTbl JO/MKHbI COOTBETCTBOBATH
KpuTepuio B npuemnemoctu.

2 06uiee YMCNO M3MEPEHHbIX 3HAUEHUA U3 BCeX T pex cepuit cocTaenseT 600 (no 200 Ha napTwui). Ans
cepumn 1198 3HayYeHuin 6binn B 30HaX A n B, ana cepumn 2 Bce 200 3HaYeHWh 6binn B 30Hax A n B, ansa cepun 3 198
3HauYeHUi 6blnyM B 30HaXx A n B. O6uiee uncno 3HavyeHuii B 3oHax A n B cocTaBnsieT 596. CnegoBaTenbHO. 596
13 600 3HayeHunt (99,3 %) HaxoaaTcs B 30HaX A n B.

6.3.7.4 TpepacTtasBrsieHe pe3ynbTaTtoB A1 TOYHOCTU CUCTEMDI

Pe3ynbTarbl TOYHOCTU CUCTEMBI [OSKHBI ObIThb NPEACTaBIEHbI B OTAE/bHbIX UHTEPBANax KOHLeHTpauum
B UHCTPYKLUMN MO NCNOMb30BaHUID.

[Ona KoHueHTpauuin rawkosbl < 5,55 mmonb/n (< 100 mr/gn) pesynbTaTbl 4O/DKHbI ObiTb BblpaXeHbl B
npoueHTe 3Ha4YeHWid, nonajgarwwmx 8 cnegywme nHTepeansl: = 0.28 mmons/n (£ 5 mr/an). £ 0.56 Mmons/n
(10 mr/gn) n £0,83 mmone/n (£ 15 mr/n).

[Ana KoHueHTpauum rawkosbl £5.55 mmonb/n (r 100 mr/gn) pesynbTatbl 4OMKHbI 6bITh BblpaXeHbl B Npo-
LeHTax 3HayeHuii, nonagawwmnx B cnegyrouine ntepeanbl: + 5 %. + 10 % n + 15 %.

PesynbTatbl f0/MKHbLI 6bITb NpeAcTaB/eHbl B Tabauue ANS KaXA0ro MHTepeana KoHueHTpauuu. Peko-
MeHAyeMblli hopmat npueeseH B Tabnuyax 4 n 5. PacueTt npoLeHTOB A0/IXEH O6bITb MpoOU3BeAEH A0 Gavxkaii-
Wwei necsaToi npoueHTa.

PesynbTathl BCero nHTepBana usmepeHuns MoryT 6biTb NpeacTaBfieHbl B 04HON Tabnuue. PekomeHaye-
Mblli chopmaT npusegeH B Tabnuue 6. JomkeH 6bITb NPUBEAEH MHTEPBaA, OXBaTbiBAKOLWWIA BbiCILIWE U HU3LWINE
pedepeHTHble 3HAaYeHUA KOHLEeHTpaLun.

NMpumep — Tab6nuubl 4,51 6 MANKCTPUPYIOT NpeacTaB/ieHNe pe3yNbTaT OB U3YYeHUNSA OLEHKN, B KOT O-
poi yyacTBoBann 100 cy6bekTOB. BblM MCNONb30BaHbl TPW Cepun peareHTOB, AaBlwune 600 naMepeHHbIX
3HaYEeHUNA.

Tab6nuuyad — Pe3ynbrarsl TOYHOCTU CUCTEMbI A1 KOHLIEHTpaL MK roko3bl < 5.55 mmons/n (< 100 mr/gn)

B npepenax + 0.28 MMorbin B npepenax 10.56 mmoribin B npeaenax 10.83 mmvonb/n
(onpepenaxi Swmr/gn) (8 npepenax HO mr/an) (8 npegenax 1 15 mr/n)
68/150 (45.3 %) 105/150(70%) 143/150(95.3 %)

Tabnunuyab — Pesynbrarbl TOHHOCTU CUCTEMbI 4151 KOHLLEHTpaLUun r1oko3bl £5.55 mmons/n (2 100 mr/an)

B npepenax + 6 % B npepenax 110 % B npepenax 115 %
221/450(49.1 %) 383/450 (85.1 %) 439/450 (97.6 %)
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Tab6nuuyab — Pe3ynbtarbl TOYHOCTU CUCTEMbI AN KOHLEHTPaLUWA roko3bl Mexgy X.XX mmons/n (XX mr/gn) n
YY.YMMONb/n<YYY wmr/gn)

B npegenax £0.83 mmons/n unu 15 % (B npegenax + 15 bir/gn unu + 15 %)

582/600 (97,0 %)

Mpumevanne — XXX Mmonbl'n (XX mr/gn) npeactasnsieT HU3LWee peepeHTHoe 3HadveHne rokosbl 1 YY.Y
mmonb/n (YYY mr/gn) npefctaBnseT Bobiclee pehepeHTHoe 3HaueHve rIKo3bl.

6.4 BnuAwwmne BeINYNHDI

6.4.1 O6wune TpeboBaHus

O hekT BANALWNX BENTMYNH, TAKUX KaK reMaToKpUT 1 nHTepdepupylolime BelecTsa B KpOBU, MOXET
6bITb OLLEHEH W OTHECEH K NpoLeccy MeHegKMeHTa pucka. S ekTbl, KOTOPble NPeBbIWAaT KpUTEPUN Npu-
eMN1eMOCTU. AO/MKHbI 6bITb PACKPbITbl B UHCTPYKLUKN NO NMPUMEHEHWUIO.

[N5 OUEHKN BAMAOLWNX BENINYNH J0/IKHbI ObiTb UCMO/Ib30BaHbI TPWU CEPUN peareHToB. 18 OLEeHKN BNU-
ALWNX BENNUYNH MOTYT 6bITb MCNOMb30BaHbl HECKOBKO FNIOKOMETPOB. OueHKa AoXKHA 6blTh NpegHasHayeHa
ONA npefynpexaeHusa sapuauumn oT rmioKoMeTpa K rIKOMeTpy, OT nepenyTbiBaHUsa HabnwogaemMblx 3 ekTos.

6.4.2 Tpe6oBaHuA K TecTy Npo6bI

OueHka BANAKOLWUX BENUYUH AOMKHA BblITb NpoBefeHa Npu uccnegoBaHnn Kposu. MNMpeanovTUTeNbHOW
npo6oil sBNAeTcsA BeHO3Has KPOBb.

Mpo6bl MOTyT 6bITh B35ATbI 60/1€€ YeM Y O4HOr0 AOHOpAa.

Mpobbl AOMKHbI 6bITb YpaBHOBeLWEHbl Npu TemnepaTtype (23 + 5) °C u nogaepxusatbcsa B npegenax
+ 3 °C OoT nepBOHayanbHOW TemnepaTtypbl B TEYEHMUE NpoLecca OLEeHKH.

Bce n3mepeHns cucTemoli MOHUTOPUHTA F10KO3bl B KPOBU 1 pedhepeHTHO MeTOAMKON BbIMOHEHUS N3Me-
peHuns AoMKHbI 6bITb BbINOMHEHbI B Npefenax 36 yac OT MOMeHTa B3ATUA npob. JanbHelwasa oTcpoyka MoXeT
BECTU K XMMUYECKUM UM (DU3NYECKUM U3MEHEHWUSAM, CNOCOOHbLIM NOBAUATL Ha pe3ynbTaTbl U3MEPEHUS T/1H0KO3bI.

n pnmedyaHune — Ceexue I'|p06bl KPOBW MOTYT UCNbITbIBaTb U3MEHEHUA MaTpuLlbl CO BpEMEHEM U th/I3I/I'1€CKVIe
MaHunynaunum MoryT noBanATb Ha Le/TOCTHOCTb MeMﬁpaH KNeTok. Takne n3MeHeHNss MOryT NOB/IMATL Ha PeakLuio cucTe-
Mbl MOHUTOPWHIa r1H0KO3bl B KPOBWU.

6.4.3 OueHka 06beMHOl 40NN 3PUTPOLUTOB B KPOBU

6.4.3.1 inzaliH nsyyeHuns

OueHka athhekToB 06BLEMHOI A0/N 3PUTPOLMTOB B KPOBM JO/DKHA NPOBOAMTLCA C UCMO/Ib30BAHNEM Kak
MUHUMYM 5 06beMHbIX A0/1e/ 3PUTPOLNTOB B KPOBM B KaXKAON M3 Tpex KOHLeHTpaLuii rnoko3bl. KoHueHTpauns
[NI0KO3bl A0/DKHA 6bITh B Npejenax NHTepBasios, cneunduumpoBaHHbix B Tabnuue 2. OueHKa MOXeT 6biTb pac-
LIMpeHa nyTeM BK/IHOYEHWS AONOHNUTE bHBIX KOHLEHTPaLWA T/110KO3bl M 06 bEMHbIX J0/1ell 3pUTPOLMTOB B KPOBY.

MHorogakTopHblii Au3aiH (06bemMHas 40N 3PUTPOLUTOB B KPOBU X KOHLEHTpauusa rko3bl) npegno-
yTuTeneH. [lpyrue akcnepumMeHTasbHble Au3aliHbl NpueMaeMbl Npu CTaTUCTUYECKOM perynimpoBaHuu.

PechepeHTHas MeToAuKa BbINOTHEHNSA U3MEPEHUSA C NPUEMIEMOI NPELN3MOHHOCTbIO U MPaBUIbHOCTbLIO
[O/MKHA 6bITb UCMOMb30BaHA AN NPUNUCbIBAHNSA pedepeHTHbIX 3HaYeHul T110Ko3bl 1 06BEMHON 40N 3pu-
TPOLUTOB B KPOBU.

6.4.3.2 Kputepun npnemnemocTu

B npoTokone n3yyeHus JO/MKHbI GbiTb YCTAHOBJIEHbI KpUTEpuUW nNpremMaemMmoctn adekToB o6bemMHol
[0 3PUTPOLMTOB B KPOBU.

3dhekTbl 06BEMHO AONN 3PUTPOLUTOB B KPOBU A0/KHbI BbITb ONMCAHbl B MHCTPYKLWUMW MO NMpUMeHe-
HUIO. €C/IM OHW OTBeYalT N1060MYy U3 CrefyloWwnx KpuTepmes MYHKLMOHANbHbBIX XapakTepucTuk.

[Ona KoHueHTpauumn rawkosbl < 5,55 mmonb/n (< 100 mr/gn) pasHuua mexay cpegHUM M3MepeHHbIX
3HaYeHWii Npu KaXA0M YpoBHE 06bEMHOI 40NN 3PUTPOLUTOB B KPOBM U CPEAHNM N3MEPEHHbIX 3HAYEHWI Npu
cpefHeM ypoBHe 06bEMHON A0/ 3pUTPOLUTOB B KpOBU npeBbiwaeT 0,55 monb/n (10 mr/ign).

[Ona KoHueHTpauuun rnwkosbl £ 5.55 mmons/n (r 100 mr/gn) pasHuua mexay cpegHUM M3MepeHHbIX
3HaYeHWi Npu KaXA0M YpOBHE 06BEMHOI JONN 3PUTPOLUTOB B KPOBM U CPEAHNM N3MEPEHHbIX 3HAYEHWI Npu
cpefHeM ypoBHe 06beMHOI 40N 3pUTPOLMTOB B KPOBU npeBbiwaeT 10 %.

6.4.3.3 NoparotoBka Npo6

XenartesibHble 06beMHbIE [0/ 3PUTPOLMUTOB B KPOBU MOTYT ObiTb MPUTOTOB/IEHLI U3 KPOBW MyTeMm OT-
feneHns nnasmbl OT KNeTOoK, C nocneayWwum gobasneHnemM Nopuuin nnasmbl K apuTpoynTaMm B passinyHbIX
nponopumnsx.
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NMpumeyaHue — LIeNocTHOCTL NPO6 KPOBU MOXET M3MEHUTLCS NOZ, B/MAHUEM BPEMEHU U (OU3NUECKUX MaHN-
nynsuyii (Hanpymep, NMUIOTUPOBAHNE MOXET BbI3BaTb paspyLUEHUE KIETOK U MPUBECTN K FeMOn3y).

Bbiclwine 1 HU3LWKNE 06BbEMHbIE [0/IN IPUTPOLUTOB B KPOBU AO/KHbI BKIOUaTb B Ce65 psaf npuemaemMblx
3HayeHuii 06bLEMHON [40N 3PUTPOLUTOB B KPOBM, YKa3aHHbIX Ha 3TUKETKax CUCTEM MOHWUTOPUHIa [/I0KO3bl B
KpoBu. Mpo6bl CO CpeiHNM YPOBHEM [OJIKHbI ObITb OTPErynpoBaHbl fo 42 % * 2 %.

