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Mpeaucnosune

Llenu v npuHumnbl ctaHgapTnsauun B Poccuiickoin ®eaepauuu ycTaHoBNEeHbl ®efepasbHbIM 3aKOHOM
0T 27 paekabps 2002 r. No 184-93 «O TeXHMYECKOM perynvpoBaHum», a npasuia NpUMeHeHUss HauoHaIbHbIX
cTtaHgapToB Poccuiickoin ®egepauun — FOCT P 1.0—2004 «CTtaHaapTusauus B Poccuiickoli ®epepayuu.
OCHOBHbIE NONOXEHUSA»

CBejeHusi o cTaHgapTe

1 NOATOTOBJIEH NabopaTopureit npo6aeM KINHMKO-1abopaTopHOi AuarHocTukn HayuHo-uccnepo-
BaTe/IbCKOrO LeHTpa [ocyAapCTBEHHOro 06pa3oBaTesiIbHOro YUYpexAeHus BbICLIEro NpoeccMoHanbHoOro
obpasoBaHusa «MockoBckaa meaguunHckasa akagemus um. .M. CeuveHosa Poc3gpasa» Ha OCHOBE ayTeHTUY-
HOro nepeBoja cTaHAapTa, ykazaHHOro B MyHKTe 4. noAroToBsieHHOro @Iy «Poccuiickuini Hay4yHo-TexHu4ec-
KA LeHTp MHdopMaummn no cTaHjapTu3anum, MeTpoiorum 1 oLeHke COOTBETCTBUA»

2 BHECEH TexHn4yeckum KOMUTETOM Mo cTaHdaptusaumm TK 466 «MeanUnHCKNE TEXHOMOTUN»

3 YTBEPXOEH N BBEAEH B ,LI,EI7ICTBVIE Mpukasom PepepanbHOro areHTCTBa Mo TeXHUYEeCKoMy
perynvpoBaHuio 1 metponaorum ot 9 gekabpsa 2009 r. No 619-ct

4 HacTosiwmii cTaHgapT MAEHTUYEH MexayHapogHoMy cTaHgapTy MCO 15197:2003 «Cuctemsbl guar-
HocTuyeckme in vitro. TpeboBaHUa KcucTteMam MOHUTOPHOTO HabNo4eHNA 3a KOHLeHTpaumeli roKo3bl B KpPOo-
BW O/ CaMOKOHTPONSA MpuU flevyeHnn caxapHoro gmabeta» (ISO 15197:2003 «/n vitro diagnostic test
systems — Requirements for blood-glucose monitoring systems for selftesting in managing diabetes
mellitus»).

HanmeHoBaHVe HacTosALWero ctaHgapTa N3MEHeHO OTHOCUTE/TbHO HaMMEHOBaHWSA yKa3aHHOro Mexay-
HapoaHoro ctaHgapTa Ana npuseneHus B cootsetctane ¢ FOCT P 1.5 (nyHkT 3.5).

Mpv NnpMeHeHUN HacToALEero cTaHgapTa peKkoMeHAyeTcss NCNOob30BaTb BMECTO CCbIIOYHbIX MeXay-
HapoAHbIX (pPerMoHasbHbIX) CTaHAapTOB COOTBETCTBYHOLME WM HauMOHasbHble cTaHAapTbl Poccuiickoit
depfepaummn, ceeleHns 0 KOTOPbIX NpUBeeHb! B OMNOIHUTENLHOM npunoxeHnn C

5 BBEJEH BIEPBbIE

MHdopmauns 06 n3MeHeHnsax K HacTosileMy cTaHgapTy nybnvkyeTcs B eXerogHo nsgasaemom
MHOpPMaLNOHHOM yKasaTene «HaunoHanbHble CTaHAapThi», @ TeKCT U3MEHEHU 1 NONPaBOK — B eXe-
MEeCSAYHO M3faBaeMblX UH(POPMAaLUOHHbLIX yKasaTenax «HauuoHanbHble cTaHAapThi». B cnyvae nepe-
cMOTpa (3ameHbl) WM OTMEHbl HAacTOAWEro craHjapTa CoOTBeTCTBYWLee yBefjoMeHne OyaeT
ony6/IMKOBaHO B €XXEMECSAYHO 13jaBaeMoM MHDOPMaLMOHHOM yKa3zaTene «HaunoHanbHble cTaHaapThi».
CooTBeTCTBYylOWan nHhopmauns, yBefoMaeHne n TeKCTbl pasMellalnTCcsa Takke B MHOPMaLMOHHON
cucTeme o6Lero nosb3oBaHMsa — Ha ohuLmnanbHOM cainTe defepasibHOro areH TCTBa N0 TEXHUYECKOMY
peryimpoBaHuio 1 MeTponornv B ceTu VIHTepHeT

© CraHgapTuHdopm. 2010

HacToswuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLmanbHOro nsganus 6e3 paspelleHns ®efepasbHOIO areHTCTBa Mo TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposorim
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BeBegeHve

CunCTEMbl MOHUTOPMHIA KOHLEHTPaL|MK [/110KO3bl B KPOBUW SABAAIOTCA MEAMLMHCKAMMN AUArHOCTUYECKAMM
nsgenuamu in vitro (IVD-n3genus), npuMeHssieMbiM1 NPENMYLLECTBEHHO NauMeHTaMu, cTpajanLwmmMmm caxap-
HbiM Anabetom. CaxapHblii guabeT Bbi3blBAETCA OTHOCUTENbHLIM UM abCONOTHBIM AeULMTOM CeKkpeLmn
WHCYNWNHA, YTO BeAeT K aHOMa/IbHON KOHLEHTpaLun r11oKo3bl B KPOBU M XPOHUYECKMM OCNOXHEeHUAM. Mpu
npasubHOM UCNO/b30BaHNN CUCTEMA MOHUTOPUHIA KOHLEHTPALMN [/1H0KO3bl B KDOBW NO3BO/ISET N0/1b30Ba-
Teno cneguTb 3a KOHUEHTpaLuVen r1oKo3bl B KPOBU U NPUHUMATb Mepbl A1 KOHTPO/ISA ee N3MEeHeHWA.

HacToswuiA ctaHgapT npefHasHayeH ANA CUCTEM MOHWTOPMWHIa [/I0KO3bl B KPOBW, WCMO/b3yeMblX
Henpodeccnoranamun. lMNepBooyepenHoi 3afjadeil ABNsSeTCA yCTaHOBMeHWe TpeboBaHWil AN1A NOAyYeHus
npremMnemMblx paboumx xapakTepucTuk u MeTofoB ANA AeMOHCTpauuM COOTBETCTBUA TpeboBaHWAM 3TOro
cTaHgapTa.

Kputepun adekTMBHOCTH (DYHKLMOHMPOBAaHWA CUCTEM MOHUTOPWHTA F/TH0KO3bl B KPOBU Obl/IN YCTAHOB-
NeHbl NCXOAA M3 TOYHOCTM (MPELN3MOHHOCTM U NPaBUIbHOCTK), TpeByeMoi ANna MHANBUAYaANbHbIX pe3ynbTa-
TOB COAEPXaHUs /1H0KO3bl B KPOBW. KpUTEPMM TOYHOCTM CUCTEMbI TakKe M3BECTHbl B [MArHOCTWKE in Vitro
(IVD) kak KpUTepun CyMMapHOI NOrPeLHOCTM U UCNO/b3YIOTCS B HACTOALWEM CTaHAapTe, NOCKOSIbKY HEKOTO-
pble MeTposiorMyeckne TepMUHbI, O6bIYHO WCMNOMb3yEMble B MeXAyHapoAHbIX cTaHfjapTax (Hanpumep,
HeonpefAeneHHOCTb), He3HaKOMbl MPOCTOMY MO/1b30BaTE 0. TOYHOCTb CUCTEMbI, HA KOTOPYIO B/IMSET cUcTe-
mMaTuyeckas MorpewHocTb U HeonpenesieHHOCTb U3MEPEHUs, OMUCbIBAEeT CTeneHb 6/IM30CTU OTAEsbHbIX
pe3ynbTaTtoBs, BblAABAEMbIX CUCTEMO MOHUTOPUWHIA [/110KO3bl B KPOBW, K UICTUHHBIM 3HAYEHUAM COAepXaHus
T/II0KO3bl, €CNIN AaHHAsA cucTemMa MCMosib3yeTcs No Ha3HaYeHuo HenpodeccroHanamu.

KpvTepuu TOYHOCTU CUCTEMbI OCHOBaHbI Ha TPeX CyXAEeHUAX:

a) a(pPeKTMBHOCTb COBPEMEHHON TEXHONOMMN 418 HAGMIOAEHUSA NaUWeHTOB, CTpajaloLW X caxapHbiM
AvabeTom, NPOAEMOHCTPUPOBAHHASA B KIMHUYECKUX UCCNEA0BAHNAX C MOMOLLbI0 COBPEMEHHbLIX MOHUTOPUH-
roBbIX YCTPOWCTB;

b) pekomeHgauun uccnegosaTeneli gunaberta, a Takke CywecTBylLWMe CTaHAAPTbl HA NPOAYKLMIO U
PYKOBOACTBA TEXHMYECKOrO PEryMpoBaHus;

C) COBPEMEHHbIe TEXHOIOTMU, NOATBEPXKAEHHbIE 3PP EKTUBHOCTLIO UMEIOLLMXCS B NPOJaXe n3fenuii.

Mpu BbINONHEHUN KpUTEPUEB 3P EKTUBHOCTU XenaTesibHble KpUTepUn TOYHOCTU JO/KHbI ObITb CONOC-
TaB/EHbl C BO3MOXHOCTAMM CYLLECTBYIOLLNX CPeACTB M3MepeHUss (COBPEMEHHOr0 YPOBHSA) U UX athdhekTnB-
HOCTbIO B OTHOLUEHWMW KIIMHUYECKMUX UCXOAO0B. BblNo NpUHATO pelleHne, 4To 6onee cTporne TpeboBaHUs K
TOYHOCTU NpMBeAYT K TOMY, YTO M3roTOBUTENN NPU MOAEPHU3aLUN KOHCTPYKLMKN ByAyT KOHLEHTpUMpoBaTbLCS
Ha aHa/IMTUYECKMX XapakTepucTukax 3a cueT Apyrux BaXHbIX CBONCTB Npr6opoB. Hanpumep, yactoTa BbINO/I-
HeHusa aHanu3a 419 AMabeTMKOB MOXET OKa3aTbCs TaKol e BaXHOW, kak TOYHOCTb OTAE/IbHOro pesynbTara,
a yem 6onblue yao6CcTBO CAMOKOHTPO/ISA [/1H0KO3bl B KPOBU, TeM 60/bLUE YAOBNETBOPEH NaLMEHT.

Kputepun TOYHOCTM cCUCTEMbI OMpefensAlT MUHUMAalbHble MpueMsemMble paboune XapakTepucTuKu
npubopa, npefHa3Ha4YeHHOro 4719 CAMOKOHTPOA COAEPXaHUS T10KO3bl B KPOBY.

OxwupaeTtca ganbHelillee pa3BuUTE TEXHOOTMU, KOTOPOE AO0/HKHO NPUBECTU K YCOBEPLUEHCTBOBAHWIO
3(hhekTMBHOCTM NPUOOPOB A1 MOHUTOPUHIA COAEPXaHWUA TIOKO3bl. 3T YCOBEpLUEHCTBOBAHUA OyayT
MMeTb KOHKYPEHTHbIe NPenMyLLecTBa, B YaCTHOCTH, 3a CYET YMeHbLUEHUSI 3aBUCMMOCTM OT HaBbIKOB N0/1b30-
BaTens.

HacTosawuii ctaHgapT ycTaHaBimBaeT TpeboBaHUs HENOCPeACTBEHHO K Npubopam CaMOKOHTPOS KOH-
LleHTpaLuu roKo3bl B KpOBUW, BK/OYaA CBeAEHNs, npefocTaBnsemble usrotosutenem. Obuwve tpebosaHus,
KOTOpble NPUMEHUMbI KO BCEM MeULUHCKMM ANarHocTuyeckum usgenuam in vitro (IVD-usgenusam) n onuca-
Hbl B ApYrMx cTaHgapTax (Hanpumep. NCO 13485 1 MCO 14971). BKOYEHbI NyTEM CCbIJIOK TaMm, rae Heobxo-
anmo.

XOoTA HaCTOALWMIA cTaHAAPT He NMPUMEHSIETCA K MeToAMKamM U3MepeHus, faloWwmum pesynbTatbl B NOpsas-
KOBOWA LWKane (Hanpumep, BU3yasibHble NN NONYKONIMYECTBEHHbIE METOAUKN U3MEPEHWNS), OH MOXET OKa3aTb-
€A NoMIe3HbIM B KAYECTBE PYKOBOACTBA A/15 pa3paboTky MeTo0B OLEHKN 3PDEKTUBHOCTM TaknX CUCTEM.
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HALULMWOHANBbHBLBINK CTAHOAPT POCCUNCKOMN GELEPALUMN

CUCTEMbI ANATHOCTUYECKKME IN VITRO

Tpe6oBaHUs K cUCTEMaM MOHUTOPHOTO HAGMOAEHUS 3a KOHLeHTpaLuuell rioKo3bl B KPOBM AN ca-
MOKOHTPO/NS MpU NIeYEeHNU caxapHoro guabeTa

In vllro diagnostic test systems. Requirements for blood-glucose monitoring systems for selftesting in managing
diabetes mellitus

fNata BBegeHna — 2010—09—01

1 O6nacTb NPUMEHEHNS

HacTtosAwuin ctaHgapT ycTtaHaBivMBaeT TpeboBaHMA K CUCTEMaM MOHWUTOPWHra [/IKO3bl in vitro, ¢
NMOMOLLbI0 KOTOPbIX M3MEPSOT KOHLEHTPALMIO FNI0KO3bl B NPO6ax KanuansipHoi KPOBK, a Takke MeTofbl Npo-
BEPKN ¥ NnoATBEepPXAeHNA atpdheKTUBHOCTM 3TUX CUCTEM MOSIb30BATENAMU. Takme CMCTEMbI MpefHasHaueHsbl
[NA CaMOKOHTPONA nonb3oBaTteneii (HenpotheccroHanos), CTpajatoLnx caxapHbiM guabeToMm.

HacTtoawwuii ctaHfapT NpUMEHSeTCS W3rOoTOBUTENSIMWM TakMx CUCTEM U APYFMMMW OpraHusauusamu
(Hanpvmep, opraHu3aumsaMn No TEXHUYECKOMY PeryivpoBaHuio 1 OLleHKe COOTBETCTBUSA), HECYLLMMMN OTBET-
CTBEHHOCTb 3a OLEeHKY a(PeKTUBHOCTY paboTbl Taknux CUCTEM.

HacToawwii ctaHgapT

- He obecneynBaeT BCECTOPOHHEN OLLeHKN BCEX BO3MOXHbIX (PakTopoB, KOTOPble MOrYyT NOBAUATL Ha
paboune xapakTepUCTUKN Takux CUCTEM.

- HEe OTHOCMTCS K U3MEPEHNI0 KOHLIeHTpaLMKW TI0KO3bl 419 AMarHOCTUPOBaHNS caxapHoro anabera,

- He KacaeTcs MeAULIMHCKNX acnekToB JleYeHns caxapHoro guabeta n

- He NMPVYMEHAEeTCa K MeTofam U3MepeHus, AallWwuM pesynbTaTbl B NMOPSAKOBONM Lkane (Hanpumep,
BW3yasibHble, MONYKONNYECTBEHHbIE METOAbI).

2 HopwmaTtuBHbIE CCbIIKU

B HacTosem cTaHfapTe UCMosib30BaHbl HOPMaTUBHbLIE CCbIJIKM Ha creaylolne ctaHaapTbl:

MCO 13485:2003 W3penus meguumHckme. CucteMbl MeHegKMeHTa KkavyecTBa. CucteMHble TpeboBa-
HVA ANSA Lenei perynupoBaHus

MCO 14971:2000 W3genua meguumHckune. NMpuMeHeHne MeHeXXMeHTa pyucka K MeAULUUHCKUM U34e/TUAM

NCO 17511:2003 W3genua meauUMHCKUE ANA AMArHOCTUKM in vitro. I3mepeHns BennunH B 6uonoru-
yeckunx npobax. MeTponormyeckas NPOCNEXNBAEMOCTb 3HAYEHNI, NPUNUCaHHbIX KannbpaTtopam 1 KOHTPO/Ib-
HbIM MaTtepviasiam

M3K 60068-2-64:1993 KcnbiTaHna Ha BO3AeNCTBME BHELLHMX (DaKTOpoB. YacTb 2. WcnbiTanus. Mcnbl-
TaHue Fh: LLnpokononocHas cnyvaliHaa Buopauusa (L1dpoBoe ynpasneHne) 1 pykoBoACcTBO

M3K 61000-4-2:95 3SnekTpomarHWTHass COBMeCTMMOCTb. YacTb 4. MeTOAMKM uChbITaHUi 1 nsmepe-
HWii. Pasgen 2. McnbiTaHne Ha HEBOCMPUMMUYMBOCTb K 3/1eKTPOCTaTUYECKOMY paspsigy

M3K 61000-4-3:95 3nekTpoMarHuTHasi COBMECTUMOCTb. YacTb 4-3. MeToAuku UCMbITaHWA 1 n3mepe-
HWi. icnbiTaHne Ha yCTOWYMBOCTb K BO3AENCTBUIO 3/1EKTPOMArHUTHOTO NOJIA C U3/lyYeHNeM Ha paguoydactoTax

M3K 61010-1:2001 TpeboBaHuWs K 6€30NacCHOCTM 3/1EKTPOO6OPYAOBaHMA ANA NPOBEAEHUS U3Mepe-
HWiA, ynpaBneHus n nabopaTtopHOro ncnonb3osaHusa. Yacte 1. O6wune TpeboBaHus

N3paHne odunynanbHoe
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M3K 61010-2-101:2002 TpeboBaHus k 6€30MacHOCTM 31eKTpoobopyAOBaHNA AN1S NPOBEAEHUS U3Me-
peHuii. ynpasneHus n 1abopaTopHOro ncnosb3oBaHus. YacTtb 2-101. YacTHble Tpe6oBaHUSA K MeANLMHCKON
annaparype A8 guarHoctuku in vitro (IVD)

M3K 61326:97 OnekTpoobopyfoBaHue An1s UIMepeHus, ynpasneHusa 1 n1abopaTopHOro Ncnosb3oBa-
HUs. TpeboBaHUA K 3N1EeKTPOMarHUTHOW COBMECTMMOCTM

EH 376:2002 PeakTvBbl AnarHocTuyeckue in vitro gns camokoHTpons. WHdopmaunsa, noctaBnsemas
nsrotosutesnem

EH 13612:2002 OueHKa TeXHUYECKNX XapaKTepUCTUK MeLULMHCKAX ANArHOCTUYECKMX YCTPOWCTB in
vitro

EH 13640:2002 OueHka cTabuibHOCTU peakTUBOB ANS ANArHOCTUKK in Vitro

3 TepmuHbI 1 onpepeneHns

B HacToAWeM cTaHAapTe NPUMEHEHbI cnefyowme TepMUHbI C COOTBETCTBYOLWUMY OnpeaesieHNAMM:

3.1 TouHocTb (accuracy): CTeneHb 61M30CTU pe3ynbTaTa U3MEPEHUIA M NPUHATOrO ONOPHOrO 3Haue-
HuA [1].

MpumeyaHune 1— TepMUH «TOYHOCTb» MPUMEHUTESILHO K CEPUMN Pe3yNbTaToB U3MEPEHU BKIOYAET KOM6U-
HauMo KOMMOHEHTOB C/yYaliHOi MOrpeLHOCT N KOMNOHeHTa 06Leli cuctemaTnyeckoii norpelwHocTy (Mnu bias) (2)

MpumeyaHune 2— B OTHOWEHUN KPUTEPUA TOYHOCTU pPe3y/ibTaTOB CUCTEMblI MOHUTOPWUHTA T/IHOKO3bl B KPOBU
cm. 3.24.

3.2 cuctemaTtunyeckaa norpewHocTb (bias): PasHocTb Mexay MaTeMaTtuyeckum oxugaHnem
pe3ynbTaTtoB U3MEPEHUI N NPUHATLIM OMOPHBLIM 3HaveHneMm (3).

3.3 cuctema MOHUTOpPUHra ratko3bl B KpoBu (blood-glucose monitoring system): Cuctema nsme-
peHus, cocTosLwWwas M3 NopTaTMBHOIO Npubopa 1 peakTUBOB, UCMONb3yeMasn ANA HAGMIOAEHUS in Vitro KOHLEH-
Tpauun rnoKo3bl B KPOBU.

MpumeyaHune — CUCTEMbl MOHUTOPUMHTA [/1HOKO3bl B KPOBU M3MEPSIIOT COAEpXKaHUe rioKo3bl B Npo6ax Kanu-
NSAPHO KPOBM M MOTYT BbIpa3uTb pe3ysibTaTbl IMG0 Kak KOHLeHTPaL Mo I110K03bl B KPOBW, NGO Kak PaBHOLLEHHYHO KOHLLEH-
Tpauuio roKo3bl a CbIBOPOTKe (Nna3mMe). B HacTosWwem cTaHAapTe KOHLEHTpaUusa 0OTHOCUTCS K TUNY pesy/ibTaToB, coobLa-
eMbIX CUCTEMO.