Ona noarotoBkn 5 Npo6 ¢ xenatenbHbIMM 06bEMHBIMU AONAMU 3PUTPOLUMTOB B KPOBM MOTYT BbITb UC-
NnoJib30BaHbl criefyloLme METOANKN.

a) Pa3genntb Nyn KPOBM Ha 5 paBHbIX NOpLUiA.

b) LleHTpudyrnposatb Kaxayto nopuuio 418 oTAeNeHns KIeToK OT nnasmbl.

c) CnuTb OTAEeNeHHYo niasmy.

d) PecycneHaunpoBaTb 06 bEMHYI0 [0/110 3PUTPOLUTOB B KPOBU Pas3iMyHbIMM 06bemMammn nnasmbl, 4To6bI
co3faTtb ceputo Npob6, BKAOYAKLWMNX B Ce6S BbICWIME U HU3LLINE NPpUeMIeMble 06beMHbIe 40/ 3PUTPOLUTOB
B KPOBMW.

e) MpunucaTtb kaxpoi npobe 3HayeHWe 06bEeMHOI A0N IPUTPOLMTOB B KPOBM, UCNOMNbL3Ys pedepeHT-
HYI0 METOAUKY BbINOSIHEHUSA U3MEpPEeHUSs.

[na perynuposaHua nNpo6 [0 XenaTe/lbHON KOHLEHTpauMm MoryT 6biTb UCMNOMb30BaHbI criejylouwue Me-
TOAVKN.

- PasgennTtb KpoBb C Kax Aol 06beMHOI A0N1eil 3pUTPOLUTOB B KPOBU Ha TPU paBHble MOpLUN.

- PerynnpoBaTb KOHUEHTpaLUUn r1oKo3bl [0 XenaTelbHOro ypoBHs (cM. 6.1.2).

MoryT 6bITb UCNONbL30BaHbl N ApyrMe MeTOAMKW, KOTOpble AaloT noaxofsuime npobbl NS OUEHKU ad-
hekToB 06bEMHON A0NW 3PUTPOLUTOB B KPOBU.

6.4.3.4 MeToauKa OLEHKN

Kaxaas npoba nepef B3ATUEM NOPLUUN AN1A U3MEPEHUA [0/KHA OblTb OCTOPOXHO, HO TUWATE/IbHO Nnepe-
MellaHa nyTem nepesopaynBaHnsi NPo6UpPKN.

OueHka 06bEMHOI [0U 3pUTPOLUTOB B KPOBM [0/KHA ObiTb NMpOBefeHa B ciejylolleil nocnenosa-
TeNlbHOCTU. MpK NCNONBL30BaHNN HECKOJIbKMUX TIIOKOMETPOB MHCTPYMEHTHI C/ieflyeT poTupoBaTb, YToObl usbe-
XaTb BBE[leHUS CMeLleHuns, BbI3BAHHOIO pasHuLein oT npubopa k npubopy.

a) BbinoNHUTL napasnsesibHble U3MepPeHns ¢ NOMOLLbI0 peepeHTHOR MeTOANKN BbINOSIHEHUS U3MEPEHNUS.

b) MponssecTn, No MeHbL el Mepe. 10 n3MepeHunit rKo3bl, NCNOMb3Ya TECT-NONOCKU U3 NMEePBOI cepun

peareHToB.

c) MpoussecTu, No MeHbL el mepe.kO U3MepPEHMii T10KO3bl, UCMONb3Ys TECT-MOMOCKA U3 BTOPOW cepun
peareHToB.

d) MpoussecTyn, No MeHblwel Mepe. 10 M3MepPeHN FOKO3bl, MCMNOMb3Ysi TECT-NOMOCKM U3 TPeTbeil cepun
peareHToB.

e) Mocne 3aBepLIeHNs TeCTUPOBaHUA TNlOKOMeTpa NPOU3BECTU APYrOi psf napansiesbHbIX U3MepeHuii
rN10KO3bl C NOMOLLbI0 pethepeHTHON MeToANKN BbINOHEHUA U3MEPEHUS.

0 CpaBHWUTb pedhepeHTHble 3Ha4YeHMA [/1I0KO3bl OT 3TanoB a) 40 e), YTo6bl BepuduunMpoBaTtb, YTO KOH-
LleHTpaLms rKo3bl He N3MEeHUIAcb BO BPEMS OLeHKN.

n) B cnyyae ecnu pesynbTaTbl NpeBbILAT NpeABapuTenbHO onpeAeneHHble KpuTepum ctabunbHOCTH
(cm. 6.1.3), TO U3MepeHHble 3HaYeHns 3aTol NPobbl He AO0MKHbI ObiTb UCNOMb30BaAHbI, U BCE U3MEPEHUA cre-
AyeT NoBTOPUTbL C ApYyroit Nnpo6oii.

6.4.3.5 AHanu3 faHHbIX U NpegcTaB/ieHne pesynbTaToB

[Ana Kax[on KOHUEeHTpauumn rnioKosbl 1 06 bEMHON 40NN 3pUTPOLUTOB B KPOBU AO/KEH ObITb NpoBeeH
aHanu3 faHHbIX, U pe3ynbTaThbl 415 KaXKA0W Cepun peareHToB nNpefcTaB/ieHbl OTAe/bHO cneayolnm obpa3om.

a) CpegHee 3HayeHue U cTaHfapTHoe (cpegHekBagpaTUyHOE) OTK/IOHEHWE M3MEPEHHbIX 3HAYEHUn un3
CUCTEMbl MOHUTOPUWHTA F1I0KO3bl B KPOBU A0/DKHbI ObITh paccunTaHbl A5 Kaxaolk npobbl 1 cepun peareHTos.

b) Ha ocHOBe 3HauyeHWii, N3MEePEHHbIX CUCTEMOI MOHUTOPUHTA [I0KO3bl B KPOBU, N pethepeHTHbIX 3Ha-
YeHU cMelLLeHne rNoKo3bl U % CMeLLeHNsa O/MKHbI 6bITb paccynTaHbl 4715 KaX A0 Npobbl N CeEpUN peareHToB.

c) Ana Toro, 4To6bI ONpefennTb 3 PekT 06bLEMHON [0IN 3PUTPOLMTOB B KPOBY HA 3HAYEHUS, NU3MEPEH-
Hble CUCTEMOI MOHUTOPUHTA TI0KO3bl B KPOBU, A5 KaXA0M Npo6bl 40/KHA 6biTh paccunTaHa pasHuua Mexay
CpeAHUM CMeLleHMeM [/10KO3bl U CPeHUM CMeLleHneM Npobbl Co cpefHUM YPOBHEM. Takoii xe pacyeT A0N-
XeH 6bITb Npon3BefeH ANA KaxAoin Npobbl, NCNONb3ys % CMeLeHns, paccunTaHHblli Ha aTane b).

d) B cnyvyae ecnu ahhekTbl OTBEYAOT KPUTEPUAM MPUEMIEMOCTU U pe3ysibTaTbl BO BCEX TPeX Cepusx
peareHTOB CTaTUCTUYECKN 3KBUBANIEHTHbI, BCe pe3ynbTaTbl A8 KaXAON KOHLEHTpaLuumn rnoKosbl MOryT 6biTh
ycpefHeHbl ANA npefcTaBNeHnsa B UHCTPYKUUN NO NPUMEHEHWUIO.
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B pononHeHune k Tpe6oBaHnam 6.1.4 cnegyrowan nHpopmauns fomkHa GbiTb BKIKOYEHA B OTHET 06 U3yYeHun:

1) Pe3ynbTatbl U 3aKNOYEHWA MO MTOram U3y4yeHus, B TOM YUCNO:

- 06bEM ynakoBaHHbIX KNEeTOK A1 Kaxol npo6bl;

- pethepeHTHOe 3HaYeHune [1I0KO3bl A1 KaXA0oW Npo6bl.

2) M'padhmueckoe npeacTabreHve pe3ynbTaToB c 06bEMHON foNel 3pUTPOLMUTOB B KPOBU, pasMeLleHHbIX
Ha OCU X. pasHuLbl cpefHero o6bema ynakoBaHHbIX K/1€TOK, pa3MeLleHHOl Ha ocU Y, 1 MakCuMasnbHbIM Npu-
eM/1IEMbIM OTK/IOHEHMEM (NONTOXUTENbHbIE U OTpULATE NbHbIE NPeAenbl) Ha NPEepPbIBUCTON NUHUN.

6.4.4 TecTupoBaHue nHTepdepeHunn

6.4.4.1 inzaiiH nsyyeHus

OueHka fo/KHa 6bITb NpoBefeHa Kak MUHUMYM C ABYMS KOHLEHTpaLuusaMu r1oKo3bl, 0AHa B npegenax
nHTepsana ot 2.8 mmonb/n go 5.5 mmons/n (o1 50 mr/gan go 100 mr/gn) v gpyras B npegenax nHtepsana oT
13,9 mmonb/n go 19.4 mmons/n (ot 250 mr/gn go 350 mr/an).

BelwecTBa 419 OLEHKN BO3MOXHON MHTEepepeHUUn fOMKHbI BbITb UAEHTUULMPOBaHbI aHaIM30M pu-
cka. MpumeHsatoTca Tpeb6oBaHns MCO 14971. oTHocsAWMECS K MaAeHTUuKaLnm onacHocTu.

MpunoxeHue A cofepXuUT NepeyvyeHb BeWeCcTB, KOTOPble MOTYT 6bITb NpeAcTaB/ieHbl B KDOBU U KOTOPbIE
06HapyXunBawT MHTepepeHL MO C METOANKOW N3MEPEHMNSA T/TKO3bl. 3TN BELLeCTBa A0/HKHbI paccMaTpuBaTth-
cA npu aHanuse pucka. B cnyyae ecnu BewecTBo, ykazaHHOe B NPUIOXKEHUN A, He OLeHNBaeTCsa aKCNepuMeH-
TaNbHbIM NyTEM, pelleHne 4O/KHO BblITb 06bACHEHO.

PekomeHayeTca akcnepuMeHTanbHbIN AnM3aiiH napHbiX NPO6, NPM KOTOPOM CPaBHMUBAKTCHA U3MEPEHHbIE
3HAYEeHUA rNOKO3bl U3 NPo6 ¢ A06aBNEHHbIM BELL,eCTBOM W KOHTPONbHON Npo6bl 6e3 fo6aBNEeHHOIo Bele-
cTBa. [ipyrne amnsaiiHbl 3KCNEePUMEHTOB (HanpyMep, MHOrOakTOPHbI) NpuemMaeMsbl Npy yCA0BUN CTATUCTU-
4eckoro onpaBgaHus.

MpumeuyaHune — B ccbike [13] nprBefeHO PYKOBOACTBO A4J1Si OLLEHKW MOTEHLMAbHBLIX MHTEPMEPUPYIOLLNX
BELUECTB, BK/IOYas PEKOMEHA0BaHHbIE TECTOBbIE KOHLEHTpaLMM.

PedepeHTHaa mMeToAuKa BbIMOTHEHUS N3MEPEHUSA C NOAXOAAW e NPeLn3NoOHHOCTbIO N MPaBUbHOCTbIO
MOXeT 6blTb UCNONb30BaHA 419 NPUNUCbIBaHUA Npo6am ped)epeHTHOro 3Ha4YeHNA r1KO3bI.

6.4.4.2 Kputepun nppemnemoctun

Kputepun npuemnemoctn gnsa acpdekToB nHTepdepeHunn fO/DKHbI ObiTb YCTAHOB/IEHBI B MPOTOKOME
N3yyeHus.

O hekTbl MHTEPDEPEHLUN A0KHBI 6bITb ONUCAHBI B MHCTPYKLMUWU NO MPUMEHEHUIO, €C/IN OHW OTBEYalT
KaKoMy-TO 13 KpuTepues MYHKLNOHANbHbBIX XapakTepucTyK.

- AnAa koHueHTpauuu rnko3bl < 5.55 mmonb/n {< 100 mMr/an) cpefHAas pasHuua Mexay TectoBoli npoboli
N KOHTPO/NbHbIM MaTepuanom npesbiwaeT 0,55 mmons/n (10 mr/an).

- Ans KoHUeHTpauumn rakossbl 1 5.55 mmonb/n (b 100 mMr/gn) cpegHAs pasHuua Mexay TecToBoli npoboii
N KOHTPONbHON Npo6oi npeBbiwaeT 10 %.

6.4.4.3 NMoarotoBka NpoobbI

[nAa nogrotoskn 4 npo6 ¢ xenatenbHOV KOMGMHAaLMEN KOHLLEHTPaL Wil [/1I0KO3bl U TECTUPYEMbIX BELecTB
MOXeT 6bITb NCNONb30BaHa cnegyolas MetTogmka.

a) MonyunTb ABa nNyna BEHO3HOI KPOBW C KOHLEHTpaLmnei rniokossl, cneynduumposaHHoli B 6.4.4.1.

b) YCTaHOBUTb KOHLEHTPaLuUu r1oKo3bl, €C/IM He06XO0AUMO, NCNONb3YS MEeTOAbl, ONMcaHHble B 6.1.2.

c) PasgennTtb kaxablii Nyn Ha ABe Nopuuun: TeCTOBYK NPOBY M KOHTPO/IbHYIO NPOGY.

d) Ao6aBnNTb KOHLEHTPMPOBAHHbLIN pacTBOpP TECTOBOro BeliecTBa B TeCTOBYK npoby, 4To6bl co3paTth
XenatesibHYl0 KOHL,EeHTpaLuuio.

e) Jo6aBuTbL paBHblli 06BEM COMbBEHTA, MCNOMb30BAHHOIO ANA pa3BefeHUs TecTOBOro BeliecTBa, K
KOHTPO/IbHOW npobe.

MoryT 6bITb MCNONb30BaHbl ApyrMe MeTOAWKM, KOTOpble AaloT B pe3ynbTaTe NOAXOAALWMO Npobbl ANs
TeCTUPOBaAHUA UHTepdepeHLmnn.

6.4.4.4 MeToguKa OLEHKN

Mepep B3ATUEM NOPUUN AN U3MEPEHNA KaxAas npoba fo/HkHa ObITb TWaTebHO, HO OCTOPOXHO nepe-
MellaHa nyTem nepesopayvymBaHnsa Npo6umpku.

TecTupoBaHue UHTepdepeHLUn OMKHO 6bITb NPOBEAEHO CO cneayloleli nocnefoBaTelbHOCTbIO.

a) MonyunTb pesynbTaTbl NapasnnenbHbiX N3MEpPeHUii rKo3bl ped)epeHTHOW MeTOANKON BbIMOTHEHNUS
n3mepeHus.

b) MpowussecTn, N0 MeHblel Mepe, 10 U3MepeHWi TIOKOMETPOM, UCMOMb3Ys TECTOBYIO NOSIOCKY M3
nepBoOii cepun peareHToB.
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MepeHoc nuneTKoi, cnoco6Holi aaTb 06bem Npobbl B npefenax peKOMeEHLOBAHHOIO M3roToBuUTeNneM
MHTepBana, MoXeT 6biTb UCNONbL30BAH A4/11 UMUTALUN NPUMEHEHNUSI PYTUHHOW NPOGLI.

c) MpownsBecTn, NO MeHbliell mepe. 10 uamepeHuii FIIOKOMETPOM, MCNOMb3ys TECTOBYK MNOMOCKY W3
BTOPOW Cepuy peareHTos.

d) MpousBecTn, No MeHbleli Mepe. 10 M3mepeHwuidi TNIOKOMETPOM, UCMNO/Mb3YsS TECTOBYH MOIOCKY M3
TpeTbeli cepun peareHToB.

e) Mocne BbINOMHEHNA TECTUPOBAHUA Nl0KOMeTpa NPOU3BECTU APYroii psf napansiesbHblX U3MepeHuii
rNI0KO3bl pePepeHTHON MeTOANKON BbINOMHEHUSA U3MEPEHUS.

0 CpaBHWUTb ped)epeHTHble 3HAYeHWA [/1I0KO3bl K3 3TANoB OT a) A0 €). YTo6bl BepudunLumMpoBaTb OTCYT-
CTBME U3MEHEHUI KOHLEeHTpaLumn rioKo3bl B MEPUOS OLeHKN.

B cnyuyae ecnu pesynbTaTbl NpPeBbIWAT NpeABapuUTelbHO onpeAeneHHble KpUTepun cTabunbHOCTM
(cm. 6,1.3), TO n3MepeHHble 3Ha4YeHnUa AN Npobbl He AO/KHbI UCNOMNb30BATLCA U BCE U3MEPEHMWS [LOJIKHbI
6bITb NOBTOPEHLI C APYroil Npo6OoiA.

B cnyyae ecnu ahpekT MHTepdepeHunn npeBbillaeT KpuTepun YHKLUOHANbHLIX XapakKTepucTuk
B 6.4.4.2, NpON3BECTU OLEHKY A03bl-peakunu, YTobbl onpefennTb cTeneHb MHTepdepeHLMn Kak YHKLUIO
KOHUEeHTpauun TecTupyemoro sewecTsa.

1) MNoarotoeuts CEPUIO TECTOBLIX MPO6 (N = 5) NyTeM cMeluMBaHUs NPo6bI, cofepXalleli BbICLLY KOH-
LEeHTpauuio NoTeHLNabHOTo MHTeptepPMPYHOLLEro BellecTBa 1 KOHTPOJ/IbHY0 MPo6bl B pa3HbiX NPONopLUmsX.

h) MonyunTb napannenbHble N3MEPEHUs [0KO3bl C MOMOLbI0 pedepeHTHON MEeTOAUKN BbINOMHEHUS
n3MepeHus.

i) MonyunTb, No kpaliHeit mepe, 10 n3MepeHnii FIOKOMETPOM M3 KaxXAoW Npobbl, NCNOMb3Ys TeCTOBble
NOIOCKM U3 KaXAoli 13 Tpex napTuii peareHToB.

j) Mocne 3aBepllieHNs TeCTUPOBAaHUSA FlOKOMeTpa NONy4YuTb ApYroii psa napaniesnbHbiX U3MepeHuit
TNII0KO3bl C NOMOLLbI0 pedyepeHTHO MeTOAVKMN BbINOTHEHUSA U3MEPEHUs, UTOObI BepuduunpoBaTb oTCyTCTBME
M3MEHeHWI i KOHLLeHTpaLumn roKo3bl.

k) CpaBHUTb pedepeHTHble 3Ha4YeHUs r1oKo3bl OT 3TanoB h) uj), uTo6bl BepudnunpoBaTb OTCyTCTBUE
M3MEHEHNSI KOHLeHTPaLuuy F0KO3bl BO BPEMS OLLEHKH.

B cnyyae ecnu pesynbTaTbl NpeBbIWAaT NpeaBapuTesibHO YCTaHOB/IEHHbIE KPUTEPUMN CTabUNbLHOCTK
(cm. 6.1.3), TO N3MepeHHble 3HaYeHUst ANsi NPo6bl He AOMXHbLI UCMOMb30BATLCSH U BCE U3MEPEHMUS [OJIKHbI
6bITb MOBTOPEHLI C ApYyroli Nnpo6oii.

6.4.4.5 AHanu3 gaHHbIX U NpeAcTaB/ieHne pe3ybTaTtos

Lnsa kaxaoro Bew,ecTsa, MU3y4YeHHOro Ha NpeAMeT BO3MOXHOW MHTepdepeHLnn, aHanuns faHHbiX LODKEH
6bITb NPOM3BEAEH U NPeACTaBNeH OTAENbHO ANA KaXA0ro peareHTa cnegywmm o6pasom.

CpepgHee v cTaHgapTHoe (cpeAHekBagpaTUyHOe) OTK/IOHEHNS 3HAYEHWNIA, N3MEPEHHbIX CUCTEMOI MOHU-
TOPUHTra [/1I0KO3bl B KPOBM, AO/IKHbI 6bITb paccuuMTaHbl AN KaXA0i npobbl.

[lonxHa 6bITb paccunTaHa pasHuLa Mexgy CpefHUM 3HauyeHUi TecTOoBbIX NPo6 M cpeAHVM 3HayeHui
KOHTPO/IbHbIX NPO6.

B cnyyae ecnu adppekTbl 0TBEYAKT KPUTEPUAM NPUEMIEMOCTU U pe3ynbTaTbl BO BCEX TPEX CEpPUsAX 3K-
BMBANEHTHbI. BCE pe3y/bTaTbl KaXAol KOHLEHTpaLun rioKo3bl MOryT 6biTb YCpeHEeHbl ANA nNpefcTaBieHuns
B MHCTPYKLMN MO NPUMEHEHUIO.

B cnyvyae ecnu 6bina npousBefeHa oueHka [03bl-peaklmn, KOHLEeHTpaLumn nitTepdepupytolLero sete-
CTBa. KOTOPbIE NPEBbIWAIT KPUTEPUUN PYHKLMOHANBbHBIX XapakTePUCTUK, JO/DKHbI 6bITb ONpeaesneHsbl.

CpepgHee v cTaHfapTHOe (CpeAHeKBaApPaTUYHbIE) OTK/IOHEHUSA 3HAYEHUIA, UBMEPEHHbBIX CUCTEMOW MOHU-
TOPUHTa [/10KO3bl B KPOBU, AO/DKHbI GbITh paccunMTaHbl 4151 KaXA0M cMecH, a Takke ANa ABYX Npo6, NCNob30-
BaHHbIX 4719 06pa3oBaHNsA CMeCH.

B cnyyae ecnu achpekTbl oTBEYAOT KPUTEPUAM NPUEMIIEMOCTMN U pe3yibTaTbl BO BCEX TPEX CEPUAX 3K-
BMBANEHTHbI. BCE pe3y/bTaTbl KaXA0l KOHLEHTpaLUN TN0KO3bl MOTYT GbiTh YCPeHEeHb! AN nNpefcTaBieHuns
B MHCTPYKLMMW MO NPUMEHEHMUIO.

KoHueHTpauma nHTepdepupylowero sewecrsa, kKotopas npesbiaeT KPUTEPUN NMPUEMIEMOCTH, [OSIXK-
Ha 6bITb paccunTaHa (Hanpumep, UCNonb3ysa NNHERHbI aHann3 perpeccun, ecnm 3To NOAXOAWT), AN npea-
CTaBMIEHUSI B MHCTPYKLUU MO NPUMEHEHMIO.

B gononHeHne kK Tpe6oBaHUAM nyHkTa 6.1.4 B oT4eT 06 M3yyeHUn AoxHa ObiTb BK/IOUEHA creayowas
nHopmaymsa.

a) MNepeyeHb Bel,ecTB, OL,EHNBAEMbIX HA BO3MOXHYI0 MHTep(epeHL M0, TECTOBbIE KOHLeHTpaLum n oc-
HoBaHus Ans otbopa.

b) OCHOBaHUA AN 0TKa3a OT OLeHNBaHUS NI060ro N3 BELLEeCTB, NePEYNC/IEHHbIX B NPUNOXEHUN A.
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c) PesynbTaTbl 1 3aK/I0YEHNA U3YYEHUS, BKIOYasA:

- TeCTOBble KOHLEHTpaLun nHTepgepeHTa;

- pethbepeHTHOe 3HaYeHMe [HKO3bl 415 KaX A0 npo6bl;

- rpachmyeckoe npeacTaBneHne pe3ynbTaToB, B c/iydae ecnu 6biia nponsBefeHa oueHka f03a-3thdekT,
C pasMelleHneM TeCTOBbIX KOHLEHTpauuii BelecTBa Ha X-0CW, PasHULbl MeXJy TeCTOBbIM W KOHTPOJ/IbHbIM
pesynbTaToM, pa3MelleHHOW Ha y-0CW, U MakCMMasbHOro MpMeMIemMoro npegena, WAeHTUPULUPOBAHHOIO
npepbIBUCTON NNHUEN.

6.5 CTabunbHOCTb peareHTOB W MaTepunanos

6.5.1 O6wumne TpeboBaHus

B cnyyae ecnu cuctema peareHToB, KOHTPOJ/IbHble MaTtepuasnbl U gpyrne KOMMNOHEHTbl MOryT CO Bpe-
MeHeM NOoABEPrHyTbCA Aerpagaunn, 4oMKHbl 6bITb onpefeneHbl U BaNUANPOBaHbl YCN0BUSA XpPaHEHUS U uc-
nofib30BaHNA.