3.4 npubop ANs n3MepeHns KOHUeHTpauuu rnkosbl B kpoBu (blood-glucose meter): KomnoHeHT
CUCTEMbl MOHUTOPWHTA T/1I0KO3bl B KPOBW, KOTOPbIV Npeo6pasyeT pe3yibTaT XMMUYECKON peakLun B KOHLEH-
TpaLmio rNoKo3bl B NpoGe.

3.5 kommyTabenbHocTb MaTepuana (commutability of a material): Cnoco6HocTb MaTepuana gaBartb
O/MHAKOBbIE YNC/IEHHbIE COOTHOLLEHMWS MeXAY pe3ysibTataMu U3MepeHust, BbINOJIHEHHbIMU C MOMOLLLbIO AaH-
HOro Habopa MeToAUK U3MEPEHNS NPU N3MEPEHNMN OLHOTO U TOXE KONIMYECTBA, aHA/TOTNYHbIE COOTHOLLEHUAM
MeXxAy MateMaTuyeckuMn OXULaHNAMN 3aBUCKMOCTEN, NMOyUYeHHbIX, €CNV Te Xe camble Npoueaypbl npume-
HeHbl K ApYrMM MaTepuanam COOTBETCTBYyloLLero Tuna [4].

MpumMeyaHne — B OTHOWEHUN CTaHAAPTHbIX 06Pa3LOB, UCMOMb3YEMbIX A/1Si KaIMOGPOBKM METOAUK M3Mepe-
HUA. NPUMeHsIeMblX K 6Uoornyecknm o6pasuam, «4pyrme matepuanbl COOTBETCTBYIOLLErO THMNa» BK/IOYaOT 60/bLLOE YNC-
N0 06pa3LoB OT 340POBbLIX NO/Ib30BaTENIEN 1 NaLNEeHTOB, CTPajaloLMX COOTBETCTBYOWNM 3a60/1eBaHNeM.

3.6 KOHTpONbHbI MaTepuan (control material): BewecTsBo, maTepuan win ulgenue (npenapar),
npefHasHayeHHoe U3roToBMTeNeM A/ MPUMEHEHUSA NPU NPOBepKe pabounx xapakTepucTuk MeguLnHCKoro
AunarHoctuyeckoro nsgenus in vitro (5).

3.7 nHdopmauua, npunaraemass M3roToBUTENIEM K MeAUMUMHCKOMY YycTpolicTBy (information
supplied by the manufacture with the medical device): /llo6as HanucaHHas, oTneyaTaHHas unu rpaduyeckas
nHopmaums Ha MeauLMHCKOM 060pyA0BaHNM WM BMELLAOLEM ero KOHTeiHepe MAn ynakoBke, a Takke
conposoauTenbHas MHopMaLms, kacarolwanca naeHTUunkauum, TeEXHUMYECKOro onucaHnsa u npuMeHeHus
MeANLMHCKOTO U34enus, 3a WCKI4YeHVeM TOBapOoCONPOBOAUTE/NIbHOW [AOKYyMEHTauuu W peknamHbIX
maTepuanos.

MpumeyaHune 1— B3ato us(6).

MpumeuyaHue 2— BHEKOTOPbIX CTpaHax MHPOPMALMIO, NPEAOCTAB/AEMYHO U3FOTOBUTENIEM, HA3bIBAIOT «3TU-
KETUPOBaAHME».

3.8 uHCTpyKuMm no npumeHeHwuto (instructions for use): WHdgopmauus, noctaBnsemas nsrotoBute-
nem 1 npunaraemas K MeAMLUHCKOMY AnarHoctTuyeckoMy msgenuto in vitro (IVD-n3genuio), oTHocsiLwancs K
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6e30MmacHOCTU 1 npaBuibHOMY MCNOJIb30BaHUKO peakTueBa Uaun 6630I'IaCHOMy N npaBuibHOMY TEXHUYECKOMY
06C!'Iy)KMBaHI/IIO, aKcnnyataumnm u BbiABIEHUO OCHOBHbIX HeMCI'IpaBHOCTeI7I npm6opa.

MpumevaHune 1— B3ato us (5) n (7].

NMpumMeyaHne 2— VHCTPYKLMM NO NPUMEHEHNIO PEAKTUBOB A/151 ANArHOCTUKM In Vitro AN caMOKOHTPONSA onu-
caHbl B EH 376.

NMpumMeyvyaHune 3— VHCTPYKUUUN MO NPUMEHEHUNIO NPUBOPOB AN18 AUArHOCTUKM In Vitro 4711 CAMOKOHTPOASA onu-
caHbl B [8].

NMprumMmeyvyaHne 4 — VIHCTPYKUMM NO NPUMEHEHUIO MOXHO NOMYYUTb B (hOpMe nakeTa AOKYMEHTOB (Ha oTAeb-
HbIX INCTax) u/vnn cnpaBoYHUKa Nosib30BaTeNs.

3.9 npomexyToyHas npeunsmoHHocTb (intermediate precision): MNpeuW3MOHHOCTbL B NPOMEXYTOY-
HbIX YC/TOBUAX MeXAYy YC/0BUSMU BOCNPON3BOANMOCTU U YC/IOBUAMYU NOBTOPSEMOCTHU.

NMpumeyaHune — KOHLUENUMSA NPOMEXYTOUHbIX YPOBHEN NPeun3noHHOCTM onncaHa B (9).

3.10 ycnoBua nNpomMexyTo4yHOW npeumsnoHHocTu (intermediate precision conditions): Ycnosus,
Npu KOTOPbIX HE3aBUCUMbIE pe3y/ibTaTbl UCMbITAHWA NOyYyalT OAHUM U TEM Xe MEeTOAO0M, Ha UAEHTUYHbIX
06beKTax UcnbiTaHUs, BOAHOM M TOM Xe MeCTe, HO KOrga Apyrve nepeMeHHble napaMeTpbl UCNbITaHWS, Takue
Kak onepaTtopbl, o06opyAoBaHMe, KannbpoBKa, OKpyXawliue YyCcnoBus W/WanM MPOMEXYTKA BpPEMEHH,
pasnuyaroTcs.

NMpumeyvyaHune — Mamepsemas NPeUU3NOHHOCTb B YC/IOBUAX, BeAyWMX K UBMEHUMBOCTU, NpeacTaBnseT dak-
TUYECKYIO MOJIb3y. KOMMUYECTBEHHbIE KPUTEPUN MPOMEXYTOUHOR NPELU3MOHHOCTM 3aBUCAT OT OFOBOPEHHbIX YC/IOBUIA.

3.11 atukeTka (label): OTneuyaraHHas, HanucaHHasa Wnun rpacuyeckas MHpopmauns, HaHeCceHHas Ha
n3genvne nam cogepxawmini ero KOHTeHep.

MpunmeyaHne — B3ATo ns (5J.

3.12 HenpodeccuoHan (layperson): /luuo, He NpollejLiee cneunanbHy NOArOTOBKY B KOHKPETHOM
061acTV WU MO KOHKPETHOM AucuuninHe.

MpunmeuaHne 1— B3aTo nsonpegenerHus «lay user» (npocTtoit nonb3oBaTenb) B EH 376.

NMprumMmeyvyaHne 2 — MNPUMEHNTENBHO K HACTOSILLEMY CTaHAapTy Nosib3oBaTe/lb YyCTPONCTBA A5 MOHUTOPUHTA
TII0KO3bl B KPOBW, KOTOPbI He nMeeT cneuunanbHbIX MegULNHCKNX, HayYHO-TEXHUYECKUX 3HaHWUIA, Kacalolwmxcs Habnoe-
HUSI COZlePXaHMNA T/IIOKO3bl B KPOBW.

3.13 napTtusa (lot, batch): OfWH AWM HECKONBKO KOMMOHEHTOB UM FOTOBbLIX NPUOOPOB, KOTOPbIE Npes-
CTaBMAT cO6OW 0AMH TUM, MOAENb, KNacc, pasmep, cocTaB Uy BEPCUO NPOrpaMMHOro obecneyeHunst u npo-
n3BefieHbl NpPenMyLLecTBEHHO B OAVHAKOBbIX YCMIOBUAX, U 061aAaloT OAVHAKOBLIMU XapaKTepucTrkamm 1
KayeCTBOM B yCTaHOB/IEHHbIX Npeaenax.

MpumeyaHune — BAnpektnse 98/79/EC (10) 1 B eBpONeickMxX ctaHAapTax NpeanoyTUTeIbHbIM TEPMUHOM SIB-
nseTca TepmuH «batch».

3.14 meToauka usmepeHus, BblbpaHHas usrotoBuTenem (manufacture's selected measurement
procedure): MeToanka WU3MEpPEHUs, KanMGpoBaHHAsA C NMOMOLLbI OHOIO WM HECKOIbKMX MEPBUYHbLIX MK
BTOPUYHbIX KOTUPOBOYHbIX MHCTPYMEHTOB U YTBEPXAEHHAS A1 NPUMEHEHUA MO Ha3HAYEHUIO.

MpunmeuyuaHne — BUCO 17511. nyHKT 4.2.2. nepeuncneHue f). nokasaHa BbIGpaHHas U3rotoBuTeneM MeToanka
M3MepeHUs B LieNoyKe NPoCnexXnBaeMocTu.

3.15 NoCTOAAHHO fAeicTBylOUas MeToAMKa u3MepeHus usrotoButens (manufacture's standing
measurement procedure): MeToAnka M3MEpeHWUsl, kaimbpoBaHHAs C MOMOLLbI OLHOTO0 WM HECKObKUX
paboumx KOTMPOBOYHbLIX UHCTPYMEHTOB W/ KOTUPOBOUHbLIX MHCTPYMEHTOB 60/1e€e BbICOKOTO knacca 1 yTBep-
XOEeHHasA 4NA NPYMEHEHNs No Ha3HaYeHuIo.

MpunmeuvuaHne — B WNCO 17511. nyHKT 4.2.2, nepeuncnieHne h). nokazaHa NOCTOSAHHO AelicTBYylOWas MeToanka
N3MepPEHUS N3TOTOBUTENS B LIENOYKe NPOCNEXNBAEMOCTHU.

3.16 Bknagbiw B ynakoBky (package insert): VHCTPyKuMM Mo NpUMeHeHWI0 1 apyras uHchopMaums
[NA cUCTeMbl peakT1BOB UM KOHTPOJILHOTO MaTepuana, KoTopas NoCTaBAETCS B/IOXKEHHON B yNakoBKY, HO
He HaHOCUTCS Ha Kakyl-11bo ee 4acTb.

3.17 obbemHas fo0nA KPOBSAHbIX Teney B kpoBu (rematokpuT) (packed cell volume): O6bemHas
0N 3pUTPOLUTOB B KPOBW.
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MpunmeyvaHune 1— Bboipaxaetrca NMbo agecaTnyHblx gonsax (cuctema CU), nn6o B npoueHTax (YCNOBHbIE eAn-
Huubl). EanHnubl CU (n/n) nogpasymesatoTcs.

MpumeyaHune 2 — MHorga HasbIiBalT «reMaTOKPUTOM*. N0 HAUMEHOBaHWIO Npubopa ANs onpeaesieHns o6b-
emMa KpOBSsiHbIX Teflel, a KpoBu.

3.18 npeunsnoHHOCTbL M3MepeHusa (precision of measurement): CteneHb 6AKU30CTU [ApYyr K ApYyry
pe3ynbTaTtoB N3MEPEHUS, NMONYYEHHbIX B OTOBOPEHHbIX YCNoBuAX [1].

MpumeuyaHune 1— CTeneHb NPeUN3NOHHOCTU BbIPAXAKT YMC/IEHHO C MOMOLLbIO CTATUCTUYECKNX KPUTEPUEB
NOrPeLHOCTM N3MEPEHNS], TaKUX KaK cCTaHAapTHOe (CpeAHEKBaAPATUYECKOE) OTKIOHEHNE N KO3 ULMEHT Bapuauum, Ko-
TOpble 06PaTHO NPOMNOPLUOHA/bHBI NPELU3NOHHOCTU. KOSTMUECTBEHHbIE KPUTEPUM MPELM3NOHHOCTM 3aBUCAT OT OTOBOPEH-
HbIX YCIOBWIA.

MpumeyvyaHune 2— MPeUU3NOHHOCTb JaHHOW METOANKM U3MEPEHUs NoApa3fensieTcs CornacHo ycTaHOB/EH-
HbIM YC/IOBUSIM NPEUN3NOHHOCTN. KOHKPETHbIN pag npefesnbHbIX YC/I0BUIA Ha3biBalOT «MNOBTOPSAEMOCTb» (3.20) n «BOCNpo-
n3BOANMOCTb» (3.22).

3.19 cuctema peakTuBoB (reagentsystem): YacTb MeAULMHCKOrO ANArHOCTUYECKOro U3aenus in vitro
(IVD-usgenus), kotopas nopoxaaeT CUrHan B pesysbTaTe XMMUYECKOW MW 3NeKTPOXMMUYECKON peakuuu,
4YTO NO3BONSAET 06HAPYXUTb aHaNN3Mpyemoe BELLEeCTBO (Hanpumep, roKo3y) B Npobe 1 U3MepuTb ero KoH-
LieHTpauuio.

3.20 noBTOpPsAAEMOCTb (CXO0AMMOCTb) (repeatability): MNMpeuM3MOHHOCTbL B YCNOBUSAX NOBTOPSAEMOC-
™ 11].

3.21 ycnosua nosTopsieMocTu (repeatability conditions): Ycnosus, npu KoTopbIX He3aBUCKMble
pe3ynbTaTbl UCNbITaHNA (M3MEPEHNS) NONYyYaloT OAHUM M TEM Xe MEeTOLO0M, Ha UAEHTUYHbIX 06bekTax Ucnbl-
TaHuA, B OfHOI 1 TOW e nabopatopuu, OAHUM U TEM Xe onepaTopoM, C UCMO/Ib30BAHWEM OLHOMO 1 TOT0 Xe
obopyoBaHNA B npefesiax KOPoTKOro npoMexyTtka speMenu (1].

MpnmeyaHne! — BOCHOBHOM, HEM3MEHHbIE YCNIOBUSA ANA NpeAcTaB/ieHUsA yCl'IOBI/IVI, Aarnuwnx MUHUMaNbHYHO
N3MEHYNBOCTb Pe3y/ibTaTOB UCMNbITaAHUA.

NMpumMeyaHue 2— MNPUMEHUTENBHO K HACTOSALEMY CTaHAAPTY TEPMUH «1abopaTtopusi» cnegyet nHTepnpeTu-
poBaTb Kak «onpejefsieHHoe MecTo».

3.22 BocnpoussogumocTb (reproducibility): MpeunsnoHHOCTb B yCN0BUAX BOCnpou3sogumMocTy [1].

3.23 ycnosua BocnpounssoammocTtn (reproducibility conditions): Ycnosusi. 8 KOTOpbIX pe3ynbTaThbl
UCMbITAHUSA NONYYaT O4HUM N TEM Xe MEeTOL0M, Ha AEHTUYHbIX 06beKTax NCNbITaHUs, B pasHbix naboparto-
puaX. pasHbIMKU onepaTopamu, ¢ UCMOo/Ib30BaHMEM pa3Horo obopyaosaHus (1).

MpumeyvaHune 1— lONHOCTLIO N3MEHEHHbIE YC/IOBUSA A5 NpeAcTaB/IeHNA yCﬂOBMﬁ, Aarnumnx MakCuMasibHYH
N3MEHYNBOCTb pPe3y/ibTaToOB UCMbITaHUA.

NMpumMeyaHue 2— MNPUMEHNTENBHO K HACTOSILLEMY CTaHAAPTY TEPMUH «1abopaTtopusi» cnegyet NHTepnpeTu-
poBaTb Kak «onpejefsieHHoe MecTo».

3.24 TOYHOCTb cucTeMbl (system accuracy): CTeneHb 6/1M30CTM penpe3eHTaTUBHbLIX Pe3y/bTaToB
M3MepeHUst (UCNbITaHKSA), BbIMOSTHEHHbIX C MOMOLL b CUCTEMbI U3MEPEHUSI, K COOTBETCTBYHOLLMM UM OMOPHbLIM
3HAUYEHUAM.

NMpunMmeyvaHne 1— TepMUH «TOYHOCTb>» NPUMEHUTE/TBHO K CEpUM Pe3yibTaToB U3MepeHUs (MCMbITaHWA) BKIO-
YaeT coyeTaHWe COCTaBNAOWMX CyYaliHON NOrpewHoOCTN N cocTaBatoLWwen obleli cnctemaTnyeckol norpewHocTr (2].

NMpumMmeuyaHune 2— ONOPHbIE 3HAYEHNS NPUCBAMBAIOTCS C MOMOLLbI0 METOAUKM N3MEPEHNUS, MPOC/IEXMBAEMOIA
no peepeHTHO MeToAnKe N3MepeHusi 60/1ee BbICOXOro NopsigKa.

MpumMeyaHune 33— TOYHOCTb CUCTEMbI MOXHO BbIPasvTb Kak MHTepBasl, KOTOPbIA BktovaeT 95 % pacxoxae-
HWi. HabnoAaeMbIX Mexy pesysibTaTamu, MOsTlyHeHHbIMW OLleHMBAEeMOWN CUCTEMOWA, 1 NX OMOPHbIMY 3HAYEHUAMU. DTOT UH-
TepBas Takxe BK/OYaeT HeonpeaeneHHOCTb U3MEPEHUA METOAMNKN U3MEPEHUS, UCMO/b3YEeMOW AN NPUCBOEHMSA OMOPHbIX
3HaYeHWii.

3.25 npocnexuBaeMocTb (traceability): CBolicTBO pe3ynbTaTta U3MEPEHUS UM 3HAYEHWE CTaHaapT-
Horo o6pasua, nocpesCcTBOM KOTOPOrO OH MOXET OblTb OTHECEH K OhuLmnasibHbiM, 0ObIYHO HALMOHA/IbHbIM
UM MexXayHapoaHbIM 3TanioHaM, Yepes3 HepaspbiBHYHO LieMb CIMYEHWUIA, KaX40e U3 KOTOPbIX MMEeeT yCTaHOoB-
NeHHYIo HeonpeaeneHHoCTb (2, onpefenexue 6.10].

3.26 npaBuAbHOCTb (trueness): CTeneHb 61130CTU CPEAHEr0 3HAYEHUS, NOJTYYEHHOTO Ha OCHOBaHWUN
60/1bLUOV Cepyn pesybTaToB U3MEePEHWIA (MCNbITAHWIA), K NPUHATOMY ONOPHOMY 3HauYeHuo [1].
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n punmedyaHune — Moka3zatenem npaBnIbHOCTU 06bIYHO ABNSIETCS 3HAUYEHWEe cucTeMaTuyeckom norpewHoc-
™ (3.2).

3.27 cTtaHgapTHOe ucnboiTaHue {type test): lVcnblTaHne 0AHOroO UM HECKO/bKMX 06pa3LoB 060pyso-
BaHWA (MM KOMMOHEHTOB 060PYA0BaHNSA), M3rOTOB/IEHHBIX MO KOHKPETHOMY NPOEKTY, YTOObl noka3aTb, 4To
NPOEKT 1 KOHCTPYKLUNS YAOBNETBOPAIOT O4HOMY Wan 60onee TpeboBaHNAM NPYMEHAEMOro cTaHAapTa.

NMpumeuvyaHune 1— [N nNpubopoB, KOHTPONUPYIOWNX COAEPXKAHME THOKO3bl B KDOBU, CTATUCTUYECKON BbIGOP-
KN He TpebyeTcs.

MpumeuvaHune 2— B3Ato ns MK 61326.

3.28 HacTpolika cucteMbl MOHUTOPUHTA T/THOKO3bl B KPOBYM Monb3oBatesiem (user adjustment of
blood-glucose monitoring system): lMpoueaypa, onMcaHHas B MHCTPYKUUAX MO NPUMEHEHU0, NocpeacTBOM
KOTOpOIi Nonb3oBaTesib BBOAWUT HOMEP, BCTaBAS€T KOAOBYIO NOJIOCKY (CTPWA) UK 3NIeMeHT kofda u T.4. Ans
[OCTKEHUS CUCTEMOI NpuemMeMbIX paboynx XxapakTepucTuk.

4 TpoeKkTupoBaHue N paspaboTka

4.1 O6uwue TpeboBaHNSA
MpumeHsoT TpeboBaHus, ycTaHoBNeHHble B ICO 13485.

MpumeuvaHune — 8 pasgene 6 1 7.2 7.3 onncaHbl Npoueaypbl MPOBEPKN Ha CTaAMUN NPOEKTUPOBAHUSA, Hanpas-
NeHHble Ha o6ecreyeHne rapaHTuii TOro, YTO CUCTEMA MOXEeT BbIMO/IHUTL TPe6GoBaHMA K NPeLM3NOHHOCTH, NPaBU/IbHOCTH,
6e30MacHOCTU U HaZeXHOCTU. B pasaene 8 onvcaHbl NpoLleaypbl Banngauun Ha ctagnm NpoekTa, HaueneHHble Ha o6ecre-
YeHue rapaHTUin TOro, YTO TOYHOCTb CUCTEMbl COOTBETCTBYeT TpeboBaHMAM Nosib3oBaTens.

4.2 be3onacHocCTb
MpumeHsT TpeboBaHus, ycTaHoBNeHHble B MOK 61010-1 1 M3K 61010-2-101.
4.3 lpocnexnsaemocTb

MpumMeHsIT TpeboBaHNs K NpoLeccy KasMbpoBKY, BbINMOMHAEMON U3rOTOBUTENIEM, YCTAHOB/IEHHbIE B
NCO 17511.