6.5.2 OnpepeneHne ctabnunbHOCTK

MpumeHsTcs TpeboBaHus, cneynduunposaHHbie B MCO 23640, KOTOpble OXBaTbiBAKOT yCTAHOBNEHNE
CTabuUbHOCTN (PYHKLMOHANBHbBIX XapakTepuUCcTUKN U CPOK FOAHOCTH.

7 WHdopmaunsa, npegocraBnseMmas N3rotosmtenem

7.1 O6wune TpeboBaHus

MpumeHsaoTca TpeboBanns MCO 18113-1, NCO 18113-4 n NCO 18113-5.

B cnyuae ecnu cneuundmnyeckuii rniokomeTp TpebyeTca MCnonb30BaTh CO cneyndrnyeckoil cuctemoii pe-
areHToB. 3TUKeTKa (3TUKETKM) (MM aTUKeTKa (3TUKETKN) BHELLIHEro KOHTelHepa) u MHCTPYKLMSA MO MPUMEHEHUIO
[OMIXKHBI JOBECTN [0 HenpodeccnoHana ato TpebosBaHue.

B MHCTPYKLUUMN MO NPUMEHEHNIO AO/IKHbI ObITh ONMUCaHbl €WHULbI U3MEpPeHNs, coobliaeMble CUCTEMOIA,
Hanpumep MMonbL/n unu mr/gn.

B UHCTPYKLMM MO NPUMEHEHUNIO AO/KHO BbITb ONUCAHO, YTO U3MEPEHHbIE [/IIOKOMETPOM 3HAUYEHUS IKBU-
Ba/IEHTHbl KOHLEHTPaUUAM [/10KO3bl B N1a3Me UN B KPOBU.

7.2 DYHKUMOHANbHbIE XapakTepnucTukn

®YHKLMOHANbHbIE XapaKTePUCTUKA CUCTEMbI MOHUTOPUHIA [/1I0KO3bl B KPOBU AO/MKHbI BbITb OMMUCaHbI B
VHCTPYKLUW NO NMPUMEHEHUI0. B 4aCTHOCTKN, A0/IKHbI 6bITb CYMMUPOBaHbI pe3y/bTarbl OLEeHKN NOBTOPAEMOCTH
(6.2.3.4), oueHK/N MPOMEXYTOUYHOW NpeunsnoHHocT (6 2.4.4), oueHKN TOYHOCTU cucTemsl (6.3.7). orpaHunye-
HWUSA, cBSAI3aHHble C 06bEMOM ynakoBaHHbIX kneTok (6.4.3.5). addpekTbl MHTepdepeHuun (6.4.4.5) N oLEHKM
PyHKUMOHANIbHBLIX XapakTepucTuk nonb3osartesnem (8.7).

®YHKLMOHANbHbIE XapaKTepUCTUKN 1 gpyras TexHnyeckas nHopmalmsa 4OKHbI ObITb ONMcaHbl B Op-
mMaTe U A3bIKOM, MOHATHLIM HenpodeccuoHany.

B 6.3.7.4 copepxXutcsi pekoMmeHayemblii hopmat (Tabnuubl 4—6) AN CYMMUPOBaHUA pPe3ynbTaToB
OLeHKMN TOYHOCTU CUCTEMBI.

B 8.7.2 copepxutca pekomeHayeMblii popmart 418 CYMMUPOBaHUSA pe3yibTaToB OLEeHKN (PYHKLUOHAa/b-
HbIX XapaKTepucTuK nosib3oBartesnem.

B cnyyae ecnu cuctema MOHWTOPUHIA F/110KO3bl B KPOBK NogBepraeTcs feiicTBU0 hakTOPOB OKpyXato-
Wwel cpefbl, TakKMX Kak Temnepatypa cpefbl, BNaXHOCTb, faB/ieHne Unmn kucnopos (Hanpmmep, Ha 60/1bLUONA
BbICOTE), [O/IKHbI 6bITb CneunduunpoBaHbl YCI0BUA, HEO6X0AUMbIE ANSA MOSIYyYEHUSA TOUHBLIX U3MEPEHHbIX
3HaYeHWi.

7.3 BO3MOXHOe A0NO/IHEHWE UHCTPYKLUIA NO NPUMEHEHMNIO

MeToAunyeckne MHCTPYKUUKN, HEO6XoAUMbIE HenpodeccnoHany ANA NONyYeHUS TOYHOro pesynbTara uc-
cnepoBaHusA. MOryT 6biTb NpeacTaB/ieHbl B QOpMe e4MHOro AOKYMEHTA, COAEepXallero NHCTPYKLUM No npu-
MEHEHWI0 TNIKOMeTpa U peareHTHbIX NON0COK, N3rOTOBMIEHHbIX OAHUM U TEM Xe U3roTOBUTENEM.

Apyrne nHCTpykuum, Tpebyemblie NCO 18113-1. MCO 18113-4. NCO 18113-5 n HacToAWwMM cTaHgap-
TOM. MOTYT 6bITb NpeACTaBNEHbl HA 3TUKETKAX UMW B MHCTPYKLUSX NO NPUMEHEHUID UHANBUAYANbHbLIX KOMMNO-
HEHTOB CUCTEMbI.
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8 OueHKa PYHKLMOHa/bHbIX XapakTepucTuk nosib3oBartesnem
8.1 O6wue TpeboBaHua

OueHka YHKUMOHAaNbHBIX XapakTepucTuk nonb3osBartenem Jo/xHa 6biTb NpoBefeHa A0 pasmelleHns
CMCTEMbl MOHUTOPWHTA /II0KO3bl B KPOBU A1 KOMMEPYECKOro pacnpejeneHus.
MpumeHsatoTca TpeboBaHus, cneunduunposaHHele B EH 13612.

MpumevaHunsa

1 OueHkun B pasgene 8 npefHasHayeHbl 4Na Banmjauum feiicTBUlA, KOTopble NpeasycmaTpmsatoT obecneyeHve Toro,
4YTO (PYHKLMOHA/TbHbIE XapaKTePUCTUKN CUCTEMbI ByyT CyLLeCTBEHHO COOTBETCTBOBATL TPE6OBaHMAM NpefHa3HaYeHHOro
NpUMEHEHNS.

2 HacTosiwmii cTaHgapT He npefHasHadeH Ans cneuudukauum Bcero ausaliHa Banngaummn AelicTBUIA, KoTopble
MOryT noTpe6oBaTtbCs /19 AEMOHCTPALMN COOTBETCTBUS CUCTEMbI MOHUTOPUHIA [1H0KO3bl B KPOBU NOTPEBHOCTAM N0J1b30-
BaTens u npefHasHavyeHHOMY NPYMEHEHUIO.

OueHKa PyHKLMOHANbHbIX XapaKkTepucTuK nofb3oBaTenem J0/HKHA MPOAEMOHCTPUPOBaTh, YTO NpejHa-
3HauYeHHble M0Jib30BaTesi CNOCOGHbLI MOAYYUTb TOUYHbIE U3MEPEHHbIE 3HAYeHWA [I0KO3bl, ONepupys cucte-
MO MOHWTOPWHTA F/10KO3bl B KPOBU C UCMO/Ib30BAHNEM TOJIbKO MHCTPYKLMIA N TPEHUPOBOYHbIX MaTepuanos,
06bIYHO MOCTABNAAEMbIX C CUCTEMOIA.

TOYHOCTb 3HAYEHWIA TNI0KO3bl B KaNUIMAPHON KPOBU, N3MEPEHHbIX HenpodecCcnoHanoM, fo/KHa 6biTb
CpaBHeHa CO 3HAYeHUAMMU [/II0KO3bl B KANUINSPHOW KPOBMW, N3MEPEeHHbIMU pedepeHTHO MeTOANKOI BbINO-
HEHWS n3MepeHus.

CuncteMbl MOHUTOPUHIA F1IOKO3bl B KPOBU A1 CAMOTECTUPOBAHUA A0/MKHbl 6bITh OL,eHEHbl B YC/I0BUSIX,
KOTOpble MO3BONAIT HeMpoeccMoHanam BbIMOMHATL U3MEPEHWS [TI0KO3bl B KPOBU 6€3 MOCTOPOHHUX BANSHUIA.
OcHOBaHuA 415 Bbibopa MecT NPoOBeAeHNst OLeHOK [O0/MKHbI 6bITh JOKYMEHTUPOBAHbLI B OTYETE 06 U3YUYEHUMN.

N3yyeHne fOMNKHO 6bITb NPOBEAEHO MO HabNloAeHNeM OAHOr0 UK HEeCKONbKUX MeAULUHCKNX PaboTHM-
KOB. yMeLMX NCNONb30BaTb YCTPOCTBA NPU OLEHKE.

OueHka MOXeT 6bITb NPOBeAeHa B HECKO/IbKMX MecTax C UCMOMIb30BaHNEM OAHOW Cepun peareHToB.

MnaH oueHKn Ao/KeH 6biTb JOKYMEHTMPOBAH B AeTa/lbHOM NPOTOKO/e, KOTOPbI/ AO/MKEH BbiTb NpuIo-
XeH K 0TueTy 06 nsyyeHuu.

8.2 Kputepuun npuemsieMoCTN 1 OLEeHKA pe3ynbTaToB

MpuemnemMocTb M3MePEHHbIX 3HAYEHWUI T1I0KO3bl B KPOBU, NOMTYYEHHbIX Cy6bekTamun U3yyeHus, fo/mMKHa
6bITb OLEeHeHa Ha OCHOBEe CPaBHEHWS C pedPepPeHTHbIMN 3HAYEHUSAMMW [HOKO3bl.

95 % MHAMBMAYANIbHbIX U3MEPEHHbIX 3HAYEHWIA TIOKO3bl AO/IKHBI ObITb B Npegenax + 0.83 mmonb/n
(£15mr/an) 3Ha4YeHUn, N3MEepPeHHbIX MeTOAUKOW W3MepeHWs WU3roTOBUTENs Npu KOHLEHTpauumn [1Ko3bl
< 5.55 mmonb/n (< 100 mr/gn) n B npegenax 15 % npu KoHUeHTpayum rawkossl r 5,55 mmons/n (£ 100 mr/gn).

MprvemnemMocTb CUCTEMbI MOHUTOPUHTA TIOKO3bl B KPOBM A0/KHA ObITh ONpefesieHa ¢ UCMO/Ib30BaHUEM
o6l ero yncna M3MepeHHbIX 3Ha4eHNn, NONyYeHHbIX BCEMU CybbekTamu, BkAYasa nobblie pesynbTarbl n3me-
peHunii. NAEeHTUMULUPOBAHHBIX Kak CTaTuCTMYeckne Bbinajatolmne 3HaveHus.

MpumeyaHune — OB6LLEe YNCNO NPUEMIEMBIX N3MEPEHHbIX 3HAUEHNI A COCTOUT U3 YMcna NPUeMIEMbIX 3HaYe-
HWIA TNOKO3bI MPW KOHLEHTpaumsix < 5,55 Mmonb/n (< 100 Mr/gn). 4o6aBNeHHbIX K YACTY NPUEMIEMbIX 3HAUEHWIA T/THOKO3bI
npu KOHLEHTpauusx rnokossl 1 5.55 mmons/n (r 100 mr/gn).

MpuemnemMocT TOYHOCTU CUCTEMbI B WHTEpPBasiax KOHUEHTpauuu Bbille U Huxe 5.55 mmonb/n
(< 100 mr/gn) He fOMKHbI 6bITb ONpeAeneHbl pasgesnbHo.

8.3 OT60p M NOATrOTOBKA CYy6bEKTOB

K yyacTuio B M3y4yeHnn fOMKHO 6bITb NPMBAEYEHO, N0 MeHblleld Mmepe. 100 HenpodeccnoHasnos.

Cy6bekTbl JO/IKHbI ObITb 0TOGPaHbI C UCNOMb30BAHMEM MeToja nocnefoBaTefbHbiXx Npo6. Bece cyobek-
Tbl. CTpajawume gnabetom, noxenaslwne y4acTsoBaTb B U3yUYEeHUN U KBAIMULNPOBAHHbIE B COOTBETCTBIM
C KpUTEPUAMY BKTIOYEHNS U UCKTIOYEHUS N3 U3YyYeHUs:, Tpe6OBaHMAMM K N0/Ib30BaTes0, YCTaHOBAEHHbIMUN 13-
roToBUTENEM [/1I CUCTEM MOHUTOPUHIA [/1I0KO3bl B KPOBW (HanpuMmep, o6beMHas [0S 3pUTPOLUTOB B KPOBYU
B cneyncuLNpoBaHHbIX Npejesiax CUCTEMbI) N MPUEMIEMBIMU PerynnpyowmuMn Tpebosanuamu (Hanpumep,
nMCbMeHHOe UHDOPMUPOBAHHOE cornacue), 4O/MKHbI 6biTb BbIGPaHbI A8 y4acTus B U3YYeHUN.