NMpumevyaHune 1— CNOMOWbLIO BLIGPAHHONR N3rOTOBUTENIEM UM NOCTOSIHHO AElCTBYIOWEN METOAUKNA n3Mepe-
HUSA MOXHO M3MEPUTb KOHLEHTPALMIO I/1t0KO3bl B Npo6e N1n60 KPoBK, MM60 Naasmbl. ECN MCNONb3YHOT Npo6bl NiasMbl, CUC-
TemMa MOHUTOPUHTA /II0KO3bl B KPOBU MOXET BblaTb pe3y/ibTaTbl Kak 9KBMBA/IEHT COAEPXKaHUA [0KO3bl B NaasmMe, gaxe
€C/IN cUCTeMa MOHUTOPMHIA [IHOKO3bl a KPOBU M3Mepssia Npobbl KPOBU.

MpuMeuyaHune 2 — Llenoyka NpoCNeXMBAEeMOCTUN AO/IKHA BKIOYATb pa3yMHOE YNC/I0 3TanoB, YTO6bl CBECTHU K
MUHUMYMY CYMMapHY0 HeonpeaeneHHOCTb.

NMpumevyaHune 3 — Lienoyka NPOCIEXUBAEMOCTH 418 TUMUYHON CUCTEMbI MOHUTOPUHTA, KaNnn6poBaHHO B 3a-
BOZCKMX YC/IOBUSIX, NPUBeAEHA B NPUIOXEHUN B. STOT NprMep He nogpasymeBaeT eMOHCTPaLUI0 eANHCTBEHHO BO3MOX-
HOli NoAXoAsiLel Lernoyky NPoCc/exnBaemMocTu.

4.4 AcnekTbl 9proHOMMYecKoro/yenoBevyeckoro akropa

|-|pI/I NPOEKTUpoBaHNN CUCTEMbI MOHUTOPUHIa rHKO3bl B KDOBU HEO6X0,EI|I/IMO y4yecTb SpFOHOMI/IHeCKI/II‘/'I n
COOTBETCTBYIOLUNI YenoBevecknini pakTopbl B OTHOLLEHWUN CeayoLwero:

a) NerkocTb aKcnayatauun:

b) MpocToTa TEXHUYECKOro 06CNYXMBAHUSA:

C) 3awuTa oT U3Hoca, 06bIYHO MPOMCXOAALLENO B YC/TOBUSAX UCNONb30BaHNS;

d) cuMTbIBAEMOCTb U3MEPEHHbIX Pe3ynbTaTos;

€) NOHATHOCTb (HeABYCMbICNIEHHOCTb) COO6LLEHNIT NONb30BaTeNto, Hanpumep «low battery» («nogcag-
ka 6atapen») unn «low result» («HW3KNIA pe3ynbTaT») BMECTO COOOLLEHNA «lOw» («HU3KUIA»).

NMprumeyvyaHne 1— CuCTeMbl MOHUTOPUHIA [/IIOKO3bl B KPOBU, NpeAHa3HauYeHHble /19 CAaMOKOHTPO/ISA, MOTyT
MCMNOoNb30BaTbCA HenpoeccroHanaMm ¢ pasnyHbiMM (U3NYECKUMU Y MEHTA/IbHBIMU BO3MOXHOCTSAMMU.

MpumMmevyaHne 2— 3TN CUCTEMbI YACTO NPUMEHAOTCA OTAE/bHLIMU MNONb30BaTENAMU, KOTOPbIE MOTYT BbIMNOJI-
HATb U3MEepPEeHUSA Npu pas/INyHbIX YCTAHOBOYHbIX NnapameTpax.

MpunmevaHne 3 — He npegnonaraeTcs, 4TO OfHa CUCTEMA MOHWUTOPUHra [/IOKO3bl B KPOBWU YA0BETBOPUT
BCEX BO3MOXHbIX NOSb30BaTeNelt NN BCe BO3MOXHble YCTAaHOBOYHbIE NapamMeTpbl.

4.5 AHanus puckos
MpumeHsatoT TpeboBaHus, ycTaHoBNeHHble B UICO 14971.
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MN3roToBuTENb AO/IKEH YCTAHOBUTHL MPUEMIEMOCTb NOTEHLMA/IbHBIX PUCKOB, NCXOAA U3 3HAHUS cnegy-
HOLLMX haKTOPOB, HO HE OFPaHNYMBasICb ITUM:

a) HasHauyeHve NpoaykTa,;

b) YMeHMWe Nnosib30BaTessi N OrpaHNYeHNS;

C) 3almTa OT HecaHKLMOHUPOBAHHOIO M3MEHEHUSI OCHOBHbIX MapaMeTpoB (Hanpumep, coobLiaemMblixX
efuHUL)MAN

d) BAUsSIHME NonafaHusi MellarLMX BELLEeCTB.

MprumMeyaHune — PyKoBOACTBO MO OLieHKE MOTEHLMA/IbLHO MellalowWwmnx BelwecTs cM. (11).

Mpy BbINOMIHEHWN aHanIM3a PUCKOB U3FOTOBUTE b AO/MKEH OLLEHUTb:

€) BEepOATHOCTb BO3HUKHOBEHUS HEMCMPABHOCTM (Hanpumep, HegocTaTouyeH 06beM Npobbl UK Henpa-
BW/IbHOE pacnosiokeHune UcnbITyeMoii nonocku (ctpuna)l,

f) BepoATHOCTbL TOro, UTO CUCTEMA HE OOHApPYXNBAEeT HEUCNPABHOCTb U

) nocneacTBus HeO6HaPYXEHHOW HeEUMCNPaBHOCTH.

MpuMmedyaHune — HacToawmii cTaHAAPT He 3afaeT YPOBHM prcKa 1 NPYEeMIEMOCTb PUCKOB.

4.6 MpoBepka, BbINONHAEMAas Nonb3oBaTtenem

KOHCTPYKUMSI CUCTEMbl MOHUTOPWHIA T/10KO3bl B KPOBW JOJKHA MO3BOMATL MOJIb30BATE/NI0 OCYLLECT-
BUTbL NPOBEPKY:

a) npaBWILHOTO DYHKLUOHUPOBAHUSI CUCTEMbI MOHUTOPUHTA (T.€. KOHTPOJ/Ib CUCTEMbI) U

b) NPaBWILHOTO BbINO/IHEHWSI U3MEPEHUSI, BK/OYAs NOC/eA40BaTe/IbHOCTb 3TanoB NpoLueaypbl.

MpumeuyaHune — MNonb3oBaTesto peKOMeHAyeTCs BbINO/HATL NPOBEPKY BO BPeMsi MCMO/Ib30BaHNA CUCTEMbI.
«Bo Bpemsi nCNonb30BaHWs» 03HavyaeT A0, B NpoLecce Uan cpasy nocse BbINO/HEHUSI U3MepeHus. PekoMeHayeTcst BHej-
pUTL NPOBEPKY, OCYLLECTBISIEMYIO MO/1b30BaTENIEM, B U3MEPEHME, eC/In Takoe BO3MOXHO.

lMpoBepka, BbINO/IHAEMAas nosb3oBartesnieM, A0/KHa AaBaTh OAHO3HAYHYO I/IHCt)OpMaLI,VIIO.

5 WHdopmaumsa, npegocraBnigemMast UsrotToBUTENIEM

5.1 3TukeTkn Ana npubopa, M3MepsAoLLero KOHLEeHTpPaLuo rMIoKo3bl B KPOBU

Mpn6op, N3MePSAIOLWMIA KOHLLEHTPAaLMIO T/T0KO3bl B KPOBW (M3MEPUTEND), AO/MKEH 6bITb AEHTUULNPO-
BaH C NOMOLLbIO 3TUKETOK, cofepxallux, Kak MUHUMYM, CrneayioLlyto nHcopmauumio:

a) HaMmeHoBaHWe UM TOProBYI MapKy W3roTOBUTENS U ero ajpec;

b) HauMmeHoBaHMe WM 0603HauveHWe usgenus (3ta WHgopmaunsa Ao/MKHA HaXOAUTbCA Henocpeg-
CTBEHHO Ha 3TUKeTKe, MPUKPENIEHHON K N34enuio);

C) HasHaueHue (4o/MKHa MMeTbCHA MHpopMaLns, YTO flaHHOoEe n3fenne aBaseTca MeaNLMHCKM n3aenu-
em Ans in vitro gnarHoctuku (IVD-u3genuem) Ans camOKOHTPONSA, @ Takke UHcopmalms, kacatLiascs cucTte-
Mbl peakTMBOB, KOTOPbIE UCMO/L3YTCA C 3TUM U3genmem];

d) Homep nNapTun UM CEpUiitHbI HOMEpP Ha 3TUKETKe, MPUKPENIEHHON K N3Aenuto;

€) ycnoBusa XpaHeHus v obpalleHus, ecnm Heobxogumo;

f) ccbinKy Ha cnpaBoOYHMK NOMIb30BATENA UAN UHCTPYKL MU MO NPUMEHEHNIO.

Tawm, rae Heo6xoAMMO, MHOPMAaLMIO Ha 3TUKETKe cnefyeT NpMBOANTL B (popMe CUMBO/IOB. CUMBObI
[JO/KHbI COOTBETCTBOBATL MPUMEHAEMOMY pPernameHTy u MexayHapoiHbIM cTaHgapTam. Bce cumsonel fon-
XHbl 6bITb ONMNCaHbl B MHhopMaLuu, npunaraemoii K usmepuTeso CoAepXaHus r110K03bl B KPOBU.

5.2 WMHCTPYKUMN MO NPUMEHEHUIO CUCTEMbI MOHUTOPUHTA TNOKO3bl B KPOBM

WHCTPYKL1M NO NPUMEHEHWI0 A0/KHbI 6bITb NPeACTaB/IeHbl BYETKOW U TAKOHUYHON hopme C UCNo/b30-
BaHMeM TEPMWHOB, MOHATHLIX ANA HenpodeccnoHana. NHdopmauma fomxHa 6biTb YETKO npeacTasneHa u
nerko untaema. Nevatsb (WPUAT) 4OMKHA BbITb KPYNHOW (Hanpumep, wpudT Courier 12 NyHKTOB), a coaepxa-
HMe N1erkogoCcTyNHO A8 NOHMMaHWA AnuaMn 6e3 HayyHoN unu cneumanbHoi TEXHUYECKO NoAroToBKN. Tawm,
roe Heo6xoAMMO, [O/MKHBI MCNO/b30BATLCSA CUMBOJIbI U UAKOCTPaLUN.

WHCTpYKUUM NO NPYMEHEHNI0 JO/MKHbI YeTKO ycTaHaBNMnBaTh, kakme AelicTBUA Heobxoaumo npeanpu-
HMMaTb, eCnn NpoBepka NokasbiBaeT HeJ0CTOBEPHbIN pe3ynbTar.

Heobxoaumo ncnonb3oBaTh A3bIK(M) TOW CTPaHbl, B KOTOPOI peann3yoT CUCTeMbl MOHUTOPUHTA T/1H0KO-
3bl B KPOBU. [lONOMHUTENbHbIE A3bIKN HE 06A3aTeNbHbI.

WHCTpYKLUM NO NPUMEHEHNIO AO/MKHbI COfepXaTb CneayoLLyo nHdopmaLuio:

a) HanMeHoBaHne Uian ToproByrd MapKy n3rotoBuTena U ero agpec; HammeHosaHme nagpec ,qMCTpMﬁb-

toTepa (ecnu umeetcs) (B EBponeiickom Cotoze Aupektua 98/79/EC (10] TpebyeT BKIHOUEHNS HAMMEHOBa-

6
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HMA W agpeca «MNOSIHOMOYHOIO NpeAcTaBUTENA», eCNU U3roTOBUTENb HaxoAWTcA BHe EBpocoosa), u
pasbsACHEHME, Kak 06paTUTbCA 3a NOMOLLbIO:

b) HaMmeHoBaHVe nan 0603HavYeHe n3genus;

C) HasHauyeHwe n3genvs:

d) npuvHUMn meToda:

€) MeToauKn usMepeHus u/vnn kanubpoBouHble MaTepuasbl [cnefyeT ykasaTb, €can uUMeeTcs, npo-
C/IeXXBAeMOCTb B COOTBETCTBUN C METOAMUKOI NOMYYEHUSI UCXOLHOTO U3MEPEHMS (419 KOHTPOJIA Nocnenyo-
WMx) u/mnn no ctaHgapTHoMy obpasuy 60/iee BbICOKOro MOpsAka), UCNOoMb30BaHHble U3rotoButenem Ans
YCTaHOB/EHNA U OLUEHKN 3KCNyaTalMOHHbIX XapaKTepucTuk;

0 Tun npob, MCNoMb30BaHHbLIX U3rOTOBUTENEM [ANA Ka/MOPOBKWA, Hanpumep, KPOBb WM CbIBOPOTKA
(nnasma);

) COOTBETCTBYIOLLYIO CUCTEMY PeaKkTUBOB;

h) meToauky n3mepeHusi, B COOTBETCTBUM C KOTOPOW BbIMOJIHAIOT U3MEPEHUS Ha AaHHOM npubope,
BK/tOYas:

- nocnefoBaTeNlbHOCTb PErY/IMPOBKM (HanpuMep, 1Cnoib3oBaHre HoMepa, KOL0BOW NOMOCKN UK ane-

MeHTa 1 TLY.) U3IMEPEHWIT 1 MPOBEPKM, a Takke pacnpefeneHne NpOMeXyTKOB BPEMEHU MeXAY HUMW;

- nocnefoBaTeNlbHOCTb NpoLeayp MO NOAroTOBKE NpM6opa K BbIMO/THEHWIO U3MEPEHUs!, YTO6bI BbINO-

HWUTb 3TO U3MepeHWe (BKTKYas YNCO N PEKOMEHA0BAHHbI BHELLHWI BUA 06pasLoB), 1 06CNyXmBaHuio

npubopa nocne BbINOIHEHNS U3MEPEHNS;

- elMHULIbI U3MepeHus, coobLiaemble NPUBOPOM, HaNpUmMep MMONL/N UK Mr/an;

- 9KBMBA/IEHTHbI WY HET pe3ynbTaTbl, CO06LaemMble N0 KPOBW U MO Masme;

- COBEThI, Kak MOCTynaTb B TOM C/lyyae, ecaim npubop BblAan owWnb04YHOe CoobLeHne;

i) okpyxatoLyme ycnosua (Hanpumep, guanasoH TemnepaTtyp 1 BAaXHOCTb), B KOTOPbIX CUCTEMA [,0/K-
Ha MCcnonb3oBaTbCs;

j) moapo6HOe onucaHue npoueaypbl, KOTOPYH AO/MKEH BbINOHATL NOIL30BATE/b NPU HACTPOlike npu-
6opa. ecnm nNnpumeHsieTcs;

k) nogpobHoe onucaHue npouenyp A1 KOHTPONS, BbINOSIHAEMOro Nosib3oBaTeNieM, BKIOYaa NAEHTU-
dvKaLmio COOTBETCTBYHIOLLEIO KOHTPOIbHOTO Marepuana, KoTopblii HE06X0ANMO UCNONbL30BaThb, YTOObI y6e-
ONTbCA. YTO CUCTEMA MOHWUTOPUHIA [1I0KO3bl B KPOBM paboTaeT HOPMasibHO, W COBET, Kak NoCTYNUTb B TOM
cnyvae, ecnv pesynbTaTbl KOHTPONSA HeENpuemMnemsl;

1) TMN cnonb3yemoi NPobbl, a Takke cneunanbHble YC0BUSA ee B3ATVA 1 NpeABapuTenbHol 06paboTku;

T) Mepbl NPefOCTOPOXHOCTHU, KOTOpPble HEOBXOANMO NPEeANPUHATL B OTHOLLEHUN pucka UHAULMpPoBa-
HWA nepef NpYMeHeHrem npruéopa;

n) Mepbl NPefoCTOPOXHOCTH, KOTOPble HEOOXO0AMMO NPEANPUHATL B OTHOLLEHWUN 3/1eKTpocTaTUYeckoro
3apsga, MarHMTHbIX MONeNn 1 Apyrux aNeKTpMyecknx yCnoBuii, a Takxke Bo3geincTene TemnepaTypbl, BNaXHOC-
TV 1 APYTUX OKpYXarLWmx ycnosuii, no ob6ctaHoBke (cM. M3K 61010-2-101, pa3gen 5);

0) onucaHue 1 NosiCHeEHNe BCeX CUMBOJIOB, NCMO/Ib3YEMbIX HA 3TUKETKaX Y B UHCTPYKLMAX MO NpUMeHe-
HUIO;

p) PYKOBOACTBO KAENCTBUIO, KOTOPOE JO/MKEH NPEANPUHATL NONb30BaTe b Kak cneacTBme nonyvyeHHo-
ro pesysnbtaTa, BKIOYas:

- CCbINIKy Ha pekoMeHgaumn Bpaya uunu kBanuduLuMpoBaHHOTO NaTPOHAXHOro paboTHUKa W npeay-

npexaeHne o TOYHOM COBIOAEHUN VHCTPYKUMIA Ha OCHOBe pesynbTaTa 6e3 KOHCy/bTauuu ¢ Bpayom

Ny gpyrum KeannuunMpoBaHHbIM paboTHUKOM 34paBOOXPaHEHNS;

- COBET, Kak AelicTBOBaTb, €CNU pe3ynbTaT He SICEH NOb30BaTeN|o;

- MHAMKALMIO, C MOMOLLbIO KOTOPOI cucTemMa MOHWUTOPWHra npegynpexpgaeTr nosb3oBaTens, 4to

pesynbTaT BbIXOAWT 3a PaMKU «MHTepBasia UsMepeHns» (Hanpumep, oWnboYHbIe CO0BLLEHMNS, TOXHbIE

yBeOM/IEHUSA);

gq) wvHdopmauuio o 6e3onacHol yTuansauum cucTembl 1 ee KOMNOHEHTOB, eC/l Heo6XoANMO;

r) rog v Mecsiy, 3AaHna MHCTPYKUMU NO NPUMEHEHUI0 u/unn HoMep nepecMmoTpa.

5.3 OTuKeTKM A1 CUCTEMbl PeakTUBOB U KOHTPOJILHOTO Matepuana

CucTtema peaKkTUBOB M KOHTPOJIbHbIA MaTepuasn AOKHbI ObITb MAEHTUMULMPOBAHBI C MOMOLLbIO OHOM
W HECKOJTbKUX 3TUKETOK.

MpumeHsOT TpeboBaHuUs, ycTaHOBNEHHbIE B EH 376.

B pononHeHune, Ha aTukeTke(ax) Ao/HkKHA ObITb pa3melleHa cnegyrouan nHpopmaums:

a) ykasaHue npomMexyTKa BpeMeHW, B TeYeHne KOToporo crefyeT UCnosib30BaTb peakTuBbl Nocne nep-
BOrO BCKPbITUA KOHTEliHepa C peakTMBOM, BbIPaXXEHHOro B Mecsauax u/vunm gHsax;

b) CCblNIKa HA WUHCTPYKLMMW MO NPUMEHEHWIO;
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C) UW3MepwuTesb I0KO3bl B KPOBW, KOTOPLIA NPUMEHSIOT C fJaHHbIMU peakTUBaMU.

MpeaynpexaeHns B OTHOLUIEHUN MPUMEHEHUS CUCTEMbl PEAKTUBOB C KOHKPETHbIM W3MEPUTENEM W
MHopMaLuto 06 yTUAN3ALMM CUCTEMbI PEAKTUBOB MOC/IE UCMO/b30BaHNS CefyeT BKIOUUTL B CBEAEHUS Ha
3TUKETKE A4/19 MOJyYeHNs HaAeXHbIX Pe3y/ibTaToB U3MEPEHUI U 6e30MacHOii YTUIM3aLUmMmn 0TX040B.

Heo6xoAnMo MUCMoMb30BaTh A3bIK(M) TOW CTpaHbl, rAe peanunsyloTcst 3TU PeakTUBbl U KOHTPOJIbHbIE
mMaTepuasbl, JOMOSIHATE bHbIE 3bIKM HE 06513aTeNbHbI.

5.4 VIHCTpYKUWM MO NPUMEHEHUI0 PEAKTUBOB U KOHTPOJIbHOTO MaTepuana

MpumeHsatoT TpeboBaHWA, ycTaHoBeHHble B EH 376.

Kpome Toro, fo/mkHa 6bITb BKIOYEHa cnegytowasn nHopmaums:

a) ykasaHue, Kak nosly4ynTb NOMOLLb OT U3rOTOBUTENSA U/MNN UCTpUbbLIOTEpA:

b) KOHKPETHbIA M3MepuTeNnb [0KO3bl B KPOBW ANS NPUMEHEHUA C 3TOl CUCTEMOW peaKTUBOB N KOH-
TPOJIbHLIM MaTepuasiom;

C) ycnoBusa xpaHeHus (Hanpumep, Temneparypa, BlaXHOCTb, BO3AelCTBME CBETA U APYrMX hakTopoB
oKpy>XatoLLeli cpefpbl), HEO6X0ANMO TakkKe BKIIOUNTb B UHCTPYKLMIO MO NPUMEHEHMWIO PEaKTUBOB Npeaynpex-
JeHuns. Kacawlnecs Heobxo4MMOCTM NIOTHO 3aKpbiBaTb NPO6KY KOHTeHepa, YTo6bl 3awuTUTb NOOCKHM,
NpOnMMTaHHble PeakTUBOM, WAN AATUYUKU OT BO3AECTBMA BO3AYXA;

d) uHTepBan M3MepeHus, yKasbiBalOLMi BEPXHIO W HWKHIOKW rpaHuLbl KOHLEeHTpauuu, B npegenax
KOTOPbIX pe3ynbTaTbl TOYHbI U COO6LLAIOTCA NOMb30BATENIO;

e) paboune xapaKTepuUCTUKM (CBA3aHHblE C TOYHOCTbIO CUCTEMbl XapakTepuCTUKM, OCHOBaHHbIE Ha
pesynbTaTtax UCnbITaHUs, BbINOSIHEHHOTO B COOTBETCTBMM C pa3fesioMm 7), 3asB/IEHHbIe Ha A3blke, MOHATHOM
ANsA nonb3oBaTtens, 1 nokasarenu TOYHOCTU CUCTEMBI (CM. 7.4.2), U3roTOBUTENb AO/KEH COOBLUNTD;

- 4NA KOHUEHTpauun [NioKko3bl MeHee 4,2 MMONb/n (MeHee 75 Mr/gn) — NpoOUEHT pe3ynbTaToB B
npegenax +0.28,1 0.56 n +0.83 mmonb/n (i 5, = 10 n = 15 Mr/an) oT ONOPHbIX 3HAYEHWIA;

- ANSA KOHUEHTpaLuun rKo3bl, paBHOW unn 6onee 4,2 Mmons/n (paBHoli unm 6onee 75 mr/gn), — npo-
LeHT pe3ynbTaToB B npegenax £5 %, + 10 %. + 15 % v + 20 % OT OMOPHbIX 3HAYEHWA;

f) Bce mewatouine BelecTsa, COCTOsAHME NPO6 (Hanpumep, reMonns, 6UANpPYouH, NMnemMns) nan pusu-
oflormyeckme ycrnosus (Hanpumep, U3MeHeHust nepuepuinHon LMpkynsauum), Kotopble He6naronpuATHO BAN-
A0T Ha TOYHOCTb pe3ynbTaTos;

o) MeToAuKa U3MepeHusi, ucnosibayemas A5 oueHkn paboumx xapakTepucTnk CUCTEMBI, a TakKe 3asB-
JIeHne 0 NPOCNexXnBaemMoCcT B COOTBETCTBUMN C METOAUKON BbINOSIHEHNSA UCXOLHOTO U3MEPEHUA KOHLEHTpa-
L1 FIH0KO3bl AN cTaHAapTHOro obpasua 6osee BbICOKOro nopsaaka,;

h) KOHTPONbHbIV AnanasoH 3Ha4YeHW KOHLEHTPaLUuii F1I0Ko3bl B KanuIsSpHON KpoBKM ANna HeanabeTu-
YeCKMX MHTepBasIoB M TUN NPO6, NCMOMb3yeMblX 415 Kannbposku (Npoba KpoBW WK Nnasmbl);

i) MeToAMKa U3MepeHus, KOTOpYy HeO6X04MMO UCMNO/b30BaTb, BK/IOYAs:

- nocnefoBaTesIbHOCTb JeACTBUI MO NOArOTOBKE CUCTEMbI PEAKTUBOB W BbIMOSIHEHNIO N3MEPEHWIA;

- UIHTepBasn BPEMEHU MeXAy OTAe bHbIMU AeiCTBUAMMU, €C/IN UMEETCS;

j) nogpo6Hoe onucaHwne npoueayp KOHTPOS U KOHTPOJIbHLIX Matepuanos, NPUMeEHAEMbIX A1 NpoBep-
KM paboTbl CUCTEMbI MOHUTOPUHTIA [/110KO3bl B KPOBW B flONycKaeMbIX npegenax.

Heo6xoaumMo 1cnonb3oBaTb A3bIK(M) TOW CTpaHbl, B KOTOPOW peakTuBbl U KOHTPO/IbHbIE MaTepuasbl
peanusyoTcs; npefctasneHne nHpopMauuy Ha fONOHUTE bHBIX A3blKax He 0653aTenbHo.

Tpebyemass nHopMaLms B OTHOLEHUN PeakTUBOB W/UMN KOHTPOJ/IbHLIX MaTepuasioB MOXeT ObiTb
BK/IIOYEHA B MHCTPYKLMM NO NPUMEHEHMIO Npubopa Uan cUCTEMbI, eCiv U3roTOBUTE b Npudopa nam cMcTembl
TOT Xe CaMblii, YTO U N3rOTOBUTENb PeakTUBOB. Ecin B 3TOl MHDOpMaLM NPOUCXOAUT U3MEHEHNE, He06XO0-
AMMO UCNOb30BaTh 3TUKETKN Ha peakTuBax, YTo6bl yBeJOMUTL MO/1b30BaTENSA, & TAKKe MOMECTUTb N3MEHEH-
HYI0 MHOPMAaLMIO B UHCTPYKLUW MO MPUMEHEHUI0 CUCTEMbI PeaKTUBOB.

6 VcnbiTaHWs HageXHOCTU 1 6e30nacHOCTU

6.1 O6uwue TpeboBaHuA

6.1.1 Mporpamma

OKcneprMeHTanbHble NPOEKTbI, METOAMKM aHaNn3a AaHHbIX U KpUTEPUN NPUEMKU AOKHbI BbITL onuca-
Hbl B MporpaMme.

MporpamMmMa foMmkHa ycTaHaBnmMBaTb YUCIO0 M3MepUTeneil, eAnHUL, peakTMBOB W YNC/0 napanienbHbIX
N3MepeHnii Ha n3mepuTens.

[na akcnnyaTaunoHHbIX UCNbITaHUA NporpaMmMa Ao/HXHa cofepXaTtb cTaTucTuyeckoe o60cHoOBaHve.

YcTaHoBNEHHble TPe60BaHMA K UCMbITAHUAM ABASITCA MUHUMASIbHbIMU TPEBOBaHUSAMMU.
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NMprumMeyvyaHne 1— VcnbiTaHus, onucaHHble B6.9—6.12. ABNAIOTCA MCMbITAaHUAMW ANA onpeAeneHns paboumx
XapakTepucTuK.

MpumeuvaHune 2— WcnbiTaHUs, OoNUcaHHble B 6.2—6.8. ABMAIOTCA CTaH4APTHBIMU UCMbITAHUSAMW.

6.1.2 V3meputenun n cuctembl peakTBoB

N3meputenn n cuctemsl peakTMBOB AO/KHbI OblITb PENPe3eHTaTUBHbLIMK A1 eAVHUL, NPOAYKUUM nna-
HOBOrO MPOM3BOACTBA.

Ana onpefeneHns pabounx xapakTepucTuk Heo6XoAMMO WCNbITaTb B KaXKAOM WCMbITAHUWN HE MeHee
10 nsmeputeneii.

[ns cTtaHAapTHBIX UCNbITAHUA B KaXKAOM WCMbITAHUN PEKOMEHAYeTCS UCNOob30BaTb TPU U3MepuTens.

6.1.3 Kputepun npnemku

KpuTepun npvemkn gnsa cucteMaTuyeckoli NorpewwHocT 1 NOBTOPSEMOCTH B onpegeneHnn paboumx
XapakTepucTuk, onucaHHom B 6.10—6.13. cnegyeT BbIBOAWUTL MO KPUTEPUIO TOYHOCTU cucTemsl B 7.4. O60cC-
HOBaHMe He0b6X0AMMO BHECTU B MPOTOKOI.

CucteMa MOHUTOPWHIA F110KO3bl B KPOBW A0O/KHA BbIMOMHATH KPUTEPUMN MPUEMKM B KaXXA0M NPOTOKO/e
ucnbiTaHusA. B NPOTUBHOM Criy4ae aTa cuctema Jo/mkHa cUnTaTbest HedhyHKUMOHaNbHOM, He nokasblBatoLLel
YNCNEHHbIV pe3ynbTaT KOHLEHTPpaLuKW T0KO3bl.

HecooTBeTCcTBME KPUTEPUSAM NPUEMKUN [O/KHO ObITh NPOAHAIN3NPOBAHO.

6.2 3awuTta OT 3N1eKTPUYEeCcKoro ygapa

MpumeHsT TpeboBaHus, ycTaHoBNeHHble B MOK 61010-1. pasgen 6.
6.3 3awmTta OT MexaHn4yeckux NoBpexaeHuni

MpumeHsoT TpeboBaHus, ycTaHoBeHHble B MOK 61010-1, pa3gen 7.
6.4 DnekTpoMarHuTHasd COBMeCcTUMMOCTb

MpumeHsoT TpeboBaHuUs, ycTaHoBNEHHble B MOK 61326.
Kpome Toro, npumMeHstoT TpeboBaHus, yCTaHOB/IEHHbIE B MPUIOXEHUN A.

6.5 TepmocToiKkocTb
MpumeHsoT TpeboBaHus, ycTaHoBNeHHble B MOK 61010-1, pasagen 10.

6.6 CTONKOCTb K BO3AENCTBUIO BNarn v XnakocTei

MpumeHsaoT TpeboBaHus, ycTaHoBNeHHble B MOK 61010-1.11.1.11.2 n 11.3.

6.7 3awuTta oT Aecop6GMpoBaHHbIX ra3oB, B3pbiBa ¥ UMNI03UN

MpruMeHsaoT TpeboBaHMs, ycTaHOBIeHHble B MOK 61010-1,13.1 n 13.2.2.

6.8 KOMNOHEHTbI N3MepUTENIbHOrO yCTpOCcTBa

MpumeHsoT TpeboBaHus, ycTaHoBNeHHble B MOK 61010-1,14.1,14.4. 14.5 n 14.6.

6.9 OnpegeneHve paboynx xapakTepucTuk

OnpegeneHve pabounmx xapakTepUCTUK AO/MKHO BbIMOMHATLCSA [0 W MOCNE KaxAoro onpegeneHus
MeXaHN4eCcKoro conpoTuBNeHns yaapy, Bubpauum n cotpsaceHuto (M. 6.10) n 3awmTbl OT BO3AEWCTBUSA TEM-
nepaTtypbl 1 BnaxHocTu (cm. 6.11 n6.12). CooTBeTCTBNE/HECOOTBETCTBME KPUTEPUSAM AO/IKHO ObITb OCHOBA-
HO Ha BNNAHWM BO3AENCTBUIA Ha cuCTeMaTUYeckyto MOrpeLlHoCTb CUCTEMbI 1 MOBTOPAEMOCTb.

Mepep KaxAabiM onpefeneHvem pabounx xapakTepucTuk N3mepuTesb r10KO3bl B KPOBU AO/IKEH ObITb
npuBeAeH K paBHOBECHOI TemnepaType (23 + 2) BC.

Ona onpegeneHns pabounx xapakTepucTuk cnefyet UCNoNb30BaTb PEKOMEHAYEMbI M3roTOBUTENEM
KOHTPO/IbHBIV MaTepuan unm noaxoAsLLyto anbTepHaTuBy.

MoxeT oka3aTbCs 3aTpyAHUTENBHBIM OT/IMYNTL U3MEHUYNBOCTb, BO3HMKAIOLLYIO N0 BUHE obpasua u cuc-
TeMbl PeaKkTUBOB, OT U3MEHUYNBOCTU, BbI3biIBAEMOW KOMMNOHEHTaMMN U3MepuTens. 3To He06Xo04MMO yyecTb Npu
naaHMpoBaHUN NCMbITAHNA 1 pas3paboTke KpUTEPUEB NPUEMKN.

O6pasLbl [O/MKHbI UCMbITLIBATLCSA B COOTBETCTBUM C MOPAAKOM, YKa3aHHbIM B NPOTOKONE.

CpefHAa KOHUeHTpauus r/1oKo3bl U NOBTOPSEMOCTb A0/DKHbI 6bITh paccunTaHbl 40 W NOCMe Kaxaoro
3anpoca, 1 pacxoxgeHue fO/MKHO 6biTb CONOCTABIEHO C KpUTEPUEM MPUEMKN.

a) CpefHAs KOHLEeHTpaums rNioKo3bl: pacXxoXaeHue mexay cpefHei KoHLeHTpauve rniokosbl nocne
3anpoca u cpefHel KOHUeHTpaLmWe roko3bl [0 3anpoca J0/KHO OblTb paccyMTaHo 1 CONOCTaBEHO C KPU-
TepneM NprvemMKn B OTHOLLEHWUN CUCTEMATUYECKOW MOrPeLLHOCTH.
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b) MoBTOpsieMOCTb, KBafpaTHbI/i KOPEHb N3 PACXOXAEHUS MeXay AUcnepcueil noBTopssemMocTu nocse

3anpoca 1 aucnepcueii NOBTOPSIEMOCTM 0 3anpoca, A0/MKHbI 6bITb PACCUNTAHbLI U COMOCTAaB/EHbI C KPUTEPU-
€M NPUEMKN B OTHOLLEHMI NOBTOPSIEMOCTH.

6.10 MexaHun4yeckoe conpoTMBMEHNE yaapy, BU6pauum n coTpssCeHNo

6.10.1 lpoToKON MCAbITAHUA Ha BUGpayuio

BbinonHA0T onpegenexHve pabounx xapakTepucTuk B COOTBETCTBUM C 6.9.

BbINONHAIOT UCNbITaHUE Ha BO3felicTBre BUGpaumii B cootBeTcTBUM ¢ MOK 60068-2-64. 8.3.

Mocne 3aBepLIeHNs BUOGPaLMOHHBIX UCMbITAHUA NOBTOPSAIOT onpefeneHne paboymx XxapakTepucTuk.

MpumeHsoT TpeboBaHKs, ycTaHOBNEHHbIe B MOK 60068-2-64. 8.3.

6.10.2 [pOTOKO/N UCMNbITAHUA Ha nNnajeHue

UT06bl OLEHUTb YAAPONPOYHOCTb NPU NafeHUN, BbINOMHAIOT onpefeneHne pabounx xapakTepucTuk B
cooTBeTCTBUN C 6.9.

BbINOAHAT UcnbiTaHWe Ha nageHune, onpegeneHHoe B MOK 61010-1.8.2. MNMocne 3aBopLUeHMA UChbITa-
HWIA Ha NageHve NOBTOPSAT onpefesieHne pabounx xapakTepucTuk.

MpumeHsoT TpeboBaHuA, ycTaHoBeHHble B MOK 60010-1.8.2.

6.11 lNpepensl BO34eNCcTBMA TeMnepaTypbl Ha npubop

6.11.1 MpoOTOKON UCNbITAHUSA Ha BO3AENCTBME NOBbLILWEHHOW TemnepaTypsbl

BbINoNHAIOT onpegeneHne paboynx xapakTepUCTK B COOTBETCTBUM C 6.9.

MomelaoT Kaxabll M3MepuTesib B repMeTUYECKN 3aKpbITy0 KIMMAaTUYeCKyto Kamepy, Temneparypy
BHYTPUW KOTOPOW MOXHO OTC/IEeXWBaTb.

YBenuuusawT TeMnepartypy BHyTpu kamepsbl A0 (50 + 2) 3C 1 ocTaBnAT Npy 3TO TeMnepartype Ha 8 u
B repMeTUYHOI Kamepe.

M3BnekawT nsmepuTenb U3 KIMMaTUYECKOW KaMepbl 1 falT 0x1aauTbes 4o TemnepaTypsl (23 £ 2) °C.
3aTeM NOBTOPAIOT onpegesieHne pabounx xapakTepucTumk.

[na Takmx cuctem, B KOTOPbIX CUCTEMA PEaKTUBOB ABJIAETCA HEOTbeM/IEMbIM KOMMNOHEHTOM U3Mepu-
TeNbHOro npuéopa 1 He MoXeT ObITb OTAENIeHa OT Hero, YCN0BUA BO3eiCTBMA NOBbILLEHHON TeMneparypsl
[OMKHbI 6bITb OrpaHMyeHbl 40 YCNOBUIA 3KCnyaTalumn, YCTaHOB/IEHHbIX U3rOTOBUTENIEM.

6.11.2 MpoOTOKON UCNbITAHUA NPU NOHWXEHHOI TemMnepaType

BbInonHA0T onpegeneHne paboynx xapakTepUCcTK B COOTBETCTBUM C 6.9.

MomeLlaloT Kaxabli usMepuTelb B repMeTUYecKn 3aKpbITYI0 KNIMMaTUYecKylo Kamepy, TemnepaTypy
BHYTPUW KOTOPOW MOXHO OTC/eXWBaTb.

YBenunuuawT Temnepartypy BHYyTpU kaMepbl A0 MUHYC (20 + 2) °C 1 ocTaBAT Npu 3Tol TeMneparype
Ha 8 4 B repMeTnYHOl Kamepe.

M3BnekalT namepuTenb U3 KIMMaTUYeCKOW kamepbl 1 falT HarpeTbecsa A0 TemnepaTtypsl (23 +2) °C,
3aTeM MOBTOPAIOT onpegesieHne pabounx xapakTepucTumk.

[nsa Takmx cuctem, B KOTOPbIX CUCTEMA PeakTUBOB ABJIAETCA HEOTbeM/IEMbIM KOMMNOHEHTOM U3MepU-
TenbHOro npuéopa 1 He MOXeT ObITb OTAEeNeHa OT Hero, yC/I0BNA BO3AEeCTBUA MOHWKEHHON TemnepaTypbl
[OMKHbI 6bITb OrpaHMyeHbl 40 YCNOBUIA 3KCNyaTal M, YyCTaHOBIEHHbIX U3rOTOBUTENEM.

6.12 MpOoTOKON UCMbITAHUS Ha BO3AeliCTBME BIAXHOCTK Ha o6opyfoBaHne

BbinonHaT onpegeneHne paboymx xapakTepucTuk B COOTBETCTBUU C 6.9.

MomelatoT n3mepuTenb B KaMepy B/IAXHOCTHU.

CTabunnmsnpyroT OTHOCUTENbHYIO B/I&XHOCTb, 6€3 KoOHAeHcaummn o 3HavyeHns (93 * 3) % n Temnepary-
pbl (23 £ 2) °C.

OcCTaBAal0T U3MepuTesb B KaMepe BaXHOCTU Ha 48 u.

M3BnekaloT namepuTesib U3 KaMepbl BAAXHOCTN U faloT NpuUiAiTU B paBHOBECHE [0 JOCTUKEHMS Temne-
patypbl (23 +2) X 1 OTHOCUTENbHON BNaXHOCTN 60 % B TeueHne 15 MUH. 3aTeM NOBTOPSAIOT onpeaeneHne
pabouynx xapakTepucTuk.

6.13 OnpepgeneHne ycnoBuil XxpaHeHUsi U NPUMEHEHUSI PEaKTNBOB

YcnoBus XxpaHeHus U NPUMEHEHWUS CUCTEMbl PeakTWBOB W KOHTPOJIbHOTO MaTepuana [O/HKHbl ObiTb
onpegeneHbl 1 NOATBEPXKAEHbI.
MpumeHsoT TpeboBaHusA, ycTaHOBNEHHbIE B cTaHfapTe EH 13640.
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7 OueHKa aHaIMTUYECKUX XapaKTepUCTUK

7.1 O6wwme TpeboBaHUA

OueHKa aHa/IMTUYEeCKNX XapakTepucTyK fo/MKHA ObiThb BbINO/IHEHA B YACTU CUCTEMbI KOHTPO/IA Ha aTane
NPOEeKTUPOBaHNSA U3roTOBUTENS.

MpumeHsoT TpeboBaHus, ycTaHoBNeHHble B VCO 13485.

OueHka xapakTepucTuK Ao/HKHA BbINOSHATLCA COracHO NMCbMEHHOMY NPOTOKONY. MPOTOKON AOMKEH
3afaBath feTann aKcnepMmeHTa, NpoLeaypbl aHannsa faHHbIX v KpUTepumn NpuemMKu.

B npoTokose Takxe Heo6x0AMMO 060CHOBATL CTATUCTUYECKME pacyeThbl, BKIOYas YNCI0 UsmepuTenei,
eiHNL, peakTMBOB 1 PENNLMPOBaHHbIX 06pa3LoB, a Takke KpuTepun npuemkm.

Bce KOMMOHEHTbI CUCTEMbI, BKOYAA U3MepUTENIbHbIE YCTPOICTBA, CUCTEMbI PEAKTUBOB 1 akceccyapbl,
[O/MKHbI GbITb penpe3eHTaTVBHbIMY B OTHOLLEHWW NPOAYKTa, NpefHasHauyeHHoro A1 npojaxu.

Cnctema MOHUTOPUHTIA TH0KO3bl B KPOBM [O/KHA ObITb OTPErynnposaHa nepef npuMeHeHnemM cornac-
HO WHCTPYKLMSIM M3roTOBUTENA (HanpymMep, C NOMOLLbIO KOAMPOBaHWSA, KOAOBbIX MMNYNbLCOB). Mexay napan-
NenbHbIMY U3MEPEHUSMMN HENb3SA NPOBOANTL NOACTPONKY, €C/IN B MHCTPYKUMAX U3rOTOBUTENS HE OroBopeHa
HacTpolika nepepj KaxablM U3MepeHnem.

Mpoueaypbl KOHTPOSA, PEKOMEHAOBAHHbIE WU3rOTOBUTENEM, [O/DKHbI BbINOSHATLCA Nepep Kaxaoin
OLLEHKOWA.

MpumeyaHune 1— B 7.2u1 7.3 0UeHKM NIAHVPYIOT BbINOJIHEHME BepudMKaLum, KoTopas npegHasHayeHa ans
TOro, Ytobbl y6eanTbCsA, YTO NPOAYKT Crnocob6eH COOTBETCTBOBAaTb TPE6OBAHMAM K MPELM3NOHHOCTU U NPaBU/IbHOCTU.
B paspgene 8 oueHkn npeacTaBnsalOT co60i BanuaauMio Ha aTane NPOeKTUPOBaHWA, Leflblo KOTOPOU SABNSeTCA yBEpeH-
HOCTb, YTO paboune xapakTePUCTUKN CUCTEMbI COOTBETCTBYHOT YCTAHOB/IEHHbLIM TPe6oBaHMAM.