KpnTepun BKIIOYEHUS N UCKTIOUEHNA [OKHbI COOTBETCTBOBATL OFPAHUYEHNAM, YCTAHOB/IEHHBIM B Map-
KNpOBKe MpoaykTa.
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Cy6DbekTbl He fO/MKHbI YyH4acTBOBaTb B U3YYEHUWN UKW APYTUX AeACTBUSAX C NPUMEHEHNEM CUCTEMbl MOHU-
TOPUWHra r/oKo3bl B KPOBM, Noj/exalleid oueHke B JaHHOM U3yYeHUN.

Mepep BbIMO/HEHMEM CaMOTECTUPOBAHUS KaXOMY y4YacTHUKY U3YYeHUA JO/MKHblI 6biTb BblAaHbl WH-
CTPYKLMU NO NPUMEHEHMNI0 NPoAyKTa 1 Nobble MaTtepuanbl 419 TPEHMPOBKM, 06bIYHO NOCTaBASAEMbIE C CUCTE-
MOV MOHUTOPWHTA T/T0KO3bl B KPOBMW.

Y4YacTHUKM JO/MKHBI 03HAKOMUTBLCA C MaTepuanamm u 1tobsiM cNOCO60M UCMONb30BaHUS, ONMCAHHBIM B NPO-
TOKOJ1e N3y4eHus, KoTopblii NpefcTaBaseT nopaaok obyyeHns HenpoeccnoHana NpYMeHeHNI0 HOBOTO YCTPOIACTBA.

YuacTHUKaM U3yuyeHWs He JO/KHbl 6biTb NpefocTaBfeHbl HUKaKMe MHCTPYKLUK, TPEHUHT, coaeiicTBue,
obpaTHas CBSI3b WM AONOJIHUTE IbHbIE UHCTPYKTVMBHbIE Martepuasbl NMOMUMO TeX. KOTOpble 06bIYHO NpuAatT-
Cs K yCTpoOicTBY

Mocne o3HaKoMJieHUs C MaTepuanamy cy6bekTbl U3yYeHWs MOryT GbiTb 060CHOBAHHO AONYLLEHbl K
npakTMyeckoMy TECTUPOBAHUIO C MPUMEHEHNEM CUCTEMbl MOHUTOPUWHIA FI0KO3bl B KPOBW. B Takunx cnyyasx
4YnNC/I0 NPaKTUYECKNX TECTOB AOKHO ObITb OFpaHNYeHOo 1 ONpejAesieHo B NPOTOKO/e N3yyeHus.

8.4 Bbino/niHeHMe NpPoOTOKO/1a U3yYeHus

Kaxablli cybbekT n3yyeHns f0o/KeH B3Tb O4HY Npo6y CBOEN KPOBM C NOMOLLbIO MYHKLUN KOXM (Hanpu-
MOp, YKON nanbla) v BbIMOJHUTL O4WH TECT C UCMNOJIb30BAHUEM CUCTEMbl MOHUTOPWHIA [/10KO3bl B KPOBMU.

B cnyyae ecnu cy6bekT coobuiaet 0 4oNyLeHHO owmn6Ke Npy BbIMO/THEHUN CAMOTECTUPOBAHUS, TaKoii
KaK HeMmpaBU/IbHOE HAHEeCEHVe KPOBU Ha peareHT Wan MoslyYeHne HeKo/IMYeCTBEHHOTO pe3sy/bTaTa, CyobekTy
[O/MKHa 6bITb NpeAocTaB/fieHa BO3MOXHOCTb MOBTOPUTbL CAMOTECTUPOBAHME W NEepPCOoHan U3yyeHUs [JO/KeH
[LOKyMeHTMpoBaTb OWNGKY B OTYETE 06 U3YyUeHUU.

Pe3ynbTaTbl HenpaBW/IbHO BbIMOJTHEHHbIX TECTOB AOJ/IKHbI OblTb UCK/IOYEHbI N30MpPeeNieHna npueme-
MOCTU CUCTEMbl MOHUTOPUWHIA F/110KO3bl B KPOBW. MaKkCUMyM TPU UCK/TIOUYEHNA, BbI3BAHHbIX HETOYHbIM BbIMNOJI-
HeHWeM camMOoTecTUpOoBaHuUs, JO/HKHbI ObiTh MPeAocTaB/ieHbl B pacyeTe Ha Cy6bekT.

Yucno n cneynduyeckas npupoga HenpaBuIbLHOrO BbINOSIHEHWUA TECTOB AO/DKHbI 6bITb ONUCAHbI B OT-
yeTe 06 U3y4eHUN.

8.5 PechepeHTHble 3HAUYEHUSA TN KO3bI

B TeyeHne 5 MUHYT nocne BbINOSIHEHMA TecTa NoMb3oBaTenemM HabnfalWmnii MeguLMHCKUA paboTHUK
[O/MKEeH B3ATb NPO6Y KanuNNApPHONR KPOBM ANS n3MepeHns petepeHTHOro 3HaYeHns r1Ko3bl, onpegeneHns
o6bema ynakoBaHHbIX KNeTOK 1 /1A onpefeneHns nobbiX APYrux KpUTepneB NCKIOYEHNSA, cneunduympoBaH-
HbIX B MPOTOKO/E U3YYEHUS.

PedhepeHTHas npo6a MoXeT 6bITb B3ATa 13 MPOKOA KOXMU NaLuMeHTa UM 13 BTOPOA MyHKLUWN KOXW, Bbl-
MOSIHEHHOW MefNLNHCKUM PaBbOTHUKOM.

B3siTne pedepeHTHOW Npo6bl U3 NYHKLMUN KOXWU y4yaCTHMKA U3ydyeHUs npeanoytuTenbHo. B cnyuvae He-
06X0AMMOCTY BbINOJTHEHWNSA BTOPOIA NYHKLUM KOXMW 3TO AO/KHO 6bITh JOKYMEHTUPOBAHO B OTUeTe 06 U3yyeHun.

PechepeHTHas npob6a AomkHa 6biTb M3MEPEHa C MOMOLLLbI0 METOAVKN peddepPeHTHOro N3MepeHNs FIKo-
3bl. 415 npunucbiBaHns pedepeHTHOro 3Ha4YeHUs r0Ko3bl NPUMEHSIOT TpeboBaHma 6.3.2.

8.6 Uenoseueckne paktopsl

TexHuKa nonb3oBaTens B ONEpPUPOBAHUN CUCTEMOM, MPUMEHEHUE NPOGLI 1 YTEHWE Pe3yNbTaToB [0/1K-
Hbl HA6104aTbCA MEAULUHCKAM NEPCOHANIOM U3YUeHUs.
Ha6nogaemble yenoBeveckne HakTopbl 4O/MKHbI 6biTb LOKYMEHTUPOBAHbLI B 0TYETE 06 U3yUeHUN.

8.7 AHann3 gaHHbIX U NpeacTaB/ieHNne pe3ynbLTaToB

8.7.1 O6wMe nosoXeHus

[aHHble AO0MXHbI 6GbITb NMPOAHaNM3MPOBaHbl B MecTe NPOBeAeHUss U3YYeHWsi, ecin U3yvyeHue npoBoO-
ONTCS BO MHOTUX MecTax. PasHuua Mexay pesynbraTamu, MoJyYeHHbIMW B pasHbiXx MecTax, Ao/HKHA 6biTb
LOKYMEHTMpOBaHa B 0T4eTe 06 M3YUYEHUN.

[aHHble MOryT 6bITb UCKNOYEHbI U3 aHann3a, B caiyyae ecnu npovsowna AoKyMeHTMpoBaHHas owmnbka
B BbIMNO/THEHUWM METOLMKU, Kak onpefesieHo NPOTOKONIOM U3yyeHusi. MpuMeHsATCcs Tpe6GoBaHUA, ONUcaHHble
B 6.1.2.
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Bbinagawume gaHHble He JO/KHblI OblTb UCKIOUYEHbI M3 aHann3a JaHHbIX Npu onpeaenieHnun npuem-
NIeMOii TOYHOCTU cUCTEMbI (8.2). 0HAKO AOMKHbI 6bITb UCKMOUYEHbI U3 pacyeTa CTaTUCTUYECKUX NapaMeTpoB
ANA TOro, 4To6bl M36eXaTh HAPYWEHUS LEeHTPaNbHON TEHAEHUNN U OLLEHOK Aenpeccum.

MpumevyaHune — NCO 5725 u ccbinka (13) coaepxar pyKoBOACTBO MO MAEHTUUKaLMM BbiNaAatoWwmx cTaTu-
CTUYECKNX Pe3y/ibTaToB.

B cniyuyae UCKNOUYEHNA faHHbIX B OTYETE 06 U3YyYEeHUUN A0IKHbI GblTh OKYMEHTUPOBAaHbLI OCHOBaHUS ANs
UCKIOYEHNS.

PesynbTartbl M3yYeHNsa [O/DKHbI 6bITb MpeAcTaBaeHbl B hopMe rpadivka pasHuubl, kKak onucaHo B 6.3.7.2.

Bbinagatouime faHHble AO/KHbI O6bITb 0603HaYEHbl Ha rpadnke OTANYAKLWUMUCA CUMBOAMU.

Hab6noaeHns u pesynbTatbl U3yYEHUS AO/MKHbI ObITh JOKYMEHTUPOBAHbI B OTHETE.

Kpome Toro, fo/mkHa 6bITb NpuBefeHa cnegyrolas nHdhopmaymus:

a) obLliee Yncno npoaHann3NpoBaHHbIX NPo6:

b) UHTEPBaN KOHLUEHTpaLNii rKO3bI.

C) 3HAYeHUs [1H0KO3bl, U3MEPEHHbIE YCTPOWNCTBOM, pedyepeHTHbIe 3HAUYEHUS T/TH0KO3bl U 3HAUYEHUSI 06b-
€MHOli 0NN 3PUTPOLNTOB B KPOBU, HAGNOAABLINECS KAXAbIM YHACTHUKOM M3YyYeHus;

d) pestome cTaTUCTMYECKOro aHanunsa ¢ AoBepuUTEbHbBIMU NHTEpBanamu;

e) cymMMa BCex BbiNagalLmx 3HaYeHUn, UCKNYEHHbIX U3 CTAaTUCTUYECKOro aHannsa, BkIYas MeTon
naeHTUgUKaLMM 1 pesynbTatbl UCCeL0BaHNS;

0 rpaduk pasbpoca AaHHbIX;

[) feTanbHOe onucaHne MeToaukn pedhepeHTHOro N3MepPEeHNs TIKo3bl, ee KanbpoBkMu (BkIYas Me-
TPONOTrMYECKY0 NPOCNEeXNBAEMOCTb) N Banngauma unn sepudurkaumns HenpeLm3noHHOCTU U CMELLEHNS;

h) ccbifikM Ha MeTOAMKM CTAaTUCTUUYECKOTO aHanu3sa.

8.7.2 O6umne pesynbTaTbl JOMKHbI 6bITb CyMMUPOBAHbI AN UHCTPYKUWUIA NO NPUMEHEHUIO, UCMNONb3YSA
cneaywowunii oopmart:

N3yyeHne oueHMBaHNA 3HAYEHWIA T1HOKO3bl N3 NPO6 KanUNNSPHON KPOBK, B3ATbIX N3 Nanbla, NOyYeH-
Hble ### HenpodeccnoHanamu, gano cinegywuime pesynbTatbl:

XX % B npegenax + 0.83 mmonb/n (x15 mr/gn) 3HayeHnii megnuMHCKOK nabopaTtopum Npu KOHUEHTpa-
LMAX T110KO3bl HWXe 5,55 mmonb/n (100 mr/gn) n YY % B npegenax + 15 % 3HayeHUin megunumnHckoit nabopa-
TOPUM MPY KOHLEHTpaLUMsaX roKo3bl, paBHbiX nan Beliwe 5.55 mons/n (100 mr/gn).

8.8 OueHKa MHCTPYKLUMI N0 NPUMEHEHUIO

8.8.1 O6uwme NonoxXeHns

WHCTPYKLMM NO NMPUMEHEHUI0 N CBEleHUA, pa3MeLleHHble Ha rIOKOMeTpe, AO/IXHbl OblTb OLEHEeHbl B
OTHOLWEeHNN ACHOCTM U NOMTE3HOCTHU.