MpunmMmeyaHne 2— YcTaHaBAMBalOT TUMN 06pa3L OB, TPebyeMbIX AN KaXAO0W OLEHKU.
7.2 OueHKa npeuns3mMoHHOCTHU

7.2.1 O6wmne nonoxeHuns

MoBTOPAEMOCTb (CXOAUMOCTb) U MPOMEXYTOUYHAA NPELM3NOHHOCTb J0/MKHbI ObITb OLEHEHbI MO KpuTe-
pusM 3 PEKTUBHOCTH, BbIBEEHHBIM U3 KPUTEPUEB TOYHOCTU cUCTEMbI B 7.3. KpuTepum npuemku AOKHbI
OblTb 3aJ0KyMEHTVPOBaHbI B NPOTOKOE.

AHanus gucnepcun ABAseTCs NpeanoyvTUTENbHbIM CTaTUCTUYECKUM METOLOM, KOTOpPbIA UCMOMb3YIoT,
Koraa Heo6xo4MMO OLEeHUTb MHOrOYMCIEHHbIE DaKTOPbI.

MpumeyvyaHne 1— BOTHOWEHUN O6WMNX NPUHLUMNOB OLEHKN NMPELN3MOHHOCTM MeTofa uaMepeHums cm. (3).

NMprumMeyvyaHne 2— MOXHO NIaHNPOBATb MPOBEJEHMNE SKCMEPMMEHTOB U /151 OLLeHKN BO3AENCTBUS Taknx drak-
TOPOB. Kak pasHble NapTuu, pasHble MaTepuanbl AN 06pas3LoB, pasHble NoMb30BaTENN UM ApYTUe NepeMeHHble (Hanpu-
Mep. BO3eiCTBMe TemnepaTtypbl, BAAXHOCTN).

7.2.2 OueHKa NOBTOPAEMOCTH

7.2.2.1 O6LwWwme NoNoxeHns

MoBTOPAEMOCTb J0/KHA 6bITh OLlEeHEeHa B BUAE NATW 3HAYEHWNI KOHLLEeHTpaLuu r10Ko3bl, pacnpejenen-
HbIX MO UHTEpBasy N3MepPeHUs.

MoBTOPAEMOCTb A0/KHA ObITb M3MEPeHa B TEHEHNE KOPOTKOrO MPOMeXyTka BPEMEHMW, He NpeBbilato-
LLlero ofjMH AeHb/Ha n3MepuTesnb, O4HUM U TEM Xe onepaTopoM, C UCMO/Ib30BaHWEM OAHOr0 UsMepuTens u
peakTMBOB OHOV NapTun. SKCNEPUMEHT JO/DKEH OblTb CNIAHMPOBAH TakvM 06pa3oM, 4TO6bl CBECTU K MUHU-
MyMy BAIUSIHWE HECTabW/IbHOCTU /110KO3bl B Npo6e.

OUEHKY MOXHO BbINOMHATL HA OAHOV NapTum u/vnn ogHOM nonb3oBartene, eCnu faHHble AEMOHCTPUPY-
I0T. 4TO NOBTOPSIEMOCTb CUCTEMbI HE 3aBUCUT OT KOHKPETHbIX MapTuii peakTWBOB W/WIW nonb3oBaTteneii.
B MHOM cnyyae aKCnepuMEeHT AO/HKEH M1aHNpoBaTbCs Takum 06pa3om, YTO6bl OLEHNUTb Takyl 3aBUCMMOCTb
NOBTOPSAEMOCTM OT yKa3aHHbIX (hakTopos.

NMpumeyaHune — B OTHOWEHUN PYKOBOACTBA MO ONPEAESIEHNIO NOBTOPSIEMOCTU METOAa n3mepeHus cm. (3|.

7.2.2.2 Tlpobbl

OueHKy NOBTOPSEMOCTY HEOBX04MMO BbINOHATL HA Npo6ax kpoBu. MpeanouTuTeNnbHON Npoboii Ans
OLLeHKM MOBTOPSIEMOCTMN ABNAETCS BEHO3HAS KPOBb.

Mpo6bl AOMKHBI 6bITb NPUTOTOB/IEHBI U3 BEHO3HOM KPOBM YesioBeka, cobpaHHol B Mpobupku, cogepxa-
LMe aHTMKOarynsiHT, yKasaHHbI B MHCTPYKLMAX N0 NpUMeHeHno. O6bemMHas [015 KPOBSHbIX Tenew, B KPOBU
(remaTokpuT) AOMKHA 6bITL B Nnpegenax 0,35— 0,50 n/n (o1 35 % o 50 %).

Heo6xo4MMo MUcnonb3oBaTh NsiTb NPOG C KOHUEHTpaumWell r1oKo3bl B MHTepBanax, YCTAHOB/IEHHbIX B
Tabnuue 1. KOHLEHTpaLuio r10Ko3bl B Kaukoli Npobe cnedyeT onpeaensTtb, UCNOMb3Ys CUCTEMY MOHUTOPUH-
ra rn0Ko3bl B KPOBU.

"
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Ta6nuua 1— WHTepBasbl KOHLEHTPAUNIA FOKO3bl A/1S1 OLEHKN MOBTOPSAEMOCTH

WHTepBan KOHUEeHTpaums roKo3bl, MMOSL'/T (MrM\a1)

Ot 1.7 po 2.8 (o1 30 go 50)

OT 2.9 80 6.1 (o1 51 go 110)
OT16.2 go 8.3 (ot 111 go 150)
OT 8.4 po 13.9 (o1 151 go 250)

a b W N

OT 14.0 go 22.2 (ot 251 po 400)

KoHueHTpauuio roKo3bl B Npob6ax BEHO3HOW KPOBWM MOXHO perynmpoBaTb NyTeM pasBefeHus npoobl
BO/AHbIM PacTBOPOM [/1H0KO3bl, MPUrOTOBJIEHHbIM Ha 0.9 %-HOM pacTBope COW.

PasbaBneHne He fO/MKHO 3HAYMTENIbHO U3MEHATL MaTpuLy nNpoosl.

MonyuyeHHble Npobbl cnegyeT BblAepXaTb B TeyeHne He MeHee 15 MUH [0 MCNob30BaHWs, 4To6bl Npo-
nsowna nosHas myTtaportauus un 6b1710 4OCTUTHYTO paBHoBecue onTuyeckux D u L nsomepos.

MoxHO f06aBUTb B NPO6Y KOHCEPBAHT, KOTOPbIA He MelaeT U3MEePEHUAM KOHLEeHTpauuun rIoKo3bl
(ranpumep, hTopua MM MoHolioAaLleTaT), B COOTBETCTBUM C PeKOMeHaLnamMn n3rotoButens, B 4ocCTaTou-
HOM 06bemMe, YTOObl CBECTU K MUHUMYMY [IUKOSINS.

YT06bI NONY4YMTb 6OMEE HU3KME KOHLeHTpauuu Ko3bl, AonyckaeTcs cocTapuBaHme npob Kposu C
aHTUKOArynAHTOM, rnokKa cofepxxaHue rnoKosbl He YMEHbLUNTCA [0 XenaemMoro ypoBHs.

7.2.2.3 Cucrema peaxktnsos

Tpebyetca 500 eMHUL, CUCTEMBI PeakTMBOB 13 He MeHee 10 amnyn (NPO6MPOK) MK KOHTEHEPOB.

7.2.2.4 WN3mepuTenbHble ycTpolicTBa

[na oueHkn NoBTOPSAEMOCTM CUCTEMbI MOHVUTOPUHTA [II0KO3bl B KPOBU HEOO6XOAMMO BbIGpaTh He MeHee
10 nsmeputeneii.

7.2.2.5 Tlpouenypa oueHKn

Cnepywouiasa npouefypa ABIAETCA MUHUMAasIbHbIM 3KCMEPUMEHTa/IbHLIM M/IAHOM OLEHKM MoBTopsie-
mocTu. OHa TpebyeT BbIMOMHEHNA KakAbIM n3MepuTenem no 10 namMepeHuii Npo6 B KaXA0M UHTepBasie KOH-
LleHTpaunmn rnioKossbl, NpuBefeHHoM B Tabnuue 1

NMpumeyaHune — MNpouegypy MOXHO MOAMMDULNPOBAaTL, YTOGbl OXBaTUTb HECKO/IbKO NapTuii peakTueoB u/vnn
HECKO/IbKO nosib3oBatesieil.

Mpo6bl AO/MXHBI 6bITb NPUBELEHBI B COCTOSIHE paBHOBECUSA Npu Temnepatype (23 £ 5) °C n nogaepxu-
BaTbCS BO BPeMsi aKCnepumeHTa B npegenax + 2 °C oT cTapToBOW TemnepaTypsbl.

Mpexae 4yem B3ATb KaXKAylo MOPLMIO 418 U3MepeHus, npoby Heo6XoAMMO OCTOPOXHO W TLiaTesibHO
nepemellaTb nepeBopavymBaHmem NpPoobupku.

EAVHMLbI cCTeMbl peakTUBOB cnefyeT 6paTb M3 O4HOW U TOI Xe NpobupKn/ynakoBKU ANS KaKAOrO
n3mepuTens.

a) HymepyoT efuHULbI CUCTEMbI PeakTMBOB (MPOBUPKN/KOHTEHEPBI) ANS KaXKLOr0 n3MepuTens.

b) BepyT efuHMLY CUCTEMbI PEeakTUBOB M3 NPOGUPKU/KOHTEHEpPa U HAHOCAT Ha NPooby.

Pe3ynbTat 3anucbiBatoT.

MoXHO ncnonb3oBaTh NUNETKY 419 NepeHoca (T.e. pasHble MepHble NMneTkun), obecneunsatoLLyto nepe-
HOC 06BbeMOoB Npobbl B Npejeniax PeKoMeH4yeMoro U3rotoButenemMm MHTepsana, Ytobbl UMUTUPOBATL CTaH-
LapTHoe HaHeceHue npoobl.

c) MosTopstoT aTan b) ewe 9 pas, NUCNOMb3YyA OAUH W TOT Xe U3MepUTerb.

d) Wcnonb3ys ogHy 1 Ty e npoby, MOBTOPSOT 3Tanbl b) 1 C) ¢ kKaXabiM U3 9 OCTaBLUMXCA n3MepuTenei

1 NPOGUPOK UNN KOHTeHepoB. 3TO pesynbTaTbl Bcex 10 n3mepeHuin Ha Npoby Ha nsmepuTens.

e) bepyT cnegyouyto npoby n NOBTOPAT aTansl a)—d).

f) PaccuuTbiBalOT cpefiHee 3HaueHne, cTaHAapTHOe (CpefHekBapaTMyeckoe) OTKIOHeHE 1 Koadhhu-

uneHT Bapuauum (CV = KB) ana kaxgoro nsameputens no 10 nsmepeHuam.

A) PaccumTbiBatoT obLyee cpefHee, COBOKYNHYHO ANUCTNEPCUIO, COBOKYNHOE CTaHAapTHoe (CpefHekBag-

patnyeckoe) oTknoHeHne (Ha 95 % [0BepUTENBHOM MHTEpPBase) U COBOKYNHbIA CV.

NMpumMeyaHne — CTaHfapTHOe OTK/IOHEHUE 1 CV ABNAAIOTCA KPUTEPUSMU NOBTOPSEMOCTHU.

DKCNEepPUMEHT MOXHO CM/aHMpoBaTh TakMuM 06pa3oM, YTOGbl MOJYUUTb CTAHAAPTHOE OTK/IOHEHWE
NOBTOPSIEMOCTH, a TakKe Apyrve CocTaB/sol e AuCnepcum nyTeM aHanmsa aucnepcum BMecTo aTanos f) u g).
ANVKBOTbI [O/KHbI OTGMPATbCA OT KaXzol Npob6bl HEMOCPEACTBEHHO Nepe NepBbiM U3MEPEHUEM U
cpasy Xe nocse nocfiefHero u3MepeHusl, BbINo/IHAEMOro CUCTEMO MOHUTOPUHTA T/1H0KO3bl B KPOBU (MUHU-
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MyM B napasifie/isHOM pexume) B COOTBETCTBUMN C BbIGPAHHON N3rOTOBUTENEM WM MOCTOSAHHO AeliCTBYIOLL el
npoueaypoit u3MepeHus.

Ecnu aTn pe3ynbTaThl 4EMOHCTPUPYIOT BO3AelCTBME Apeiida Ha OCHOBe NpeABapuTesibHO onpeAeneH-
HbIX KpUTEPWEB CTabUIbHOCTW [HanpymMep, 3MeHeHne Mexay nepebiM 1 NOCNeAHUM pesynbTatamu 6onee
4 % npu cofepxaHuu rnokosbl 6onee 5.5 mmons/n (100 mr/gn), wnm 6onee 0,22 mmonb/n (4 mr/gn) npu
cofepXxaHuu rkKo3sbl, 6onee nin pasHom 5.5 mmonb/n (100 mr/gn)). To pesynbTaThl 4719 AaHHOW Npoo6bI
Hesfb3s UCMO/b30BaTh U BCE N3MepeHus 415 3TOl Npobbl HE06X0AMMO NOBTOPUTb.

7.2.3 OueHKa NPOMEeXyTOUYHON NpeLn3noHHOCTH

7.2.3.1 O6wue nonoxeHns

MpoMeXyToUHY0 NPeLn3NOHHOCTb HEOO6XOAMMO OLEHNTb A5 TPEX KOHLEHTPaLiA [TH0KO3bI.

OueHka gomkKHa 6bITb NosyYeHa 13 n3MepeHuii NPeLM3noHHOCTU B HOPMasbHbIX YCI0BUAX NPUMEHe-
HWA, T.€. OAHUM OTAENbHbIM NO/Ib30BaTeNEM, B TEHEHNE HECKOIbKMX AHE, C UCN0b30BaHMEM OAHOM0 M TOr0
Xe U3MepuTens N cucTembl peakTUBOB OfHON napTun.

OueHka A0/MKHA BbINOHATLCS A1 HECKOMbKUX M3MepuUTeneil 1 pasHblx NoNb3oBaTenein B TeUeHne He
MeHee 10 fHeil.

OUEHKY MOXHO BbINO/IHUTL Ha OAHOWN NapTUW, ecnu AaHHble NMPoAEMOHCTPUPOBAN, YTO MPOMEXYTOY-
Hasa NpeLu3noHHOCTbL (BK/IOYaA NOBTOPSEMOCTb) He 3aBMCUT OT MapTuM peakTuBOB. B NpoTMBHOM cryyae
Heo6Xx04MMO MCNOMb30BaTb HECKOMLKO NMapTUil U NNaHMpoBaTb SKCMEPUMEHT UCXOAS U3 U3MEHSEMOCTM OT
napTum K naptuu.

NMpumMeuyaHne — B OTHOWEHNN PYKOBOACTBA MO OMpeAesieHnto NPOMeXyTOUHOM NPeLyM3noHHOCTU MeToaa U3s-
MepeHus cMm. (9).

7.2.3.2 Tpo6ebl

OLEHKY NMPOMEeXyTOUYHON NPeLn3NOHHOCTU HEOOXOAMMO BbINOMHATL C KOHTPOJ/IbHBIMU MaTepuanamu.

MpepnoyuTUTenbHBIMM NPO6aMK ABASITCA KOHTPO/IbHbIE MaTepuasbl, NpefocTaBnsemMble N3rotToBuTe-
nem. AnbTepHaTUBHbIE KOHTPO/IbHbIE MaTepuasnbl MOXHO UCMOMb30BaTb, ECIM OHU YTBEPXAEHbLI AN NpUMe-
HEHWA U3roToBUTENIEM CUCTEMbI MOHUTOPUHTA F/T0KO3bl B KPOBU.

KOHTponbHbIE MaTepran Heo6XxoAMMO FOTOBUTb B COOTBETCTBMU C MHCTPYKLUMSAMU MO MPUMEHEHUIO.
CTtabunbHOCTb NPO6 B TeYeHre nepuoa BbIMONHEHUS OLEHKM A0/KHA OblTb NOATBEPXAEHA.

Heobxo4MMo Mcnonb30BaTh TPU NPOObI C KOHLLEHTPaLUMAMY [1I0KO3bl B MHTEpBanax, ykasaHHbIX B Tab-
nvue 2. KoHueHTpauus rioko3bl kaxaol npobbl fo/mkHa 6biTb onpegeneHa ¢ NOMOLLb CUCTEMbI MOHUTO-
pWHra rKo3bl B KPOBMU.

Tab6nwunya 2 — VHTepBanbl KOHLUEHTPALUN [/THOKO3bl A1 OLLEeHKN HpOMe)KyTOHHOﬁ npeun3anoHHOCTN

VHTepBan KOHLeHTpaums rnoKo3bl, MMOJIL/N (bINaT)
1 Ot 1.7 po 2.8 (ot 30 go 50)
2 Ot 5.3 no 8.0 (o1 96 go 144)
3 OT 15.5 go 23.3 (oT 280 go 420)

7.2.3.3 Cucrtema peakTusoB

Heobxoanmo nccnefosatb NapTuio KM YacTb NapTuK. Ecan He nMmeeTcsa NOIHOV NapTumn, Heo6XoAMMO
3anucatb B NPOTOKO/I, YTO KCMO/Ib30Basiach YacTb NapTuK, a Takke cTatyc matepuana.

Tpebyetca 300 eguHUL, CUCTEMbI PEaKTMBOB U3 He MeHee 10 Npo6MpPOK WK KOHTEHEPOB.

Ecnn ucnonb3yetca HeCcKONbKO NapTuii, 3KCMepUMeHT HeobX0AMMO ChiaHMpoBaTb TakvuM 06pasom,
4yTO6bl BCE pe3ynbTaTbl OT OAHOrO0 U3MepuUTeNns BblAN NOoMy4YeHbl C UCMO/Ib30BAHMEM CUCTEMbI PeakTUBOB
OQHOW U1 TOW Xe napTuu.

7.2.3.4 Vi3meputenu

[ns OueHKM NPOMEXYTOYHON MPeLn3noHHOCT CUCTEMbI MOHUTOPUHIA F/1H0KO3bl B KPOBM HEO6X0ANMO
BblGpaTb He MeHee 10 namepuTeneil.

7.2.3.5 Tpoueaypa oueHku

Cnepyiwouas npoueaypa npegcrasnseT co60i MUHUMASbHBIV NaH SKCNepuMeHTa 415 OLeHKu npomMe-
XXYTOUYHOW NPEeun3NoHHOCTU B TeYeHNe HeCKONbKuX AHel. MnaH TpebyeT BbINOHEHUS OHOr0 U3MEPEHUS B
ZeHb Npobbl B KaXA0V KOHLLEeHTpaLum r/110K03bl B COOTBETCTBUM C Tabnuueli 2 B TeyeHve 10 aHen ans kaxgo-
ro n3 10 nsmepurteneii.
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Mpoueaypy MOXHO MOANMULMPOBATL, YTOOLI NCNO/b30BaTb HECKO/IbKO NapTWil peakTUBOB.

EAVHMUBI CUCTEMbI PEakTUBOB A1 KaXAoi npobbl Heo6xoaMMO 6paTb M3 OAHON U TOW Xe npobup-
Kun/KoHTeliHepa.

a) OnpegensaoT NPo6UPKY/KOHTEHEP eAVHUL, CUCTEMbI PEAKTUBOB A1 KaXA0ro nsMepuTens.

b) BepyT eAnHULY CUCTEMbI PEAKTUBOB M3 KaXKA0W NPOGUPKU/KOHTEHEPA U HAHOCAT Ha NpPoby.

PesynbTat 3anucbiBatoT.

MOXHO ncnonb3oBaTh NUNETKY 4719 NepeHoca (T.e. pasHble MepHble NMNeTkn), obecneumsaloLLyto nepe-
HoC 06BbeMOB Npobbl B Npegenax pekoMeH4yeMoro U3rotoBuTesieM MHTepeasna, YTobbl UMUTUMPOBATL CTaH-
JapTHOe HaHeceHue Npoobl.

c) MoBTopstoT 3Tan b) 4Ns KaXxaoi npoo6bl.

d) MosTopsAT 3Tanbl b) 1 ¢) 0ANH pas3 Kaxabli AeHb Ha KaXA0M U3 feBATW OCTaBLUMXCA n3meputeneii n

nNPo6bMpoK UIN KOHTelHepoB Bcero B TeueHne 10 gHeld. [na Kax[oro nsmMepuTenbHOro ycTpoicTsa B

TeyeHne BCero nepuoga OLeHKN NCMOMb3YIT OAHY U Ty Xe Npobupky/KOHTeliHep.

e) PaccuuTtbiBatloT cpefHee 3HauyeHue, ctaHAapTHoe (cpegHekBagpaTUieckoe oTkIoHeHne) 1 koaddu-

uneHT Bapuauun (CV) gnsa Kaxaoro naMepuTenbHOro yctpoictesa no 10 nsmepeHumsam.

f) PaccuutbiBaloT 06Lee cpegHee, COBOKYNHOe CTaHAapTHOe (CpefAHeKBagpaTuyeckoe) OTK/IOHEeHue

(Ha 95 % [JoBepuTESIbHOM WHTEpBasie) U COBOKYMHbIi CV. CTaHgapTHoe (CpefHekBaapaTuyeckoe)

OTK/IOHEeHNe 1 CV ABAATCA KPUTEPUSMU MPOMEXYTOUYHON NPELU3NOHHOCTU OTAEe/bHOl CUCTeMbl B

TeyeHne HeCKOMbKNX AHEN.

Ecnn oueHka BkIOYaeT HECKONbKO MapTwuidi W/WAM HecKosbko Nosb3oBaTtesieli, MOXHO onpegenvTb
U3MEHAEeMOCTb OT NapTUM K NapTuu 1 OT NONIb30BaTE 1A K N0/Ib30BaTe/I0, a Takke MPOMEXYTOUHYH NpeLnsm-
OHHOCTb [/17 OAHOr0 N3MepuTens.

7.2.4 AHanus3 gaHHbIX ¥ NpefcTaBneHne AaHHbIX 419 NOBTOPAEMOCTM Y MPOMEXYTOUYHO
LM3NOHHOCTM

CtaHgapTHoOe (cpegHekBaapaTnyeckoe) OTKI0OHEHME 1 KO3 ULMEHT Bapuaunm Ana noBTopsaeMocTu 1
NMPOMEXYTOUYHOM MPEeLM3NOHHOCTN JODKHBI 6bITb pacCUYMTaHbl C MOMOLLbIO MOATBEPXAEHHbIX 4OKYMEHTaIbHO
cTaTUCTUYECKUX METOAUK. AHANU3 AUCnepcumn aBaseTcsa npefnovytuTenibHbIM METOA0M pacyeTa NMpoMexy-
TOYHOI NPeLn3NOHHOCTK.

Heob6xo4umo coo6WMTL cneayoLLyo nHopMaLmio:

a) KOHLEHTpauuo r/1oKo3bl B KaX4oi npobe:

b) cpefHee 3HauyeHue 13 HabAaeMbix pe3ynbTaToB KOHLEHTpaLUy FNoKo3bl ANS KaKA0N Npobbl;

C) cTaHgapTHoe (cpeAHekBagpaTvyeckoe) OTK/IOHEHMe noBTopsiemMocTn (Ha 95 % poBepuTelbHOM

nHTEepBasne) n koadpuumneHT Bapraummn (CV) ansa Kaxaolk KOHLEHTpaLMn r1ioKo3bl Bbilwe 4,2 MMOb/N

(75 mr/gn) n ctaHgapTHoe (cpeAHekBajpaTnyeckoe) OTK/I0OHEeHWe noBTopsiemMocTu (Ha 95 % posepu-

Te/IbHOM MHTepBarsie) 4715 KaXA0W KOHLEeHTpaunuy rko3sbl Hke 4.2 mmonb/n (75 mr/an):

d) npomexyToyHOoe cTaHAapTHoe (cpefHekBajpaTuyeckoe) oTKoHeHue (Ha 95 % [oBepuTeNlbHOM

UHTepBasne) u koacpcpuuneHT Bapmauyun (CV) ANs Kaxoi KOHLEeHTpaLmWmn r1oKo3bl Bbiwe 4,2 MMO/b/N

(75 mr/gn) v ctaHgapTHoe (cpedHekBagpaTuyeckoe) oTknoHeHne (Ha 95 % foBepuTebHOM MHTepBa-

ne) ANs Kaxefon KOHLEeHTpaLmmn rKo3bl Huxe 4,2 mmons/n (75 mr/an);

e) KpaTtkvue cBefieHuns o Bbibpocax (PyKOBOACTBO MO ONpefesieHnto Haimumsa BbIGPOCOB NprBELEHO B

[12] n [13]), onpefeneHHbIX N UCKTYEHHbIX U3 CTATUCTUYECKOro aHanusa, BKYas MeTof ngeHTudu-

Kauum n pesynbTaTbl UCCNeA0BaHNA:

f) ccbinky Ha MeToAbl CTAaTUCTUYECKOTO aHau3a.

7.3 OueHKa TOYHOCTU CUCTEMBI

7.3.1 TpeboBaHus

7.3.1.1 O6wMme NonoxeHns

TOYHOCTb CUCTEMBI A0/KHA OLeHMBAaTbLCA Ha He MeHee YyeM 100 pas/inyHbiX CyObekTax B Te4eHne He
meHee 10 aHei. OueHKa fo/MKHA BbINOHATLCA B (hakTUUECKMX YCNOBUSX NPUMEHEHNS Takum 06pa3omM, 4To-
6bl BK/TOYUTbL BANSIHUE CUCTEMaTuyeckoii norpewwHocTu (bias) v cnyyaliHoii norpewHocTy (inprecision), koTo-
pble MOryT BHOCUTbCS OTAE/IbHbIMY MOMb30BaTENSAMMU.

OTAenbHble U3MEPEHUSA CUCTEMbI MOHUTOPUHIA T/TH0KO3bl B KPOBU [0/HKHbI COMOCTaB/ATLCA C ONOPHbI-
MV 3HAYEHUAMUN KOHLEHTPaLMK [N0KO3bl, OnpeAeieHHbIMN C NOMOLLbI0 METOAMKN U3MEPEHUSI 3roTOBUTENSA
(T.e. BbIOPAHHOW U3roTOBMTEIEM MM NOCTOAHHO AeNCTBYIOL e MEeTOANKA U3MEPEHNS, WU C MOMOLLbIO VHOW
YyTBEPXAEHHON METOAMKN N3MEePEHUs, KOTopasi NPOAEeMOHCTPYpOBaia PaBHOLLEHHbIE pe3ynbTarThl).

CTaHfapTHbI MeTog, N3MEePEHUs /1H0K03bl (Hanpumep, B 60/1bHMLE UM ambynaTopHO B KVHUYECKO
nabopaTtopun), KOTOPbI yTBepXeaeH A5 onpeaeneHns NpeLu3MoHHOCTU U NPaBUbLHOCTU NyTEM COMOCTaB-
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nemus ¢ BbIbpaHHO N30TOBMTE/IEM WM NOCTOSHHO AeliCTBYOLL el MeTOANKOM N3MEPeHNs, MOXHO UCMNO/b30-
BaTb /19 HA3HAYEHMNS OMOPHbIX 3HAYEHWIA.

Moapo6Hoe onucaHve meToAa W3MEPEHWUs, UCMOMb30BAHHOIO AN1A ONpeAesieHNs 3HavYeHuid, Bkovas
ero npocnexuBaemMocTb Wunu paBHOLEHHOCTb, HE06XOAUMO BHECTU B MPOTOKO/I.

7.3.1.2 Tpobbl

OueHka TOYHOCTU CUCTEMbI J0/TKHA GbITh BbIMOSIHEHA HAa He MeHee YeM 100 npobax cBexei kanunnsap-
HOI KPOBM, Kaxaas M3 KOTOPbIX AO/KHA 6biTb B3ATa B AOCTATOYHOM 06bEME, YTOObI NPOBECTW M3MepeHune
ABYMSI U3MEPUTENSAMU W. KAK MUHUMYM, B NapasfieslbHOM pexume, ¢ NOMOLLbI0 METOAUKA N3MEPEHUS N3TOTo-
BUTENS.

KpuTepun ncknioyeHus, Takme kak 06 beMHasn [0N5A KPOBAHbIX TeseL, B KPOBU (TEMOKPUT). AO/KHbI 6a3m-
poBaTbLCA Ha UHCTPYKLUMAX N3rOTOBUTENA MO NPUMEHEHUIO.

Mpo6bI KANMNNSPHONM KPOBM AO/MKHbI ObITh COBPaHbl NyTeM NPOKoa KOXU (HanprMep, Ha KOHYMKe nasib-
La), NoAroToBneHbl 1 06paboTaHbl COrNMACHO MHCTPYKLMAM MO NPUMEHEHUIO, BKAOYas npefBapuTenbHyo
06paboTkKy Npobbl, ecnun Tpebyetcsa. CnegyeT UCNOJb30BaTb KOHTEVHEPLI C Npo6amu, npejHa3HaveHHble 45
c6opa KanunnsapHoi KpoBw.

B HekoTopbIX cnyvyasx MoXeT NoTpeboBaTbCA BTOPOI NPOKO KOXM, YTOGbI NOAYYnTb NPO6bI AocTaTou-
HOro o6bema A/19 BbINO/IHEHNA NPOrpammbl.

MoxeT oka3aTbCs 3aTPyAHUTENbHBIM MOMyYeHNe OCTATOYHOrO Yncna Npoo6 CBeXet KanunasapHoi Kpo-
BW C OYEeHb BbICOKOW M OYEHb HU3KOWN KOHLEHTPaLUSAMM [MI0KO3bl. B Taknx cnyyasix MOXHO NPYMEHUTb n3me-
HEeHHble Npo6bl KanmuAMSPHON KPOBM, B KOTOPbIX KOHLUEHTpauWs [/0KO3bl MOBbIWEHA WM MOHWXeHa
MNCKYCCTBEHHO (CM. HUXeE).

KoHUeHTpauumn rioko3sbl AO/MKHbI pacnpefenaTbecs B AnanasoHax, yCTaHOBAEeHHbIX B Tabnuue 3. KoH-
LeHTpauuy rnoko3bl Heo6xo4MMOo onpeaensiTe C MOMOLLbI CUCTEMbI MOHUTOPUHIA [/1I0KO3bl B KPOBU.

Kak To/ibKO kaTeropusi KOHUEeHTpaLumm 3anosiHeHa, K Heil Henb3sA f06aBNATb 60bLIe Npo6.

Ta6nuya 3 — KOHUEHTPaLMK [/110KO3bl a Npo6ax /151 OLEHKU TOYHOCTU CUCTEMbI

MpoLeHT npob. % KOHUeHTpauus riioko3bl, MMOsb.'1 (Mr/g)
5 MeHee 2.8 (MmeHee 50)
15 OT 2.8 o 4.3 (o1 50 go 80)
20 OT4.4 po 6.7 (o1 80 go 120)
30 OT 6.7 go 11,1 (ot 120 go 200)
15 Ot 11.2 go 16.6 (ot 201 po 300)
10 OT 16.7 go 22.2 (o1 301 po 400)
5 Bonee 22,2 (6onee 400)

LN KOHUeHTpaumii roko3bl oT 2.8 o 22.2 mmosnb/n (o1 50 o 400 mr/an) Heo6xo4MMO NCNob30BaTh
TO/IbKO HEM3MEHEHHbIe NMPOo6bl KANUANAPHON KpoBW. Ecn Heo6xo4MMOo NonyynTL 4OCTATOYHO Npob B Anana-
30He 6o/lee HU3KUX WU 60siee BbICOKUX KOHLeHTpaLMWil, KOHLEeHTpaLumMIo F0KO3bl MOXHO OTperynnpoBsaTb
cnefyowmm o6pasom:

- Y106bI MONYYMTb AONOMHUTENbHbIE MPOGLI C KOHLEHTpauueli roko3bl MeHee 2.8 MMoNb/n (MeHee
50 mr/gn). npo6bl KanuNspHol KPoBK cnepyeT cobpaTb C COOTBETCTBYHOLLMM aHTUKOArY/IAHTOM U MHKY6BUpo-
BaTb AN1A TMAPONU3a [/0KO3bl. YCNOBMUA WHKy6auun (Hanpumep, TemnepaTtypa) AnA nosyyeHus npob,
COBMECTUMbIX C CUCTEMOM (Hanpumep, 6e3 remonunsa), AO/KHbI ONpeaensaTbCA U3roTOBUTENEM.

- Y106bI NONYYNTb AONONHUTENBHbIE NPOGLI C KOHLEHTpaumeii rnokosbl 6onee 22,2 mmonb/n (6onee
400 mr/gn), npo6bl KanWIIAPHOW KPOBU criegyeT cobpaTb C COOTBETCTBYIOWMUM aHTUKOAryISHTOM, a 3aTem
[06aBUThb [/1HOKO3bI.

- Heobxoaumo noaTBepanTb KOMMYyTabenbHOCTb NPO6 C OTPeryIMPoBaHHON KOHLeHTpaumeii ¢ oueHn-
BaeMoi cnuctemoil.

OT kaxaol Npo6bl He06X0AMMO B3ATb a/IMKBOTY HEMOCPECTBEHHO NMepej NepsBbIM 1 cpasy xe nocne
nocnefHero U3MepeHns Ha CUCTEME MOHWUTOPUHra [/10KO3bl B KPOBU A1 Napasifie/lbHOr0 U3MEepPeHus ¢
NMOMOLLbI METOAUKN U3rOTOBUTENS.

Ecnn meToavka nsamepeHus He paspaboTaHa A48 nNpob KpoBM U He 3a4aeTcs npouefypa ocaxieHus
KNeToK, a/IMKBOTbI MPO6LI cnefyeT ueHTpudyrnposatb npu 1000 g B TeyeHne 10 MuH. cpasy nocne 3abopa,
4YTOObI NOYYUTb CbIBOPOTKY (M1a3my).
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7.3.1.3 Cucrtema peakTnsoB

Heob6xoaumo nccnefosatb BCIO NapTUO UK YacTb NapTUn eguHnL, CUCTEMbI peakTMBOB. Ecnun He nve-
eTcs MapTuu LesIMKoM, He06X04MMO BHECTU B MPOTOKO/ UCC/IeAyeMyt0 YacTb NapTumn 1 cTaTyc Matepuana.

TpebyeTtcs 200 eAMHUL, CUCTEMbI PEAKTUBOB U3 He MeHee 10 Npo6upok unu koHTeliHepoB. Heo6xoanmo
UMETb JOMOJIHUTE bHbIE €AVHULbI OT TOW Xe camoii NapTun ANS BbIMO/IHEHUS ONOMHUTE bHbLIX U3MEPEHN,
no Heo6xoANMOCTH.

MOXHO Mcnonb3oBaTb OAHY NapTUO efMHUL, CUCTEMbl PEakTUBOB, €CNN XapakTepusyLlmne AaHHble
rnokasasim, YTO U3MEHYMBOCTb OT NAPTUX K NapTUM ABASIETCS MUHUMAa/IbHbIM UCTOYHMKOM 06LLeli NI3MEHUYMBOC-
M. BNpoTUBHOM cnyyae B OLLEHKY TOYHOCTU CUCTEMbI HEOOXO0AMMO BK/IHOUUTHL HECKOJIBKO NapTuii peakTUBOB.

7.3.1.4 N3meputenu

YT06bl CBECTU K MUHUMYMY MPOMEXYTOK BPEMEHWU MeXAY napasfiefibHbiMU U3MEePEeHUs MU, MOXEeT
notpeboBaTbCs UCMOb30BaHNe 60nee 04HOr0 usmMepuTens Ha cybbekT. MNpoueaypa, usnoxeHHasa B 7.3.2,
npeanonaraet, YTo Kaxkablii CyObEKT NCNOob3yeT ABa U3MepuTens.

Ecnu ncnonb3yetcs 6onee gByX naMeputesnen, UX MOXHO YepefoBaTh B XO4€e 3KCNeprMMeHTa Tak. 4To-
6bl KaXAbIM U3MepuTeneM U3MepsIoCh paBHoe Yncno npoo.

MpumMeyaHwne — YBennyeHne yucna I/I3MEpI/ITeI'IeI7I B 3KCNepuMeHTe yMeHbllaeT KOHKPeTHOEe BJ/IMAHUE KaXao-
ro usmeputens (CUCTeMaTUYECKYO MOTrPeLHOCTb), HO MOXET YBENYNTbL U3MEHSEMOCTb B pe3y/ibTaTe M3MEHSeMOCTU OT
n3mMepuTensa K nameputesnito (NPoMexyToyHas Npeun3noHHOCTb).

Ecnvn ofiuH 1 TOT Xe nsmepuTenb UCNOMb3YeTCs pasHbIMU Cy6bekTamu, MOXeT NoTpeboBaTbCA NPOMbI-
BaHWe npubopa, 4Tobbl N3bexarb NepeHoca NaToreHHbIX MUKPOOPraHn3MoB KPoBU. PekoMeHAayeTCs, YToOb!
N3roToBMTENIN YTBEPAWUIN NMOAXOAALLYI0O METOANKY NMPOMbIBAHUA U BKAYMAN MHGOPMaLMI0 06 3TOM B cnpa-
BOYHWK Nosib30BaTens.

7.3.1.5 OkpyxatwLme ycnosus

M3mepeHunsa ¢ NOMOLL b0 CUCTEMbI MOHUTOPWHTA F/TH0KO3bl B KPOBY CreAyeT BbINOAHATL NPU TeMnepary-
pe (23 +5) °C.

MN3mepeHne Npob KanunnspHoi KPOBM C MOMOLLbIO CUCTEMbI MOHUTOPWHTIA F/THOKO3bl B KPOBU Mpenumy-
LLLeCTBEHHO BbIMOMHAETCA NPV ambynaTopHbIX MCCNeA0BaHUSAX Y NaLneHToB, CTpaAatoLLnX caxapHbiM fguabe-
TOM. WU B 6ONBbHUYHBIX ycnoBuax. ViHTepsan Temnepatyp + 10 °C oxBaTbiBaeT konebaHusa oKpyxarLei
Temnepatypbl, 06bIYHO NPOUCXOAALLME B 3TUX MecTax.

7.3.2 Tpoueaypa oLeHKU

Cnepgywouias metoguka ABAseTcsa MUHUMasIbHbIM M1aHOM 3KCNepUMeHTa A5 OLEeHKN TOYHOCTU cucTe-
Mbl. OHa TpebyeT He MeHee 100 CyObLEKTOB C KOHLEHTpauusMK [/10KO3bl B KPOBW, pacnpefesieHHbIMK no
WHTEpPBasy M3MepPeHNs B COOTBETCTBUM € Tabnuuei 3.

Takas meTofuka MOXeT 6bITb NpucnocobneHa Ana uccnefoBaHa peakTMBOB HECKOSTbKUX NapTuid.

[ns kaxgoi npobbl e4MHULLBI CUCTEMbI peakTUBOB cneayeT 6paTb U3 OfHOW 1 TOI Xe NPoBUPKN/KOHTER-
Hepa.

OTtanbl a)—f) cneayeT BbINOAHATL 415 KaXKA0M Npoo6bl.

a) MpucBauBaloT HOMepa Npobupkam Uan KoHTeliHepaM (Hanpumep, oT 1 go 10).

b) MonyuyaloT Npoby cBexel KanuaASpHOWA KPOBM NyTEM NPOKOa KOXW.

c) BepyT anukBoTy Npobbl AN HE MeHee [BYX Napasfie/lbHbiX U3MEePEeHUn KOHLEHTpaLmMmn rNoKo3bl C

MOMOLLbI0 METOAVKN U3MepeHnsa n3rotosutens. Ecnv ata metoavka npegHasHadyeHa ans npob nnas-

Mbl, HEO6XO0ANMO ANA KaXAOW NPOo6bl BbIMONHWUTL NpoLefypy NPUroTOBAEHNUA Nas3Mbl (Hanpumep, LeH-

TpudpyrnposaHue npu 1000 g B TeyeHne 10 MUH, 4TOObI OCaAUTbL KITETKM).

d) BepyT ABe eAnHWLbI CUCTEMbI PEAKTUBOB U3 NPobupku/konTeiHepa HoMep 1 1 U3MepstoT KOHLEH-

Tpauuio r1Ko3bl B Npobe, cnonb3ys ABa n3meputens.

Mpo6bl cnefyeT HAHOCKTbL Ha eAMHULYY CUCTEMbI PEaKTVBOB OAMHAKOBbLIM CMOCO60M B COOTBETCTBUM C
WHCTPYKLUMAMUN M3roTOBUTENS (Hanpumep, HeNOCPeACTBEHHO U3 MPOKo/a KOXW cybbekTa). Ecav npumeHsoT
npo6bl C OTPEryIMpoBaHHON KOHLEHTPaLMen rioko3bl B COOTBETCTBUM € 7.3.1.2, UX HAHOCAT TakMMm Cnoco-
60M, 4TOObI UMUTUPOBATL METOANKY, YCTAHOBNEHHYIO B UHCTPYKLMAX U3rOTOBUTENSA NO MPUMEHEHUIO, NPUHK-
Mas B pacyeT BO3MOXHble BO3AENCTBUA, Takne kak Temneparypa npobbl. MeHsT npobupku/koHTeHepbI
yepes Kaxgple AecAaTb Cy6GBLEKTOB M 06ecneynBaloT, YTO6bl B OLLEHKE VCNO/b30Ba/IMCh eANHULIBI CUCTEMBbI
peakTVBOB U3 BCEX NPOOGUPOK. Pe3ynbTaTbl 3anncbiBaloT.

e) MoBTOpAT aTan ¢), 4Tobbl NONYYNTbL BTOPOV pe3ynbTaTt Mo MeToAuKe U3MepPeHNs U3roToBuTens.

f) OueHuBaloT pesynbTatbl N0 METOAMKE U3MEPEHWUS U3rOTOBUTENS, YTOObl NPOBEPUTHL CTAbWUIBHOCTb

npoo6bl.

Ecnun aTn pesynbTathl 4EMOHCTPYPYIOT BO3AelicTBME Apeiicha Ha OCHOBE NpeABapuTesibHO OnpeaeneH-
HbIX KpUTEpUEB CTAbUNBLHOCTU (HanpuMep, U3MEHeHNe Mexay NepBbiM 1 NocnefHUM pesynbTatamu 6onee
4 % npu cogepxaHun raoko3bl 6onee 5.5 mmons/n (100 mr/gn) unu 6onee 0,22 mmonb/n (4 mMr/gn) npu copep-
XaHUU rNKo3bl, 6osee nnn paBHoMm 5.5 mmonbs/n (100 mr/gn). To pesynbTaThbl 419 AaHHOTO cy6bekTa Henb3s
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ucnonb3osatb. bpakoBaHHy NPo6y HE06X04MMO 3aMeHUTL APYro NPo6oii B TOM e camMOM MHTepBasie KOH-
LeHTpaLuuii rioKo3sbl.