OueHka fo/mKHa 6bITb BbINO/IHEHA Cy6beKTaMu, yyacTBYHOLWMMY B OLeHKe (DYHKLUOHANbHbIX XapakTe-
puUCTUK nonb3oBaTenem. [lpyrne HenpodeccmoHanbl TakxKe MOryT yyacTBoBaTb B OLEHKE.

8.8.2 MeTo[ oueHkun

MeToza OLEeHKM f0/KEH BbITh OCYLLECTB/IEH C MOMOLL b aHKeTbl, NpeAHa3Ha4YeHHOW OLEeHNTb, HACKO/IbKO
nosb3oBaTeNn NOHUMAaIOT, Kak NpaBWUbHO MPUMEHUTb YCTPOCTBO.

TunuyHaa aHkeTa MOXET COCTOATb M3 Cepun 3asB/IeHU, OTHOCUTENbHO KOTOPbIX YYaCTHUKOB OLEHKU
NpocCAT yka3aTb CTeNeHb UX COracusa ¢ KaxiblM 3asaBfeHnemM Ha wkane ot 1 o 5 (1 = coBeplweHHO He co-
rnaceH; 3 = HeliTpa/sbHOe OTHOLWIEHNE; 5 = NOJIHOe cornacue).

Mpumep — AHKeTa MOXeT BKNoYaThb B Cebs clejyl, e 3adaBaeHmns:

- WHCTpyKUMs o4yeHb NpocT a ANS BbIMOMTHEHUSA.

-Pe3ynbTaThbl TecTa, 0603HaYeHHble Ha AUCNee rNIOKOMeTpa, Nerko ysuaeThb.

-BblIO Nerko NOHATb pe3yNbTaThl TecTa.

- WHCT PYKUNU NOHATHO OGBACHAK T, YTO AenaThb, €CIN HA MOHUTOpPe FNKKOMeTpa NosBUAach OW K-
604Has nHcopmayuns.

YuyacTHMKaM M3ydeHus Takxe Ao/MKHA ObiTb NpefocTaB/sieHa BO3MOXHOCTb NpeAcTaBUTb HEOTPaHUYEH-
Hble KOMMeHTapuu 06 UX ONbiTe MPUMEHEHNSA CUCTEMbI MOHUTOPWHIA F1IH0KO3bl B KPOBU 1 VIHCprKLl,VIf/‘I no npwu-
MEeHEeHMUI0.
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Bo nsbexaHne cMelleHUss pe3ynbTaToB M3yYeHUs aHkeTa Ao/KHa 6biTh 3anosiHeHa Noc/e 3aBeplueHns
camoTecTupoBaHua cybbekTamu.

8.8.3 PesynbTaTbl aHKeTUpPOBaAHUA

AHKeTa fonXHa 6bITb pacCMOTpPeHa WM OueHeHa ANA Toro, YTobbl onpefennTb, HACKONLKO afeKBaTHbI
WHCTPYKLMK NO NPUMEHEHWNIO U CBEAEHUS Ha AUcCnee raikoMmeTpa.

KoOMMeHTapum y4acTHUKOB U3yYeHUs U pe3ynbTaTbl aHKETUPOBAHUA, BK/IOYaA peKOMeHAO0BaHHbIe Aeil-
CTBUS, HEOOXOAUMbIE A1 Y/YYLIEHNS ICHOCTU U NOME3HOCTWN UHCTPYKUMI MO NMPUMEHEHUI0, JO/IKHbI ObiTb
LOKYMEHTMPOBaHbl B OTYeTE 06 M3YyYEeHUN UK cneumanbHOM oTyeTe.
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MpunoxeHune A
(cnpaBoYHOE)

B03MOXHble MHTepd eprpyloL e BelecTsa

Llenbto faHHOTO NPUNOXEHMUA ABNAETCA UAEeHTUP MKaLUA Belw ecTB, KOTOPbI€ MOTYT NPUCYTCTBOBATbL B KPOBU Npej-

nonaraemMblx nonb3oBaTtenei n KOTOpble 06Hapy)KI/lBaIOT MHTedeepeHLl,mo C OAHOI7I NN HECKONTBKUMU MeTOoANKaMWN U3ME-

peHus rNkKkosbl. JJaHHbI NnepeyeHb He NpeAHasHayeH AN BKNIYEHUA BCEX BO3ZMOXHbIX UHTepd epupyo L ux BewecTs u

He nNnpegHa3Ha4yeH TpeﬁOBaTb TecTupoBaHusa, ecnm HeT OCHOBaHMA Nnogo3peBaTb BO3IMOXHYH I/IHTepq)epeHL\MIO.

MN3roToBUTENN AONXHbI YYUTbiBaTb, MOTYT NN 3TN Belu,ecTBa MHTepdepnpoBaTb C NPOU3BOAMMOI UMK CUCTEMON,

Kak onncaHo B 4.3.2. Tpe6oBaHMA No TeCTUpOBaHUI0 MHTepd epeHUUN onnucaHbl B 6.4.4.

PeweHne He oueHnBaTh Bel,ecTBa, nepeyncneHHble B J@HHOM NMPUTOXEHNN, LOTXKHO 6blTb OCHOBAHO Ha aHanuse

pucka.

A.2 BO3MOXHble NHTepd epupytoune Beuwecrasa

a) AyetamunHoter (napauetamon)
b)Ackop6aTt (ackopbuHoBasa kucnota)

c) bunupy6us

d) XonectepuH

e) KpeaTuHuH

f)y JonamuH

9) EDTA

h) FTanakTosa

i) TeHTU3NHOBAA KMcnoTa
j) TnoTaTtnoH

k) Femorno6ux

1) FenapuH

w) NéynpodeH

n) NkogekcTpuH

0) KWOPA(1.-3,4-aurnapokcndeHnnanaHmnH)
p) ManbTo3a

q) Metun- DOPA

r) Mpanunpokcuu togng (PAM)
s) Canuuyunart

t) Ton6ytamupg

n) Tonasamunpg

v) Tpurauuyepuasl

W) ¥YpaTbl (Mo4yeBasa kucnorva)
x) Kcunosa
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MpunoxeHnune B
(cnpaBoy4yHOE)

Llenb npocnexuBaemocTu

OnpegeneHvie IrHeabl CU,
{WrMp, MLLIB  Hronb/n)

IfciipiiMi MNnimus Oi—iui— mMwsb

PucyHok B.1 — MpumMep Lenu NpocCNexnMBaemMocTu AN hakTopu-kanM6poBaHHOR CUCTEMbI TMTOHUTOPUHTA F0KO3bl B KPOBU

MpumeuvuaHnsa
1 UnnwcTpauus, npuBejeHHas Ha pUCYHKe 1, BO3SMOXHON Lenu npocnexusaemocTn B3ATa U3 MCO 17511, nyHKT

4.2-2 n pucyHok 1.
2 laHHbI NpUMep He NpejjHa3HaYeH NpeACTaBUTb eAMHCTBEHHYI0 BO3MOXHYI0 Lenb NPOCNEeXnWBaeMOCTU ANA CU-
CTeMbl MOHWTOPUHTA FNOKO3bl B KPOBU.
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Mpunoxenune C
(cnpaBoYHOE)

OcHoBaHus ANst Tpe6OBaHN K aHANINTUYECKUM (PYHKLMOHANbHBIM XapakTepucTukam

C.1 Uensb

Llenb gaHHoOro NPUNOXEeHNA COCTOUT B JOKYMEHTUPOBAHNUN OCHOBbI KpUTepues aHannTUyYecknx beHKLI,VIOHaI'IbeIX
XapakTepucTtuk, CI'IeLU/ICbI/IL[I/IpOBaHHbIX BO BTOPOM M3faHUM HactoAauw ero ctaHgapra.

C.206wune nonoxeHuns

KpnTepun TOYHOCTN CUCTEMBI ANA Bepud Mkauum CNnoCOGHOCTN aHANUTNUYECKUX D YHKLNOHANbHbBIX XapakTepncTuk
6bl NN yCTAHOBNEHbI B NEPBOM M3A4aHWN HacToAauwero ctaHgaprta MCO 15197:2003. NMpuemnemas TOYHOCTb cUCTeMbl Gbina
+ 0.83 MmMonb/n (£ 15 Mr/AN) Npu KOHUEHTpauumn rNwkosbl <4,2 Mmonb/n (< 75 mr/gn)u £ 20 % nNpu KOHUEHTpaLUU rN0KO-
3bl T 4,2 MMonb/n (r 75 Mr/gn). 9Tn KpUTepumn, kak 6bIN0 YyCTAHOBNEHO BO BBegeHUU K MCO 15197:2003. 6bI21M OCHOBAHbI
Ha Tpex coobpaxeHuax:

a)ath P eKTUBHOCTN COBPEMEHHON TEXHONOTUN ANA MOHUTOPWUHIA NAaLMEHTOB C caxapHblM Ana6beToM, JEMOHCTPUpPY-
emMoii nccnefoBaHUAMMN KNTUHUYECKUX NCXOA0B C UCMNONb30OBAHUEM YCTPOCTB A1 MOHUTOPUHTA, C AOCTUTHYTbHIM BblCOKUM
ypoBHeM pe3ynbTaTtoBs (state-of-the art);

b) pekomeHaauuax uccneposateneil aua6eta, a Takke Ha Cyu ecTBYW U UX CTaHjapTax NpoAyKTa U pykoBoAcCTBax
perynupyloumux opraHos:

C)AOCTUTHYTOM BbiCOKOM YPOBHE COBPEMEHHbIX AOCTYNMHbIX TEXHONOTNA N fOoKa3aHHbIX PDYHKLMOHAaNbHbIX XapakTe-
pucTukax cyu ecTBY U UX KOMMepPUYeCKUX NPOAYKTOB.

Bo BBepgeHun kK MCO 15197:2003 Takxe OoTMeuyeHO, 4To 6yAyuiee coBeplleHCTBOBaHMEe CNOCOBHOCTN aHanuTuye-
CKUX P YyHKLUMOHANbHbIX XapakTepuUCcTUK 6bIN0 NPeABUAUMO. YyylleHne D yHKLMOHANbHbBIX XapakTepuCTUK 0XM/Aanochb 3a
CYeT KOHKYPEHTHbIX HOBaLuii, 0CO6eHHO 3a CYeT MPOAONXKAI LU EeroCA YMEHbW EHNA BAUAHNA TeXHWKW Nonb3oBaTens Ha
TOYHOCTb PE3yNbTaTOB TECTUPOBAHUA.

Kpome TOro, MeguuynHCKkue akcnepThl coobualwT, 4TO y[406CTBO CaMOTEeCTUPOBaHNA yNy4ylw aeT B3auMONOHUMaHNe
C nauyueHTamMu. BbNO pelWeHo, YTO CTaHAapT AONXKEH He NOMewWwaTb NOCTOAHHOMY O6GNErYeHUD NPUMEHUMOCTU TNIOKO-
MmeTpa. Tpebya OT U3roToBUTEeNeil COCPeAOTOUYNTL AN3aliH yNyYlWw eHNit Ha aHANUTNYeCKNX XxapakTepucTmkax 3a CYyeT nNpu-
MEHUMOCTH.

B coBpeMeHHble TN0KOMETPbl BCTPOEHO MHOFO yCOBepW eHCTBOBAHNA, NpeHAa3HAYEHHbIX 4N YMEHbLW EHUS OW N-
60K NPM NCNONb30BAHUN U 6ONN NPU caMOTeCcTUpoBaHUM. MpumMepamMmn Taknx yCOBEPL EHCTBOBAHUA MOTYT CAYXKUTb YMEHb-
weHne o6bemMa Npo6bl N 60NbWas CKOPOCTbL TECTUPOBAHUSA; UCKNIOYEHNE KOAUPOBAHUA, KANMGPOBKN, UNn Tpe6oBaHNA No
BpeMeHu; 60nee WMPOKME paMKku TemnepaTtypbl U coobu,eHna 06 owmnbkax Npu ypesBblYaliHbIX TemnepaTypax; CHUXeHue
YYBCTBUTENbHOCTN K BO3AEWCTBUIO OKpyXatl el cpefbl; ynyylw eHne cTabuNbHOCTN peareHToB B TeyeHue 6onee NnpoAon-
KXUTENbHOTO BPEMEHU; eAUHULA U3SMEPEHNS, KOTOPYIO HE MOXET N3MEHUTb NONb30BAaTe/b; CHUXEHMNe dhhekTa 06BbEMHOIA
[ONN 3PUTPOLUTOB B KPOBMU.