KpnTepun gpelidha cnefyet OTHECTU K MPOMEXYTOUYHOW NPeLu3NOHHOCTM MeTofa u3MepeHuns. Ecnm
KpUTEpUM CANLLKOM CTporue, 6yaet oTOpOLLEHO CIMLLKOM MHOTO NPo6. ECnn KpUTEpUU He XecTkne, KaxyLlas-
C HeonpeAenieHHOCTb MeTOAMKN n3Meperus byeT 3aBbllleHa.

n0) MonyyaloT Npoby OT cnepytolero cyébbekrta 1 NoBTOPSAIT 3Tanbl by—f).

7.3.3 AHanu3 gaHHbIX 1 npegcTaB/ieHne TOYHOCTU CUCTEMbI

7.3.3.1 O6wue nonoxeHns

Pe3ynbTatbl JOMKHbI ObITb HAHECEHBI Ha rpadivk U NpoaHaIN3MpoBaHbl C MOMOLLbIO O4HON N3 MeTOAUK,
OMUCAaHHbIX HUXeE.

Heobxo4MMo coobLWNTbL CneayoLLyo nHopmauuio:

a) oblee YMcn0 NpoaHaIM3NPOBaHHbIX NPOo;

b) AManas3oH KOHLEHTpaLMWi rnoKo3bl;

c) rpaduk faHHbIX;

d) cBOAKY A@HHbIX CTATUCTUKM C AOBEPUTENBHBIMU UHTEPBAAMU:

e) KpaTkue cBefieHus 0 Bbibpocax (PYKOBOACTBO MO ONpeAeNeHNto Hanmuns BbIGPOCOB NpUBEAEHO B

[12] v [14]). onpeAeneHHbIX N UCKTIOYEHHbIX N3 CTATUCTUYECKOrO aHanm3a, BKIYas MetTos naeHtndm-

Kauum n pesynbTaTbl UCCIeA0BaHUS.

[JlaHHble BbIOGPOCOB MOXHO He NCKNoYaTb U3 Habopa faHHbIX, KOTOpble UCMONb3YIOT AN1A onpeaeneHus
MUHUMasIbHOW npuemnemoli TouHocTh (7.4.1). HO UX cnefyeT UCKMYUTL M3 pacyeTa CTaTUCTUYeCcKMX napa-
MeTpPOB. 4YTOObI N36exaTb NCKAXEHUS CPeAHero 3HauyeHna pacnpefesieHns n oLeHoK gucnepcumn. Boibpocsl
Heo6X0ANMO HAHOCUTb Ha rpaduk ¢ Apyrum o603HayYeHnemM;

0 cCblNKy Ha MeToAbl CTaTUCTUYECKOTO aHam3a.

Ecnu pe3ynbTaTbl CUCTEMbI MOHUTOPUHTIA T/TH0KO3bl B KPOBW COOGLLAIT B eAuHULAxX APYro MaTpulbl
npo6bl (Hanpumep, NaasMbl), U3rOTOBUTENb LO/KEH NPefoCTaBUTb NOMb30BaTensM, No 3anpocy, AeTanu
npeo6pasoBaHns 1 ONOPHbIe AaHHblE OCTOBEPHOCTMU.

7.3.3.2 AHann3 TOYHOCTUN CUCTEMbI

PacxoxgeHne mexgy oTaeNbHbIMU pe3ynibTaTamMmy CUCTEMbl MOHUTOPUHTIA [TH0KO3bl B KDOBU U CPEAHUM
3HauYeHneM OMOPHbIX 3HAYEHMI AOMKHO ObITb HAHECEHO Ha rpadnk Kak 3aBucumast nepeMmeHHas. CpegHee
3Ha4YeHne OMNopHbIX 3HAYEHWUI JOMKHO ObITb HAHECEHO Ha rpaduk Kak He3aBucMas nepemeHHas.

Ipadivkn pacxoxaeHwin ABNATCA PEKOMEHAO0BAHHbIM NOAX0AO0M ANA N306paXeHUss TOYHOCTU cucTe-
Mbl. MOCKOJIbKY CTaTUCTUYECcKMe AOMYLLeHWA SABAAIOTCA MUHUMASIbHbIMW W NPOLEHT Touyek Ha rpadvike,
BbIMOHAOLMX KPUTEPUIA TOYHOCTM CUCTEMBI, @ TaKKe cucTteMaTnyeckas norpeLlHocTb OLEHKN NEerko Bblyunc-
nawTcA. Cum. [14] unnm [15].

NMpumeyaHune — HaHeceHne Ha rpadK NPOLLEHTA PACXOXAEHNS B 3aBUCUMOCTUN OT KOHLEHTPALMUN NPU HU3KNX
3HAYEHMAX KOHLEHTPaUUy 06bIYHO He MOAXOAUT AN rPpaddUUecKol OLUEHKN TOYHOCTU CUCTEMBbI.

Mpumep — padvH pe3ynbTaT OB NO OLEHKE CACTEMbl MOHUT OPUHIa FNIOKO3bl B KPOBWM Noka3aH Ha pu-
cyHKe 1. [lBe MUpPHble TUHUN NPeACT aBNA T KPpUTEepun npuemkn n3 7.4,

MK30LbIMB, LLKM/M
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7.3.3.3 PerpeccuoHHbIi aHanus

OTpaenbHble pesynbTaTbl CUCTEMbI MOHUTOPUHTIA [1IOKO3bl B KPOBU [0/1KHbI ObITb HAHECEHbI Ha rpadvk
Kak 3aBMcrMasn nepemMeHHas, a cpefiHee napasienbHbIX ONOPHbIX 3HAYEHWI Kak He3aBucrMas nepemMeHHas.
[nsa oceii X Ny AOMKHbI UICNOMNb30BATLCS NAEHTUYHBIE LUKaNbI Y MHTEpBasbI.

HaknoH nHTepcenTta y (KOHLEHTpauusa rnioko3bl, COOTBETCTBYIOLAA ONpeaeieHHol Touke Ha rpadmke)
JO/KEH paccynTbIBaTLCA C MOMOLLbIO NOAXOASALLEN METOAVKMA PErPecCrOoHHOro aHannsa. Heob6xogmmo coo6-
LWMTb OLEHKY OTK/IOHEHUs1 (CTaHAAPTHYH MOrpeLlHocTb) (Sy, X), ecnv UCNonb3yeTcs NnHelHas perpeccus.
JInHnA perpeccumn n NMHUA TOXLECTBEHHOCTH (Y = X) AO/KHbI MCNOMb30BATLCA Ha rpaduke.

MpumeyaHune 1— PerpeccCMOHHbIi aHann3 3aBUCUT OT COOTBETCTBUA AaHHbIX OnNpe/esieHHbIM cTatucTmyec-
KUM JONYyLWeHUsIM. [LN51 OLeHKN PErPECCUMOHHBIX METOAMK A1 UCCNefoBaHUii MeToAa conocTaBnenust M. [16] nam (17).

MpumevyaHune 2— CucteMaTMyecKyto MOrPeIHOCTbL MOXHO paccynTaTb U3 ypaBHEHWUS perpeccuv npu Bbl-
6paHHbIX KOHLEHTPaLNAX rNoKo3bl (HanpumMep, Npy MeAULUHCKOM Bblbope pelleHns 3a4aym 0 KOHUeHTpaumsax). Cm. (14).

Mpumep — Mpacuk perpeccumn no oLeHKe CUCT eMbl MOHUT OPUHTa FNMIOKO3bl B KPOBU NpuUBefeH HUXe. [1Be
BHELWHNE NUHUN NpeACTaBNA T KPMTepun npuemMkn n3 7.4. HaknajblBalo TCA TNHUN Perpeccuin u 3KBUBaNEeH-
THOCTMW.

VIMBpeas KoHLEHTpaLuWA TBCoabl, MUONb/M

36

30

35 Ag

20

16 /M

10

0 6 10 1» 20 23 »
OMOPHOE3H M M ¢p KOMIQUipeifM MLLILLIOOLY, IAK Iflb/h

y=0,1B4x+ 0,20

A2- 0,9696
« =200

PucyHok2— lpaduk perpeccumn

7.4 MuHuUManbHaa npuemMsieMas rounocts CUCTEMBI

7.4.1 TpeboBaHWe K TOYHOCTU CUCTEMBI

MuHumanbHasa npuemsiieMas TOYHOCTb A1 Pe3y/ibTaToB, MNOJTYYEHHbIX HA CUCTEME MOHUTOPUHIA [110-
KO3bl. flO/MKHA 6bITb CrieaytoLleit:

[eBaHocTo NATbL npoueHToB (95 %) OTAE/NbHbLIX Pe3yNbTaToB KOHLEeHTpaLun r1Ko3bl AO/KHBI nona-
patb B npegenbli 0,83 mmonb/n (15 Mr/gn) oT pe3ynbTatoB METOANKA U3MEPEHUS N3rOTOBUTENS NPUN KOHLEH-
Tpauusx rnkosbl meHee 4,2 mmonb/n (MeHee 75 mr/an) v B npegensl i 20 % Npy KOHUEHTPALUSX [/1H0KO3bl,
6onee unv paBHoit 4,2 mmonb/n (6onee unu pasHo 75 mr/an).

MpumeyaHue 1— KpUTEPUU MUHMMAJIbHOW NPUEMIEMOI TOYHOCTY OCHOBAaHbI HA MeAULMHCKMX Tpe6oBaHu-
SIX K MOHUTOPVHTY /110KO3bl. CM. BBeAEeHUE 4/ AONOSIHUTENbHON UHOopMaLnu.
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NMprumMeyaHne 2— KpuTepuum NPUMEHSIIOT K OLLEHKAM TOYHOCTU CUCTEMbI, B KOTOPbIX MO/Ib30BATE/IN UMEIOT CO-
OTBETCTBYIOLLYIO NOArOTOBKY, YCTPOACTBO AO/HKHLIM 06Pa30oM OTPery/IMpoBaHo, BbINO/IHEHa TpebyeMast HacTpoiika u MeTo-
AVIKN KOHTPOJISi BbITO/THAIOTCA B COOTBETCTBUWN C MHCTPYKUMSIMU M3TOTOBUTESS MO MPUMEHEHUIO.

7.4.2 TpepcrtaBneHune faHHbIX

Pe3ynbTatbl fOMKHLI ObITb NpeAcTaB/ieHbl N0 OTAENbHOCTU A1 UHTEPBA/IOB KOHUEHTPaLun [0Ko3bI
MeHee 4.2 MMosib/n (MeHee 75 mr/an) n 6onee nnu pasHoii 4.2 mMMonb/n (6onee unu pasHoit 75 mr/an).

a) Ana KoHueHTpauuii rnoko3bl MeHee 4,2 MMonb/n (MeHee 75 Mmr/gn) pesynbTaTbl AO/KHbI ObITb
BblpaXXeHbl KaK MPOLEHT 3HauyeHwid, nomajamlwmx B cnegywwme nHtepsanbl: £0.28 mmons/n (x5 mr/gn),
+0.56 mmonb/n (£ 10 mr/gn) n * 0.83 mmonb/n (+ 15 mr/gn);

b) ONS KOHUeHTpauwuii rnko3bl, 6onee unu pasHoi 4.2 mmonb/n (6onee wnu pasBHoi 75 mr/an),
pe3ynbTaThl AO/KHbI OblTb BblpaXXeHbl Kak MPOLEHT 3HauyeHwii, nonagawwmnx B cnegyolme UHTepBasb;
+5 %, £ 10 %. £ 15 % n £ 20 %.

Pe3ynbTatbl fOMKHbI ObITb NpeAcTaBieHbl B Tabvue ANS KaXA0ro nHTepsasia KoOHUeHTpauuin. Peko-
MeHAyeMblli hopmat npuBeAeH B Nnpumepe 1 Tabnmuax 4 n 5 Huxe no TeKCTy.

Mpumep — Tab6nuubl 4 1 5 nANCTPUPYOT NpejcTaBneHne pe3ylbTaTOB 418 OLEHKM, NOKa3aHHOK B
7.3.3.21n 7.3.3.3,B xoie KOTOpPOW 66110 Nony4yeHo 200pe3ynbTaToB oT 100cy6bekToB. laHHbIEe U KPUT €pun, uc-
nonb3yemblie B ONpeAefieHn NpMeMaeMocT U, BblieIeHbl KYpCUBOM.

Tab6bnuua 4 — MNpumep npeacTaBfieHNs pe3ynbTaToOB TOYHOCTU CUCTEMbl AN KOHLEHTpauuW [/0KO3bl MeHee
4,2 mmonb/n (MeHee 75 mr/gn)

B npegenax i 0.28 mmonb/n B npegenax 1 0.58 mMornb/n B npepenax n 0.83 Mvonb/n
(B Nnpegenax 1 5 mr/gn) (o npepenax i 10 mr/gn) (a npegenax + 15 mr/an)
18/40 (45 %) 28/40 (70 %) 38/40 (95 %)

Ta6nuya 5— MNpumep NnpeacTaBneHUs pe3ybTaTOB TOYHOCTU CUCTEMbI A1 KOHLEHTpaLuuK roko3bl 6onee nnv pas-
HOW 4,2 mmonb/n (6onee nnun pasHol 75 mr/an)

B npegenax 5 % B npegenax 3 10 % B npegenax t 15 % Bnpegenax i 20 %

36/160 (22 %) 78/160 (49%) 136/160 (85 %) 156/160 (97%)

7.4.3 OueHKa TOYHOCTU CUCTEMBI

YTo6bI onpeaesninTb YHACNO NpnemMnemMblX pe3ynbTaTtoB, NPUeMsIEMOCTb CUCTEMbI MOHUTOPUHTA I/THOKO3bI
B KPOBU [0/KHA ONpefensaTbes ¢ ucnonb3oBaHvem Bcex 200 pe3ynbTatos, NosyyeHHbix oT 100 cy6bekTos,
BK/ll04as BCe pe3ynbTaTbl, onpeaesieHHble Kak CTaTUCTuyeckune Bbl6pOCbI. Yucno npnemMmnembix pesynbTatoB
[ONS KOHLEHTpauuii r1oko3bl MeHee 4.2 MMonb/n (MeHee 75 Mr/as1) He06X0AMMO CNOXUTB C YACIOM NpuemMse-
MbIX pe3ynbTaToB A/ KOHLUEHTpauuii [NioKo3bl, 60nee wnn paBHoOW 4,2 mMmonb/n (6onee unu pasHOW
75 mr/gn).

MpumeuvyaHune 1— B npumepe B 7.4.2 38 u3 40 nNpo6 C HU3KMM cCoepXXaHWeM [/oKo3bl GbIN B npegenax
t 0.83 mmonb/n (£ 15 mr/an) Ana KOHUEHTpaumnii roKo3bl MeHee 4.2 MMonb/n (meHee 75 mr/an) n 156 n3 160 npo6 ¢ KOH-
LeHTpauueit rnokosbl, 6onee unn pasHoii 4.2 mmons/n (6onee nnu pasHoi 75 mr/gn), 6ein B Nnpegenax = 20 % ot onop-
HbIX 3HaveHwuii. CnegoBaTtenbHO. 194 13 200 nNpo6 (97.0 %) 6bin e NpeAenax MAHUMaIbHbIX MPUEM/IEMbIX 3KCMyaTauu-
OHHbIX MokasaTesieli, onpefeneHHbIx B 7.4.1.

NMpruMeyaHne 2— BKaXIOM MHTepBase KOHLEHTPaLUA MMeeTCst HEAOCTATOYHOE YMC/0 NPO6, YTO6bLI MO3BO-
NNTb BbIMOSIHUTL [OCTOBEPHYIO OLLeHKY NPUEeMAEMOCTN NPU KOHKPETHbIX KOHLEHTPaLnsX.

8 OueHka nosnb3oBarens

8.1 OO6wue NnonoxeHus

Lienblo oLeHKM nokasatesneii nonb3oBaTens ABNSETCA eMOHCTpaLms Toro, YTo Nob30BaTeIn Cnoco6-
Hbl YNPaBNATb CUCTEMOI MOHUTOPWHIA T/TH0KO3bl B KPOBW, ECIN CHABAUTL UX UHCTPYKLUAMK U 06GyYaoLwnmMm
martepuanamu, 06bI4HO NpuaraemMbsiMu K CUCTEME, M NOMyYaTh JOCTOBEPHbIE PE3Y/bTaTbl COAEPXAHUS [/1H0-
KO3bl B KpoBY. OLeHKa (hyHKLMOHNPOBaHNSA Nob30BaTeNst f0/KHA ObITb BbINO/IHEHA N3rOTOBUTENIEM Nepej
NoCcTynsieHneM B NPOAaxy HOBbIX CUCTEM MOHWTOPWHIA [OKO3bl B KPOBU.
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MpumeyaHune — Cneynannuctbl-MeanKN, KOTOPbIE XeNaloT NPOAEMOHCTPUPOBATbL PaboTy CUCTEM MOHUTOPUH-
ra cofiepXaHus roKo3bl e KPoBM /11 KOHTPOIS COCTOSIHUSI OpraHn3Ma, MoryT o6patuTbcs A1 PyKOBOACTBa K MaTepua-
nam [18).

PesynbTathbl, NONyYeHHble HENPOdeCCMOHaNO0M, AO/KHbI ObITb CONOCTaB/EHbI C pesynbTatamu, nosy-
YEHHbIMY C NOMOLLbI0 YTBEPXKAEHHON METOAUKN N3MEPEHUSI COAEPXAHUS T/1I0KO3bl, @ TaKKe C pesynbTaTtamu,
NoNy4YeHHbIMW NPOeCCMOHANbHBIM MeAULMHCKUM PaboTHMKOM Ha OfHOl W Toli Xe npobe, ¢ MCMNOMb-
30BaHMeM OAHOI W TOV Xe CMCTEMOIN MOHUTOPUHIa COAEPXaHWNS /TH0KO3bl B KPOBMU.

MnaH oueHkn fo/MKeH 6bITb NOATBEPXAEH AOKYMEHTa/IbHO B NOAPOGHOM MpoTokose. MpuMeHsIoT Tpe-
60BaHNs. ycTaHOBNEeHHble B EH 13612.

B kaxpgyto uccnegyemyo napTuio BKIOYalT He MeHee 50 cy6bekTOB C pas/IMyHbIMU AaHHbIMU (BO3-
pacT, non v ypoBeHb 06pa3oBaHuns).

YyacTHUKM nccnepoBaHusa AO/MKHbI YAOBAETBOPATb TPEOGOBaHWAM CUCTEMbI MOHUTOPWHIA [/1HOKO3bI
[Hanpumep, o6bEMHasn [0N5 KPOBSAHbIX Tenew, (reMaToKpUT) A0/MKHA GbITh B Npeaenax 3afaHHoro Ans cucre-
Mbl MHTepBanal.

WccnepnoBaHns nosb3oBaTesnieil 4O/MKHbI BbiTb BbINO/IHEHbI C PeakTUBaMy He MeHee YeM TPex pasHbixX
napTwuii.

8.2 MecCTO BbIMOSIHEHUSA OLLEHKN

CuUCTEMbI MOHUTOPUMHIA [1H0KO3bl B KPOBU A1 CAMOKOHTPOSA AO/KHbI GbITh OLLEHEHbI B Takoi 06CcTa-
HOBKE. KOTOpas MOo3BOJSIUT HENpogeccMoHasy BbINOMHATL U3MEpPEeHNs 6e3 BANSHUS U3BHe, T.e. B COOTBET-
cTBumn ¢ 8.1.

OcHOBaHuA ANA Bbibopa MecTa NpoBeAeHUS OLEHKN AOMKHbI ObiTh YKa3aHbl O JOKYMEHTE.

OueHKa MOXeT BbINO/THATLCSA B HECKO/IbKUX MeCTax.

8.3 OueHka nonb3oBartens

YyacTHMKam nccnenoBaHUAa A0/TKHbI ObITb npenocTtabB/ieHbl MHCTPYKUUW NO NPUMEHEHUKD CUCTEMbI U
mMaTepuasbl A5 06y4YeHNs, KOTopble 06bIYHO NPUAralTCa K CUCTEME MOHUTOPUHIA [/10KO3bl B KPOBY.

Mocne npocmoTpa 3TUX MatepuasioB Noab3oBaTeNM LO/HKHbI NONYYUTb NPoby KPpOBWM M3 Mmanbua u
nccnefoBaTb ee C NOMOLLb CUCTEMbI MOHUTOPUHTA T/1H0KO3bl B KPOBMU.

Cpasy xe nocne caMOKOHTPO/IS NONb30BaTeNsA 06yUYeHHbIi MeAULMHCKUIA NepcoHan yuypexaeHus, rae
NPOBOAWTCS UcCNefoBaHWe, LO/MKEH U3MEPUTL KPOBb NOJIb30BATENS HA CUCTEME MOHWUTOPWHIA [/1H0KO3bl B
KpOBMU.

B TeyeHne 5 MUH HEO6XOAMMO MOYUYNTL BTOPYH NPOBY KPOBU. KOHTPO/IbHbLIE KOHLLEHTPALWM [/THOKO3bI
Heo6x0AMMO onpeAeiMTb C MOMOLLbI0 METOANKN U3MEPEHNS N3rOTOBUTENS (T.€. BbIGpaHHOI M3roToBUTENEM
WK NOCTOSIHHO felicTBYOW el METOANKA U3MEPEHUSA, UIN UHOW YTBEPXAEHHOW METOANKM U3MEPEHNS, KOTO-
pas faeT paBHOLEHHble pe3ynbTaTbl).