C.3 OCHOBbI yNny4yll eHHbl X Tpe6OBaHUA TOUHOCTH

[laHHOe u3gaHue HacToAlW ero cTaHjapTa coaepxuT 6onee y3kue KpUTEpUM ANA TOYHOCTU. Pas3nuuHble ycunus
yneHoB MCOI/TK 212 6binn o6befNHEHbl ANA AOCTUXEHNA HOBbIX KpUTEPUEB.

OcHoBbl 60onee y3kux TpeGoBaHuWii BknoyaloT B cebsa cneaywuymue Heocnopumblie akThbl:

- camoTecTUpoOBaHWE FNOKO3bl B KPOBW UIpaeT BaXHYW pONb B NnaHe NeYeHWs MHOTWX NauueHTOB, cTpajaloux
Ava6eToM. cnonb3ylo U ne NHCYNUH NauMeHTbl MOTYT perynuposaTh 03y UHCY/IMHA Ha OCHOBE CaMOTeCTUPOBAaHUSA T/10-
KO3bl B KpoBU. Bonbwas runornukemusa (To ecTb runornukemuns, Tpebylouas yyacTus TpeTbUX NuL) passupaetca Gonee
4acTO Yy MHTEHCUBHO NIEYNMbIX NaLNEHTOB;

-y MHOTUX NayneHTOB C AnabeTomM OTCYTCTBYeT CUTHaNbHas WHGpopmMauua o runornukemun. CamotecTupoBaHue c
ncnonb3oBaHWeM NN 6e3 NOCTOAHHOTO MOHUTOPUHTA FNOKO3bl (MPUMEHAEMOTO Yy MEHbW MHCTBA NaLMeHTOB Cc AnabeTom
l1Tuna upgaxey MEHbLW Ero npoljeHTa NnayneHToB C Auab6eTomM 2 Tuna Npu AaHHOM NepecmMoTpe) ABNAETCA €AUHCTBEHHbIM
npakTM4YeckUM cnoco6omM OoGHaApPYXEHNA acCUMNTOMAaTUYeCKOh rnmnornukemMun.

MeauuyuHckme akcnepThl AOCTATOYHO AaBHO No6GyxaakwT kK 60/ee TOYHbBIM U3MEpPEHUAM MOHMUTOPWUHTA FNIOKO3bl B
kpoBu (14). Ewe B 1987 r. B 3asAB/IeHUN O KOHCeHCcyce AMepukaHCckoil AnabeTuyeckoit accoymaynm peKOMEHA0BaNOCh:
«llenblo Bcex 6yAylu X CUCTEM CAMOTECTUPOBAHUSA FNIOKO3bl B KPOBM ByAeT AoCTUXEeHMe BapnabenbHoCTu (cuctema nnwc
nonb3oBaTtenb) < 10 % nNpu KOHUEHTpauuax rnwko3bl 30— 400 mr/an 100 % BpemeHun» (15). bonee no3fgHNe N3YYEHUS KOM-
NbOTEPHOW MMUTALNM NO3BONUNM NoKa3aTb, YTO FNIOKOMETPbLI. KOTOPbIE COOTBETCTBYIT COBPEMEHHBIM cneynd nkaunam
KayecTBa, NO3BONAT 60NbW NI NPOLEHT 403 BBEAEHHOTO MHCY/IMHA OT/INYNTL OT NMpefiHa3Ha4YeHHbIX 403 (16). (17).

C Apyroit CTOPOHbLI, 6bINIO fOKa3aHO, YTO TNIOKOMETpPbl. OTBevyatl e Tpe60BaHMAM NepBOro M3jaHuA HacTosl e-
ro ctaHjgapTa, CO4eTaNnCb C Y/IyYW €HHbIM KOHTPONEM [IMKEMUN U NO3SUTUBHBLIMU KIUHUYECKUMU MCXOAAMU B WNPOKUX
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PaHAOMMN3MPOBAHHBIX KOHTPOJIMPYEMbIX KJIMHUYECKUX UCCME[O0BaHNAX, Takux kak uccneposanus KoHTpons guaberta u
OCNOXHEeHUNR [18). X0oTA HET KANHMYECKUX A0Ka3aTeNbCTB, YTO 60/ee TOUYHbIE [IOKOMETpPbLl NPUBOAAT K Gonee Gnaronpu-
SATHBIM MCXOfaM, MEAMLUUHCKME IKCNepTbl, ydyacTBoBaBlW Me B pa3paboTke AAHHOTO M3jaHus, nojarawT, 4TO NOTUYECKH
AONYyCTUMO, 4TO Nyywe paGoTalouwme rnoKoMeTpbl 6yayT NpUBOAUTL kK 60/1ee TOYHOI JO3UPOBKE WHCYNUHA W NOITOMY K
6onee 6/71aronpUsATHLIM 4151 NALUEHTOB UCXOAAM.

MHOTMe W3rOTOBUTENIN CUNTAKT, YTO COBPEMEHHbIe TEXHOMIOTUMU FNIOKOMBIPOB AOCTUIAN Npejena CNoCOGHOCTU UX
aHANUTNYECKUX (PYHKUMOHANbHBIX XapaKTEpPUCTUK W BbiPaxXakwT onaceHune, 4To Tpe6oBaHus pa3paboTku 60nee TOUHbIX
rNIOKOMETPOB NPUBEAYT K MEHbIW MM YA06CTBAM UX UCNONbL30BAHWSA NONb30BaTeNsAMU. OHU OTMEYalT, YTO 6ONbWNHCTBO
3HAYMMbIX ) AKTOPOB, BAUAKWMUX HA YACTOTY MOHUTOPMWHTA T10KO3bl U COrlacue C PYTUHHBIM MOHUTOPUHIOM, 4acTO A40-
poru, HempakTUYHbL U NPUBOAAT K 60NN NPNU CaMOTECTUPOBAHUN.

Perynupywouwue snactm CWA LNTUPYIOT NpefpbiHOYHbIE 0630Pbl CUCTEM TIOKOMETPOB. KOTOPble AEeMOHCTPUPYIOT
fokaszaTenbCTBAa COOTBETCTBUS Yy3KUM CTaHfapTam TOYHOCTU. OHU Takke OTMevalT, YTO FIOKOMEeTPbl. NpejHa3HauYeHHble
ANA HenpodeccMoHaNnbHOTO NPUMEHEHWUS, 4aCTO UCMNOb3YIOTCSH B 60NbHULAX A4S MEAULNHCKOTO NPUMEHEHUS, KOTOpOe
Tpe6GyeT 60/1ee TOUYHbLIX U3MEPEHUN TNI0KO3bl B KPUTUYECKUX COCTOSAHUAX, NA GONee XeCTKOro KOHTPONSA rANKeMumn u T. .
XOTsi yNnOMMHAHWE O TAKOM MPUMEHEHWM PEe30HHOEe, KOHTPOJ/Ib TNOKOMBIPOB CAMOTECTUPOBAHNS [1I0KO3bl B KPOBU, UC-
nonb3yeMblXx B 601bHULaX, HAXOANTCA BHe 06/1aCTU MPUMEHEHNA HacCTOAWero cTaHjapTa M HE MOXeT UMeTb OTHOW EHNsA
Kk MCO.'TK212.

C4 HoBble KpuntTepun ToOHHOCTH

JaHHOB M3faHWe HacTOALWEro cTaHjapTa ajanTupyeT HOBble TPpeGOBAHWA K aHANNTUYECKUM (D YHKLWOHANbHbLIM
xapakTepucTukam ANA rNOKOMEeTPOB, NpejHa3HauYeHHbIX AN HenpodeccuoHanos. Tenepb KPUTepUNW MPUMEHAKTCA K
oleHke (PYHKLMOHANbHbIX XapakTepucTUK nonb3oBaTenem B pasjene 8. nNpeAHasHa4YeHHON OCYLW eCTBUTbL Banujayuio
AelicTBUIl, KOTOpble BKNOYalT B ce6a fo6aBneHHYy0 BapuabenbHOCTb, BbI3BAHHYI0 TeXHUKOW Nnonb3oBaTens. PaHee Kpu-
TEPWU TOYHOCTU CUCTEMbl MPUMEHSNNCL TONbKO K OLeHKe D YHKLNOHANbHbIX XapakTepucTuk, Npu KOTOPOi OueHuBanach
aHanuTU4Yeckas CNOCOBGHOCTb FMIOKOMETpa U CUCTEMbl B KOHTPONMPYEMbIX YCAOBUAX.

Bonee y3kue KpUTepUU TOYHOCTU CUCTEMbI GbINN affaNnTUpPOBaHbl 415 3HAYEHWUA TNIOKO3bl 6ONbWNX, YEM 4,2 MMONb/N
(75 mr/gn). Mpn KOHUeHTpauusax rnwkosbl < 5,55 mmonb/n (<100 mr/gn) 95 % pe3ynbTaToB TecTUpoBaHWs TpebyeTcs
umeTb B npegenax £ 0.83 Mmonb/n + 15mr/an). NMpn 60nee BbICOKUX KOHUEHTpaALUAX rMoKO3bl 95 % pe3ynbTaToB TecToB
AONXHbI 6bITb B Npesenax £15%.

flanee, B Au3aiiHe usyyeHuns sepucdukaumm B pasgene 6, 99 % Bcex pe3ynbtaToB TpebyeTca umMeTb B 30HaX A u B
CornacoBaHHOn ceTkn owmnbok (Consensus ErrorGrid). MepBoe usgaHue HactoAlWwero ctaHgaprta tpe6osano, 4To6bl 95 %
pe3ynbTaToB TEeCTOB COOTBETCTBOBAAU CNeLUNMNLNPOBAHHBIM KPUTEPUSAM TOYHOCTW CUCTEMbl. PaHee He cyu ecTBoBano
npeaena B5 % pe3ynbTaToB, KOTOPbie He OTBeYalT cCNeynM NUUPOBAHHBIM KpUTEPUAM.

UTO6bl OCTUYL HOBbIX KPUTEPUEB, KOHL,EHTPAL NS TNIOKO3bl, TAe KPUTEepUil n3MeHseTCs OT a6CONIOTHON KOHLeHTpa-
LMWK TNOKO3bl HA NPOLEHTH, AONXHA 6blTb NOBbIWeEeHa 0T 4,2 MmmMonb/n (75 mr/igan) ao 5,55 mmonb/n (100 mr/gn). 3To morno
6bl 6bITb HENPAaBWU/IbHO MHTEPNPETUPOBAHO Kak ocnabneHne kputepues mexay 4.2 mmonb/n (75 mr/gn) n 5,55 mmons/n
(100 mr/an), ofHakKko 3TO He Tak. MaTeMaTuyeckm N3MeHeHMe okasbiBaeT 3 ekT CoOXxpaHeHNs cyuecTByw W nx Tpe6oBa-
HUA K TOYHOCTU CUCTEMBI HUXe 4.2 MMonb/n (75 mr/an) n TpebyeT 60NblWw el TOYHOCTU BbiWw e 4.2 MMmonb/n (75 mr/ign). Ecnn
4,2 mmonb/n (75 mr/an) octaeTca nepexofHOW TOYKOI, co3gacTcs aHOManbHasa cuTyauus, korga Tpebyemas cTeneHb Tou-
HOCTU ANA KOHUEHTpauuii rnoko3bsl Mmexay 4.2 mmonb/n (75 mr/gn) n 5,55 mmons/n (100 mr/gn) okaxeTcs 6onbwe, 4yem
cTeneHb TOYHOCTU, TpebyeMOW ANA KOHUeHTpaLuuii rnokosbl HUXe 4.2 mmonb/n (75 mrign).

JaHHOB M3JaHue HacTosAlWero cTaHaapTa afanTupyeT OCHOBAHHbI Ha pucke NoAxof[ Kk TPeGOBAHUAM K TOYHOCTH
pe3ynbTaToOB NIOKOMETPOB. UcNoNb3ya CornacoBaHHytlo ceTky own6ok (Consensus Error Grid), paspa6oTaHHylo Ansa gua-
6eta 1 Tuna [10].