CTaHAapTHbIVi MeTo[, M3MEePEHNS COAEepPXaHUs TNKo3bl (Hanpumep, B 601bHULE UM ambBynaTopHO B
KTMHUYeCKo nabopaTopuu), KOTOpbIA YyTBEPXAEH AN OLEHKU MPEeLU3MOHHOCTU W NPaBWILHOCTY MyTem
COMnocTaBeHUS C BbIGpaHHONM M3roTOBUTENEM UM NMOCTOSAHHO AECTBYIOLLE METOAUKOW N3MEPEHUS, MOXHO
MCNonb3oBaTh A/ NPUCBOEHNS OMOPHbIX 3HAYEHUIA.

Moapo6HOe onucaHne MeToAVKA N3MEPEHUS, UCMONb30BAHHOW ANA onpeAeneHnsa 3HaYeHi KOHLEeH-
TpaLWK r10Ko3bl, BK/IKOYAA €e NPOC/eXUBAeMOCTb UYWIM SKBUBAIEHTHOCTb BbiGpaHHO M3roToBUTENEM WUnn
NOCTOAAHHO AelcTBYyOLW el MeTOAMKE N3MEPEHNS, [LO/IKHO OblTb BHECEHO B NMPOTOKO/.

Y4acTHVKN UCcCNefoBaHnsa He JOMKHbI NosyvaTb A0NOMHUTENIbHON NOATOTOBKM, UHCTPYKLWIA, NoMoLLm
nnn cnpaBoOYHbIX MaTepunanoB, KpoMme TeX. KOTopble 06bIYHO NOCTABNAT BMECTE C CUCTEMON MOHUTOPUHIa
[/THOKO3bl B KPOBU.

YyacTHMKam nccnenoBaHna MoXxeT ObITb BblAaHa aHkeTa A4 OUeHKU UX NOHUMaHUA CUCTEMBbI.

Mpuemsbl, KOTOpblE MPUMEHSIET NOMb30BaTENb NPU PAGOTE U 06CNYXUBAHUN CUCTEMbI, HAHECEHUN MPO-
6bl U CUNTbIBAHUS pe3ynbTaTta, [JO/DKHbI OLEeHMBaTbCA NPOMEeCcCMOHaIbHLIM MEeAULMHCKAM pPaboTHUKOM,
y4yacTBYLMUM B UCC/IeA0BaHUN.

Pe3ynbTathl 4O/MKHbI 6bITb 3aDUKCUPOBAHbLI B MPOTOKOJIE.

8.4 OueHKa MHCTPYKLUUIA N0 NPYMEHEHMUIO

VIHCTPYKLUMM MO NPUMEHEHWIO JO/MKHbI BbiTh OLLeHEHLI CAMUMU MO/b30BaTEeNAMU.

YYacTHUKN UCCNE0BaHNA N MEAULMHCKAE PABOTHUKM JO/KHbI PACCMOTPETH UHCTPYKLMN MO NpUMEHE-
HUIO 1 NPeACTaBUTL 3aMeUaHnsl, KacalolWnecs NPOCTOTbl NOHUMAHKS.

Takylo OLEHKY MOXHO COMPOBOANTL UCC/Ie0BAHUAMM, ONUCAHHLIMU B 8.3, UK UCCNIeA0BaHUA MOXHO
NPOBECTN OTAE/NbLHO.

3ameuaHus Nonb3oBaTesniell MoOXHO cobpaTb NyTeM Onpoca, aHKeTUPOBAHMA WK Kak YacTb U3yyeHus
ueI0BEYECKOTO (hakTopa.
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MpunoxeHne A
(o6a3aTenbHOE)

,qOI'IOI'IHI/ITeJ'IbeIe TpeﬁOBaHI/IH K SJ'IEKTpOMafHI/ITHOI7I COBMECTUMOCTHU

A.l O6wure NoMoxXeHns

[laHHOe NMpUNoXeHue ycTaHaBNMBaeT MUHMMa/IbHble TPe6GOBaHNSA K HEBOCNPUMMYUBOCTU U U3NYUYEHUAM, CBSI3aH-
HbIM C 3/1eKTPOMArHMTHO COBMeCTMMOCTbIO (AMC). ANA cMCTeM MOHUTOPUHTA FMOKO3bl B KPOBU, NpeAHa3HaAYeHHbIX ANs
CaMOKOHTpPO/IA, a A0MNOJ/IHEHMEe K TpeboBaHusm 6.4.

Ecnu aHanus puckoB (cM. 4.5) noka3blBaeT, YTO BO3AENCTBME BbICOKMX YPOBHEN U3YyUYEHUSI UK 3/ieKTpocTaTmyec-
KOro paspsiga npeactaB/isieT HeNnpuemsieMblii pUcK ANS Nofb30BaTessi, TO 3T0 U3[esine HeoO6X0AUMO UCTbITbIBaTb UMEH-
HO NpU TaknUX BbICOKUX YPOBHSIX.

A.2 Tpe6oBaHUSA K TECTUPOBAHWIO BOCMPUUMUNBOCTHU

A.21 HeBOCNPUNUMYUYUBOCTb K N3JTYYEHNAM

MpumeHsalT TpeboBaHWA, ycTaHoB/IeHHble B M3K 61000-4-3.

Kpome TOro, HeBOCNPMMMUYMBOCTb K M3/lyd4aemMbiM 4dacToTam fAO/bKHa ObiTb paclwupeHa A0 Anana3oHa 4actoT
BNAOTL A0 2.5 [Ty Nnpu TecToBOM ypoBHe 3 B/m.

A.2.2 HeBOCNPMNMUNBOCTb K 3/1eKTPOCTATUYECKOMY paspsaay

MpumeHsalT TpeboBaHWA, ycTaHOBIEHHbIe B M3K 61000-4-2.

B oTHOWeEHUN rPO30BOro paspsja HeBOCNPUUMUMBOCTb K 3/1eKTPOCTAaTUHECKOMY paspsigy AOoJKHa ObiTb npopae-
MOHCTPMpPOBaHa NpU TECTOBbIX YPOBHAX, PaBHbIX * 2. + 4. + 8 kB.

B OTHOLWEHNN KOHTAKTHOrO paspsaja HeBOCNPUUMMUYMBOCTL K 3/1IEKTPOCTaTUYECKOMY paspsaay A0/kHa 6biTb npoae-
MOHCTPMpOBaHa Npu TECTOBbIX YPOBHAX, PaBHbIX *+ 2. + 4. + 6 KkB.

A.3 Tpe6oBaHUA K UCMbITAHNAM CUCTEMBbI

ECnv K U3amMepuTesto NPUCOeAUHEHO UM MOXET 6bITh MPUCOEANHEHO ApYroe 060pyAoBaHue, MOyYeHHas cuctema
Takxe [0/IXKHA BbINOMHATL Tpe6oBaHus IMC. Mpu onpegeneHnn Tpe6oOBaHWA K UCMbITAHUAM CUCTEMbl U3rOTOBUTENb
[OJIKEH Yy4YecTb, BO3MOXHO WM HET BbIMOMHUTL M3MepeHue, Korga k cucTeMe MOACOeAWHEHO Apyroe o6opyaoBaHue.
KoHdurypaumm cuctembl, ycTaHOB/IEHHbIE N3TOTOBUTENIEM WM NMPOTHO3UPYEMble KOHMUIypauum cucTeMbl, NaeHTUd -
LUMpOBaHHble NyTeM aHasn3a pUCcKoB, A0/IKHbI BbITb UCMbITaHbl B COOTBETCTBUN CA.2, €C/IN OHW NO3BOJISIOT No/ib30BaTe-
N0 BbINO/MHATL U3MEPeHNe CoAepXaHus ToKo3bl.

Tpe6oBaHWA K UCNbITAHUIO CUCTEMbI MOTYT He NPVMEHATLCA, eC/TM KOHCTPYKLMSA Npr6opa He No3BOIsIeT NoNb30Ba-
TEes0 BbINOMHATL M3MEPEHUS B C/lydae NPUCOeANHEHUSI K NPMGOPY APYroro o60pyf0oBaHus.

A.4 VIHCTPYKUMM NO NMPUMEHEHUIO

WNHCTPYKUMM NO NpUMeHeHuto (CM. 5.2) AO/DKHbI BKAKOYATb CrieAyolyo nHdopMaLmio:

a) 3asBJIeHne, YTo 060pyA0BaHNe COOTBETCTBYeT TpeboBaHNAM, MPUMEHAEMbIM K amuccun OMC. 1 4To nsnyuve-

HUSA UCNONb3YEeMOW 3Heprun BpAA N BbI3OBYT UHTepdepeHLntio B6IM3N 31eKTPOHHOTo 060pyA0BaHuUsA.

b) 3asB/ieHNe, YTO 060py0BAHNE UCTLITLIBAETCA HA BOCMPUMMUYMBOCTL K 3/1eKTPOCTAaTMYECKOMY paspsaay BCOOT-
BeTcTBUN ¢ MOK 61000-4-2.

C) PEKOMEH[0BaHHbIE MePbl MO CHWXEHWNIO YPOBHS 3arpsa3HeHuns, KoTopble HE06X0ANUMO NPeAnpPUHATL MNoSb30Ba-
Tent. 4Tobbl n36exarb HEKOPPEKTHOW paboTbl UM NoBpexaeHnsa npuoéopa.

Mpumep 1 — BHeNb3s UCNONMb30BAaThb AAHHbI N3MEPUTENb B CYXUX OKPYXal WX ycnoBUsax, 0CO6EHHO B
NPUCYTCTBUN CUHT ETUYECKUX MaTepnanoB. CUHTeTunYeckas ofexaa, KoBpbl U T.4. MOTYT Bbi3BaThb
BO3HMKHOBEHWE MOBPEXAALWMNX 3eKTPoCTaTMNYeCKNX pa3psifioB B Cyxoil aTMocdepe»;

d) 3asBneHune, UTo 060Py0BaHNE NCMbITLIBAETCA Ha BOCMPUNMYMBOCTb K UHTepdepeHLnn pagmoyacToT B 4nana-
30He 4acTOT U TeCTOBbIX YPOBHSIX, YCTAHOBJIEHHbIX & HaCTOsALWEeM cTaHjapTe.

e) peKkoMeH[0BaHHble Mepbl MO CHWKEHWUIO YPOBHS 3arpA3HEHNs, KOTOpble HE06X0AMMO NpPeANpPUHATL NO/Ib30Ba-
Ten. 4Tobbl n3bexaTb MHTepepeHLMN PagnoyacToT, C KOHKPETHbIMU NpUMepamu.

Mpumep 2 — BHenNb3s UCNONbL30BAaTbh AaHHbI Npu6op B6AM3N COT OBbLIX AN GECNPOBOAHLIX Tenedo-
HOB, NePEeHOCHbIX paynii, yCTPOANCTB 4N aBTOMaTMUYECKOro OTKPbIBAHUS rapaxHblX BOPOT WAU ApY-
roro 31eKTPUYECKOrO WAU 3NeKTPOHHOTro O0GOPYyAOBaHWA, KOTOpPble SABNSIOTCA WCTOYHUKAMM
3/1eKTPOMArHUTHOTO U3/ly4eHUs, NOCKONIbKY OHW MOTYT noMelwaTb Hajnexaleit pa6oTe npuéopa».
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MpunoxeHne B
(cnpaBo4yHOE)

Llenoyka npocnexnsaemMocTun

OTHeTcwcunocn.

NIST

NIST

N3'0TOBUTOAb

M3rotoButenb

UnHEHHbIA
nonb3oBaTesb

KoHeuHb I
nosibaouna'cnb

KoHeuHbli
nosnb3oBarenb

NMpunmeyaHune 1— VnnocTpaunsa NOMHON LENoOYKn npocnexmnsaemMocT B3ata nsiCO 17511.4.2.2, nepeuunc-
nexve h). 3Tanbl, KOTOPble He UCMO/L3YOTCA B AAHHON KOHKPETHOIN CXeme Ka/IM6pOBKU, 3aTEHEHbI CEPbIM LIBETOM.

MpumeyaHue 2 — [laHHblil NpUMep He NpeaHasHayeH A/ NpeAcTaBNeHns eAnHCTBEHHO BO3MOXHOW Lenouy-
KM NPOC/IEXMBAEMOCTN CUCTEMbI MOHUTOPUHIA F/IHOKO3bl & KPOBMU.

aNIST SRM9186 ccblnaetca Ha CepTudukaT aHanmsa, BbiMyWeHHbI HauMoHanbHbIM MHCTUTYTOM CTaH4apToOB U
TexHonorum CWA (NIST)flna ctaHaapTHoro o6pasua (SRM)917b, D-rnkxosbl (4eKCTpo3bl), MICNOb3YEMOI AR Kannbpos-
KN B ;]AHHOM MpuMepe.

PucyHok B.1 — Mpumep LEeno4ky NpoC/eXMBaeMoCTu /11 CUCTEMbl MOHWUTOPUHIA [/10KO3bl B KPOBW, Kann6poBaHHOM
B 3aBOACKMX YC/IOBUSIX
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MpunoxeHne C
(cnpaBoyHOE)

CBefleHNs 0 COOTBETCTBUM HaLMOHaNbHbIX CTaHAAapPTOB Poccuiickoii depepanmm cCbiTOYHbIM

Tab6nuya C.1

O603HaueHVie CCbUIOYHOMO
MeX/yHapoAHOro cTaHaapTa

MNCO 13485:2003

NCO 14971:2000

MNCO 17511:2003

M3K 60068-2-64:1993

M3K 61010-1:2001

M3K 61010-2-101:2002

M3K 61000-4-2.95

M3K 61000-4-3:95

M3K 61326:97

EN 376:2002

EN 13612:2002

EN 13640:2002

MeXAyHapoAHbIM cTaHfapTam

O603HaYeHne N HaMeHOBaHVEe COOTBETCTBYHOLLErO HaLMOHa/IbHOK CTaHAapTa

FOCT P NCO 13485—2004 W3pgenua meguumHckme. CUcTeMbl MeHe)XMeHTa Kayec-
TBa. CUCTeMHble TpeGoBaHWUs AN1A Leneil perynMpoBaHus

FOCT P UCO 14971—2006 W3pgenua meguunHckue. NpuMeHeHe MeHe)XMeHTa puc-
Ka K MegULMHCKAM U3aenvam

FOCT P CO 17511—2006 W3penua meauLUHCKWE ANS AMArHOCTUKM In vitro. M3mepe-
HUSA BE/IMYMH B GMOOrnyeckux npobax. MeTponornyeckas npocriexmBaeMocTb 3Haye-
HWIA. NpUNMNCaHHbIX KanubépaTopam M KOHTPOJIbHbIM MaTepuanam

FOCT P 51502—99 MeToAbl UCMbITAHWUI HA CTOMKOCTb K MEXaHUYECKUM BHELUHUM BO3-
AeicTByOWMM hakTopam MalluuH, NpubopoB 1 APYrnX TEXHUYECKUX nsgennii. icneita-
HUS Ha BO3AelicTBMe CNy4YaHOW LWNPOKOMOIOCHOM BM6Gpauun € MCNonb3oBaHWeEM
LMPOBOIA CUCTeMbI yNpaB/ieHUs UCMbITaHUAMMN

FOCT P 52319—2005 Be30nacHOCTb 3/1IeKTPUYECKOro 060pyA0BaHNA A1 U3MEPEHUS,
ynpaB/iieHuss 1 nabopaTOpHOro npumeHeHns. Yactb 1. O6uwme Tpe6oBaHuA

FOCT P 51317.4.2—99 COBMeCTUMOCTb TEXHUYECKUX CPeACTB 3/1eKTPOMarHuTHas.
YCTOWUYMBOCTb K 3/1eKTPOCTAaTUUECKUM pa3psagam. TpeboBaHMA 1 METOAbl UCTbITaHWIA

FOCT P 51317.4.3—99 COBMECTMMOCTb TEXHUYECKMUX CPEACTB 3/N1IeKTPOMarHuTHas.
YCTOWUMBOCTb K paAno4acTOTHOMY 3/IeKTPOMarHUTHOMY Nnosto. TpeGoBaHuUsi U MeToapl
ncnblTaHnii

FOCT P 51522—99 COBMECTUMOCTb TEXHUYECKNX CPEACTB 3/IeKTpOMarHuTHas. dnek-
Tpuyeckoe obopyaoBaHue ANA U3MepeHus, ynpasieHns n nabopaTtopHoOro npumMmeHe-
HUA. Tpe6oBaHNA N MeToAbl UCNbITaHWIA

'COOTBETCTBleLLU/II7I HaLU/IOHaﬂbeIVI cTaHfapT OTCYTCTBYeT. [JO ero yTBepXAeHUss PeKoOMeHAYyeTCs UCMNOJb30-

BaTb NEPEBOJ Ha PYCCKUiA I3bIK JaHHOTO MEeXAYHapoAHOro ctaHaapTa. MepeBos 4aHHOTO MEeXAYHAapoA4HOro cTaHaapTa
Haxoautcs B ®efepasibHOM UH(OPMALVOHHOM (POHAE TEXHUUYECKUX PErIaMEHTOB U CTaHAAPTOB.
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(17 WCO 3534-1:1993 CraTtucTuyeckme Metofbl. CioBapb 1 CMMBObI. HacTb 1. BeposTHOCTL 1 06Lime cTaTucTuyec-
KNe TEPMUHbI

121 MexayHapoAaHblii CloBapb OCHOBHbIX 1 06LWMX TEPMUHOB B MeTposiornn (MCM). XXeHesa. 2-e nag., 1993

] WCO 5725-1:1994 TouHOCTb (NPaBW/IbHOCTb U MPEUU3NOHHOCTb) MEeTO0B WU3MEpPEeHMss U  pe3y/ibTaToB.
YacTtb 1. O6wume npuHUUNGLI 1 onpeaeneHns

|/|) NCO 15194:2002 W3penus meauLUHCKNE ANS ANArHOCTUKM in vitro. I3amepeHune BesIMYNH B Npob6ax 61Monornyecko-
ro npoucxoxgeHus. OnucaHve cTaHAapTHbIXx 06pasLoB

Q EH 375:2001 MHdopmaumns, noctaBnsieMast U3roToBUTENSAMU CANATHOCTUYECKMMIN peareHTammn ans npodec-
CVNOHa/IbHOTO NPUMEHeHNA

(6] EH 1041:1998 VMHdopmaums, noctaBnseMmas U3roToBMTeNsaMm ¢ MeAULUHCKUMN N34eNusmun

m EH 591:2001 WHCTPYKUMA NO NPUMEHEHUIO AUAarHOCTUYECKUX UHCTPYMEHTOB ANA NpodecCnoHaIbHOro npu-
MeHeHunA

T EH 592:2002 WHCTPYKLMA MO NPUMEHEHUIO AMarHOCTUYECKUX MHCTPYMEHTOB in Vitro 4715 camoTecTUpoBaHus
[9] NCO 5725-3:1994 TouyHOCTb (NPaBU/IBHOCTbL W MNPEeLU3NOHHOCTb) METOA0B W3MEepeHus U pe3y/bTaToB.
YacTb 3. MpomexyTouHble Mepbl NPeLN3nOHHOCTM CTaHAAPTHOro MeToAa U3mMepeHus
1101 Council Directive 98/79/EC of the European Parliament and of the Council of the 27 October 1998 on in vitro Diagnostic
Medical Devices. Official Journal of the European Union L331. December 7. 1998
111; NCCLS EP7-A. Interference testing in clinical chemistry: Approved Guideline. NCCLS document. Wayne.PA. USA.
2002
(121 NCO 5725-2:1994 To4yHOCTb (MPaBWAIBHOCTb W MNPELU3NOHHOCTb) MeTOAOB MW3MepeHuss U pe3ysbTaToB.
YacTb 2. OCHOBHOW MeTo/ onpeaeneHns NoBTOPAEMOCTU 1 BOCNPON3BOAMMOCTI CTaHAAPTHO-
ro Metoja usmepeHus
[13] NCCLS EP5-A. Evaluation of precision performance of clinical chemistry devices; Approved Guideline, NCCLS
document. Wayne. PA. USA. 1999
[14] NCCLS EP9-A2. Method comparison and bla& estimationusing patient samples; Approved Guideline. 2nd Ed., NCCLS
document. Wayne. PA. USA. 2002
[15] Bland J.M. and Altman D.G. Statistical methods for assessing agreement between two methods of clinical
measurement. Lancet. 1.1986. pp. 307— 310
[16] Linnet K. Evaluation of regression procedures for methods comparison studies Clinical Chemistry. 1993. 39.
pp. 424— 432
117] Stockl D.. Dewltte K. and ThlenpontL.M. Validity of linear regression in method comparison studies: is it limited by the
statistical model or the quality of the analytical Input data? CIm.Chem..44 (11). 1998. pp. 2340— 2346
[18] NCCLS C30-A2. Pomt-of-Care Blood-glucose Testing in Acute and Chronic Care Facilities; Approved Guideline. 2nd
Ed.. NCCLS document. Wayne. PA. USA. 2002
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Knwoyesble cnosa: cucteMa MeHefXMeHTa KayecTBa, MOHUTOPUHT COAEpPXaHUa [/1H0KO3bl B KPOBY, yCTpOI7I-
CcTBa A1 CaAaMOKOHTPO/14 NaunMeHToB, 3/1IEKTpOMarHnTHasds COoBMeCTMMOCTb O60py,D,OBaHVIFI, ncnblTaHNA Hagex-
HOCTU 1 6e3onacHoCTU, obecneyeHne kayecTsa uccnenoBaHms
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