CornacoBaHHas ceTka oW MG0OK NpeacTaBnseT co6oil pe3ynbTathl onpoca 100 3HAOKPUHONOTOB, y4acTBOBaBIW NX B
exerofHom cobpaHuum AMepukaHckoil auabeTuyeckoi accoumaynmu B 1994 r. KOHCeHCycC 3TUX Bpaueil NpUBEN K KOOPAWN-
HaTaM ceTku owNGOK, NnpeAcTaBneHHbIM B Ta6nuuye 1. CeTka own6ok npejcTaBneHa Takxe rpauyeckn Ha pucyHkax C.1
nc.2.
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PucyHok C.2 — CornacoBaHHas ceTka owmn6ok (mr/gn)
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CornacoBaHHas ceTka OWKNGOK pa3fjeNneHa Ha NATb 30H. KOTOPbIE€ ONpPeAeNneHbl NyTeM OLeHKN pucka ANs nauneHTa,
B Clyyae ecnu pesynbtaT nonajaeT B JaHHYI 30HY. YPOBHU pucka, onpefeneHHble soHamun CornacoBaHHOR ceTks owu-
60K. knaccuduuupoBaHbl B Tabnuue C.2.

Ta6nuuya C.2— OnpegeneHne 30H CeTKU oW MN6OK

YpoBeHb pucka (3oHa CornacosaHHoM

Puck gna 6onbHOro gua6eTom
ceTKkn ownbok)

A He BAnaeT Ha KNWHUYeECKue AeﬁCTBMH

B N3meHAeT KNMHNYEeCKMne AGVICTBMH — He6oNblOe BAUAHNE HA KNNHUYECKWNIA nc-
Xo4 Mnun OTCYTCTBUE BANAHUSA

C MN3MeHAeT KNMHUYEeCKNE felicTBUS — BO3MOXHOE BAUAHME HA KINHUYECKUE UC-
X0Abl
D MN3MeHAeT KNMHUYeCKNEe eicTBUS — MOXeT Bbi3BAaTb 3HAUUTEIbHbIA MeANLNH-

CKWUii puck

E N3meHAEeT KNUHUYeckKkune ﬂeﬁCTBMﬂ — MOXeT Bbl3BaTb OnNacHble nocnenctensa

OCHOBbIBAsiCb Ha COTNacOBAaHHOM MHEHWMN YyYaCTHUKOB ONpoOCa, MOXHO CYMTAThb, YTO Pe3yNbTaThl [NI0KO3bl B 30HAX A
M B uMelT He60NblW O BANAHME HA KNNHWYECKME UCXOAbl WAN HE UMEIT Takoro BAUAHNA, TOrja Kak pe3ynbTaThl B 30HaX
0T C ao E BeyT K NOBbIWEHHOMY PUCKY HE6NAroNpPUATHOTO Mcxopja.

MCO /TK 212 npusHaeT, 4To CornacoBaHHas ceTka oW NGOK He OCHOBaHa Ha joka3aTenbCcTBax W NMO3TOMY MOXeT
He MPUMEHATLCA KO BCeM MONYNALUAM NaLWeHTOB, & TakXe YTO KOHCEHCYC NPakTUKYK L NX SHAOKPUHONOTOB CETOAHSA [0-
XeT 0OTAN4aTbCsA OT onpoca, NnpoBejeHHoro B 1994 r. Tem He MeHee CornacoBaHHas ceTka OWMNGOK ABNAeTCcs HanGonee
onpeAeneHHOW oueHKOW pucka, JOCTYNHOW ANS NPUMEHEHUS B HacTosilee BpeMs. Pe3ynbTaThl 6yAyluux nccnejoBaHuni,
OCHOBAHHbIX Ha Aoka3aTeNnbCTBaXx, W akTyanusauus CornacoBaHHOR CeTkn oW NGOK GYAYyT YUTEHbl B CleAylolW eM U3ganHuu
HacToAulero ctaHjapTa.

HoBble kpuTepuun TpebyoT, 4To6bl 99 % pe3ynbTaToB Haxogunucb B 30HaxX A U B CornacoBaHHOW ceTkM OWNBOK
Ana ana6eta 1 Tuna [10]. 3To gonyu,eHue Toro akTa, YTO PyYHble U3MEPEHUS FNKO3bl C NCNONb30BaHNEM COBPEMEH-
HbiX state-of-the art nopTaTUBHbLIX FMIOKOMETPOB NO-NPeXHeMY YYBCTBUTENIbHbI ANSA TeXHUKW nonb3oBaTens. MoCKONbKy
cooTBeTcTBMe B 100 % cnyuvyaes 6bI10 6bl OXMAaTb HeoNpaBAaHHO, faHHOe BTOpOe M3jaHue npusHaeT Hanuune 1 %
Bbinajalo W ux pesyn,tatos. MepBoe n3gaHue MoN4Yanueo cornawanochb, yTo 5 % pe3ynbTaToB He TPeGYKT COOTBETCTBUSA
npeaenam TOYHOCTH.

BTopoe n3gaHue BBOAUT npejenbl ANA CTeNeHU, C KOTOPOi 3P ekTbl 06bEMHOW AONU I3PUTPOLUTOB B KPOBU U
MHTepd epeHUNs pasNnUYHbIX BelW,ecTB, NOTEHLNANbHO NPUCYTCTBY W UX B KPOBWU NauueHTa, MOTYT NOB/INATL Ha CUCTEMY
(6.4). n TpebyeT cooTBeTcTBUA MNCO 23640 — HOBOMY CTaHJapTy NO OL,eHKe COOTBETCTBUA CTAabUNbLHOCTN peareHToB A4NS
AvarHocTukwy in vitro (6.5).

OueHka (DYHKUNOHANbHbLIX XapakTepucTuk nayneHtom (pasgen 8) BBOAWT Gonee cTporue kputepun ot6opa Ans
cy6beKToB, y4acCTBYWOLWMNUX B NU3YYeHUUN. YHACTHUKN AONXHb ObITb 60NbHbBIMKU AnabeTtom 6e3 hopmanbHOro obyyeHus B
MeAULUNHCKOW cthepe U He UMe W UMM ONbiTa MCNONbL30BAHUA OLEHMBAEMOTro ycTpoiicTBa, U KBannMWLMpOBaHHbIe Cy6b-
eKTbl TakXe JO/IKHbl GblTb NOCNEJ0BaTENbHO BHECEHbLl B NOPA/AKE BONOHTEPOB.

C.5 PekomeHAyeMblil NnepexoAHblii nepuopg

BoneB cTporne TpeGoBaHWsA K M YHKLNOHANbHBIM XapakTepucTukam BbINONHEHUS BO BTOPOM W3AaHWM HacTosl ero
cTaHjapTa cTanu BO3MOXHbIMW 6narofapa 3HaYUTENbHOMY YNy4Yl €HUIO TEXHONOTNM FNIOKOMETPOB CO BPeMeHW NepBOro
usgaHus. NMpusHaeTcs, 04HAKO, Y4TO MHOTUE TNOKOMETpPbl, pa3MelleHHbl€ Ha pPbiHKe B HacTosilwee BpemMs, 6binu pa3pabo-
TaHbl B COOTBETCTBWM C NepPBbIM M3JaHUeM HacToslW ero cTaHjgapta U MOTyT He COOTBETCTBOBATb HOBbIM TpeGOBAHUAM.
MoCKONbKY MUNNNOHbLI NALMUEHTOB €XEr0AHO BLINOMIHAKT MUANNAPAbL TECTOB C NOMOLW bK 3TUX TNIOKOMETPOB. PEKOMEHAY-
eTcs 36-MeCAUYHbIi NepexoHblii Nnepuos A0 BBeAeHNS 06A43aTeNIbHOTO COOTBETCTBUSA BTOPOMY U34aHWNI0.
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MpunoxeHnne A
(cnpaBo4YHOE)

CBefieHns 0 COOTBETCTBUM CChINTOYHbIX MEXAYHAPOAHbIX U eBpONeiickoro cTaHAapToB
HauuoHanbHbIM cTaHaapTam Poccuiickoili ®efepauun m geiicTBYOWMUM B 3TOM KayecTBe
MeXrocyfapcTBEHHbIM CTaHAapTam

Ta6bn nya OA.1

O603HauYeHne CCbINOYHOTO
MeX/lyHapo/HOoro, eBponeiickoro

cTaHgapTta

MNCO 13485:2003

NCO 14971:2007

MCO 17511:2003

nco 18113-1
nco 18113-4

nCco 18113-5

NCO 23640

M3K 60068-2-64
M3K61010-1:2010

M3K 61010-2-101:2002

MOK 61326-1:2012

M3K 61326-2-6:2012

M3K 62366:2007

EH 13612:2002

CTeneHb
COO0TBETCTBUA

0T

0T

0T

O603HayeHUe U HAaMMeHoBaHue cooTBeTCTBYyHOUWEro
HauunoHanbHOro, MexXxrocyjapcTtBeHHO cTaHAapTa

FOCT ISO 13485—2011 «W3pgenua mepguunHckue. Cucrtembl
MeHejXMeHTa KauyecTBa. CucTemMHble TpeboBaHua ANs uenei

perynupoBaHuns»

FOCT ISO 14971— 2011 «W3pennsa megnuynHckme. NMpumeHeHne
MEHE[XMEHTA PUCKa K MEJANLUHCKUM U3JENNAM>»

FOCT ISO 17511— 2011 «W3penus MeAuLWHCKUE ANS AWNATHO-
ctuku in vitro. N3mepeHne BenUYNH B GUoNOrnyeckux npodax.
MeTponoruyeckas nNpocCnexuMBaeMoCTb 3HauYeHWi, npunucaH-
HbIX Kann6patopamM M KOHTPONbHLIM MaTepuanam»

*

FOCT IEC 61010-1— 2014 «be3onacHOCTb 3/1€KTPUYECKUX KOH-
TPONbHO-U3MEPUTENbHbLIX NpU6GOPOB N NabopaTopHoro o6opypno-
BaHuA. YacTtb 1. O6wumne tpe6oBaHna»

FOCT IEC 61010-2-101— 2013 «be3onacHOCTb 31€KTPUUYECKMX
KOHTPONIbHO-U3MEPUTENbHbLIX NPUGOPOB M NabopaTopHOro 060-
pyaoBaHua. YacTb 2-101. YacTHble Tpe60OBaHMA K MEAULNHCKO-
My obopyfoBaHuio ans nabopaTopHOW guarHocTuku (IVD)»

roct PMak 61326-1— 2014 «ObopyfoBaHue anekTpuyeckoe
ANS M3MepeHWUsA, ynpaBneHus U nabopaTOPHOro NpUMEHeHUs.
Tpeb6oBaHWA 3NeKTPOMATHUTHOW coBMecTumocTn. YacTtb 1. O6-
wue Tpe6oBaHNA»

roct P M3K 61326-2-6— 2014 «O6opypoBaHue anekTpuye-
cKkoe ANA W3MepeHWs, ynpaBneHns u nabopaTopHOro npumMeHe-
HWA. Tpe6oBaHMA 3NeKTPOMATHWUTHOW COBMEeCTUMOCTW. YacTb
2-6. YacTHble Tpeb6oBaHua. MeguuyuHckoe obopyaosaHue ans
ANArHOCTNKN B NaGopaTOPHbIX YCAOBUAX»

roct PMaK 62366—2013 «N3penua megunumnHckne. NMpoekTu-
poBaHMe MEeAMLWHCKUX W3fenuil ¢ yyeToM 3KcnayaTaLUOHHON
NPUTOJHOCTU»

roct PEH 13612— 2010 «OueHKka (hyHKLMOHANbHbIX XapakTe-
PUCTUK MEAWLNHCKUX N3AENUW ANA ANATHOCTUKN in vitro»

* COOTBeTCTBYW WU HALMOHANbHbINW CTaHAAPT OTCYTCTBYET. /1O ero yTBepX/AeHUs peKOMeH/AyeTCcs UCNONb30BaTb
nepeBOj Ha PYCCKUMN s13blK AAHHOTO MEX/AYHapoOAHOro cTaHjaprta. [NepeBos AAaHHOTO MeXAYHApOAHOro cTaHjapra Ha-

X0[MUTCA B ®efepanbHOM UH(D OPMALUNOHHOM (hOHAE TEXHUYECKUX PerNamMeHTOB W CTaHAAPTOB.

MpumeuvaHune

BeTCTBUA CTaHOAapTOB:

-HOT — nAeHTUYHbIE CTaHJapPThI.

— B HaCTOﬂLL[eI‘/’I Ta6nmu,e mncnonb3oBaHoO cnejgywuee ycnosHoe o603HauyeHue CTeNneHmn cooT-
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